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          2                 CHAIRPERSON KOSLOWITZ: Good

          3  afternoon. I am Karen Koslowitz, the Chair of the

          4  Committee on Consumer Affairs.

          5                 At today's committee hearing we will

          6  discuss the sale of dietary supplements containing

          7  the potentially harmful ingredient Ephedra, and

          8  require retail establishments to post warnings about

          9  the use of dietary supplements.

         10                 Reso 912 calls upon Congress to

         11  restore to the Food and Drug Administration the

         12  authority to approve all dietary supplements before

         13  they are sold to consumers. Reso 912 also calls upon

         14  the FDA to conduct studies to determine the

         15  interaction between various dietary supplements and

         16  prescription drugs.

         17                 I am not saying that all or even most

         18  participants in the dietary supplement industry

         19  behave irresponsibly, or that most items sold, as

         20  natural or herbal supplements are dangerous.

         21                 However, when federal standards are

         22  weakened and the agency charged with enforcement is

         23  restricted, there are going to be people and

         24  businesses that will take advantage of the weakened

         25  regulatory environment. And when we are dealing with
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          2  products that are in reality herbal medicines, the

          3  result of lax regulation can be deadly.

          4                 Consumers are often unaware of the

          5  potential side effects and falsely believe that

          6  natural means safe.

          7                 Some of these products have been

          8  marketed at our children as the natural alternative

          9  to illegal drugs. These products have led to several

         10  cases of health problems, and even death. By asking

         11  retail stores that sell these products to post

         12  warnings, we are aiding their efforts in educating

         13  the consumers of some of the problems that have been

         14  associated with taking certain dietary supplements.

         15                 In front of me, and I want to make

         16  note that, I want to make it clear, because I know

         17  there are photographers up here filming these

         18  products, that it was not these particular products

         19  or brands responsible for the illnesses of deaths we

         20  are going to hear about, but there have been

         21  tragedies associated with the ingredients that some

         22  of these products contain, like Ephedra. So, it has

         23  nothing to do with this product per say, but what is

         24  in this product, which is Ephedra, that we are

         25  talking about. And both of these products contain
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          2  Ephedra.

          3                 The FDA has warned of possible health

          4  hazards, including seizures, irregular heartbeat,

          5  stroke and death from supplements containing

          6  Ephedra.

          7                 News reports link certain supplements

          8  containing Ephedra to several deaths. These products

          9  both say not for children under 18. However, a

         10  17-year-old assisting the Counsel staff was able to

         11  go into a local store and purchase it.

         12                 Number two, there are two products in

         13  here, but we are talking about this one right now on

         14  my left.

         15                 The FDA's testimony to congress

         16  associated the ingestion of comfrey to seven liver

         17  damage cases. Trade associations and news reports

         18  recommend using this product externally, and caution

         19  consumers about the internal consumption of this

         20  herb.

         21                 A Council staff person inquired at a

         22  local store about the use of comfrey, the retail

         23  person stated that it could be consumed as a tea.

         24                 Number three, chaparral the FDA has

         25  issued a warning against the consumption of
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          2  chaparral due to six cases of hepatitis associated

          3  to the ingestion of the herb.

          4                 The store where the Council staff

          5  purchased both the comfrey and the chaparral had no

          6  warning sign.

          7                 These purchases by Council staff

          8  highlight the need for stricture regulation and

          9  greater consumer access to reliable information.

         10                 Today we have with us whose lives

         11  have been tragically altered by dietary supplements.

         12                 We have a gentleman whose young wife

         13  passed away while exercising. The mother of a child

         14  whose life ended by a supplement that was marketed

         15  as offering a high, and a gentleman who has suffered

         16  numerous complications due to an Ephedra dietary

         17  supplement. We thank them for being here and helping

         18  us with this important issue.

         19                 And with that, I would like to now

         20  call upon Douglas Hanson, Karen Schlendorf and Harvy

         21  Levine to come forward.

         22                 Mr. Hanson, would like to please

         23  start off? Please state your name.

         24                 MR. HANSON: Yes. My name is Douglas

         25  Hanson. I am going to keep this relatively brief,

             Legal-Ease Court Reporting Services, Inc. (800) 756-3410

                                                            8

          1  COMMITTEE ON CONSUMER AFFAIRS

          2  because this is still a painful topic for me.

          3                 My wife's name was AnneMarie Kapote.

          4  She was a fashion designer in New York City, and

          5  after the birth of our second child, our son, in

          6  1998, she joined a gym and shortly thereafter signed

          7  on with one of the gym's trainers. As part of her

          8  workout regimen this trainer recommended that she

          9  take a variety of supplements, and one of these

         10  supplements contained the ingredient Ephedra.

         11                 On October 1st, 1998, she went to

         12  work out in the morning, as she normally did, and

         13  she, as I understand it, she complained to the

         14  trainer of a headache, and shortly thereafter she

         15  passed out and was taken to St. Vincent's and I was

         16  notified and drove into the City, only to discover

         17  that the Chief Surgeon said that there is basically

         18  nothing they could do. She had suffered a severe

         19  brain hemorrhage and she passed away that night, as

         20  a result of massive internal bleeding.

         21                 I am glad that I have the opportunity

         22  to talk here because I think it is very important

         23  that New York City sort of lead the path in passing

         24  some sort of resolution and indefinitely in amending

         25  their local law. I think it is very important that
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          2  people know about this. These supplements definitely

          3  contributed to her death, and I think it is

          4  extremely important and necessary to warn people

          5  about the dangers associated with these supplements,

          6  and I urge all of the Council Members to vote in

          7  favor of both the local law and the resolution.

          8                 Thank you.

          9                 CHAIRPERSON KOSLOWITZ: Please state

         10  your name.

         11                 MR. SCHLENDORF: My name is Karen

         12  Schlendorf.

         13                 I wish to thank the Committee on

         14  Consumer Affairs, and the Council of the City of New

         15  York for providing me to speak at this hearing. I

         16  believe that I have a unique perspective on the

         17  issues of dietary supplement, and Ephedrine in

         18  particular.

         19                 I am speaking to you today for so

         20  many others who can no longer speak for themselves.

         21  Young people, like my youngest son, Pete Schlendorf,

         22  but also for Christopher Michael, and Roseanna

         23  Porist, to mention but a few, who suffered from the

         24  fatal effect of an herbal supplement containing

         25  Ephedrine.
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          2                 But now let me tell you about Pete.

          3  As a mother it is very difficult to try to put into

          4  words the depth of my feelings for my youngest son.

          5  Pete was the joy of my life. From the day he was

          6  born, Pete was someone very special. He made me

          7  smile everyday and I thank God that I have been

          8  blessed with such a wonderful gift. My three

          9  children meant the world to me, and as a full-time

         10  mother, I enjoyed every minute that I spent with all

         11  of them.

         12                 On the day that I began my job as a

         13  high school guidance counselor, Pete, who was ten,

         14  picked a bouquet of flowers from our garden. I had

         15  always given the children a small gift on the first

         16  day of school and told them how proud I was of them,

         17  and now Pete was doing the same thing for me.

         18                 He was a kind and thoughtful person

         19  who made people feel glad that they knew him. He

         20  brightened a room every time he entered it. He was

         21  the center of attention, not because he asked for

         22  it, but somehow it would come naturally to him.

         23                 Pete was bright, funny, athletic,

         24  talented, a leader among his peers. I was proud of

         25  his accomplishments and prouder still of the man he
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          2  was becoming. Then one day the unimaginable

          3  happened, he died.

          4                 Pete had gone to Florida on spring

          5  break with some of his friends. On a cold and

          6  overcast day they decided to explore some of the

          7  shops along the beach. All week they had seen ads

          8  promoting herbal supplements of all kinds. They went

          9  into the shops and decided to try one.

         10                 It was natural, safe, harmless. The

         11  store clerk said that she and her friends took ten

         12  to 12 of these pills at a time and feel great.

         13                 The boys tried it, they thought it

         14  was going to give them lots of extra energy. Pete

         15  took somewhere between four and eight, we are not

         16  exactly sure, some of his friends said four and some

         17  said six, but we figured four to eight was a safe

         18  amount. He began to feel strange almost immediately.

         19  His heart rate was faster, he felt tingly all over,

         20  he felt hot, he had a pounding headache. He took a

         21  shower but it didn't help. He told the other boys to

         22  go out and he would lie down for awhile until he

         23  felt better and would join them later.

         24                 The last time his friends saw him

         25  alive he was sitting on the edge of the bed reading
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          2  the box. What had he taken? What was wrong? What

          3  should he do? There was no help on that box. It took

          4  weeks, months, for us to understand what had

          5  happened to our beautiful, wonderful, healthy son.

          6  We still don't really understand, and perhaps we

          7  never will. But at least now we do know the facts.

          8  People died because a company cared much more about

          9  profits than about lives. Pete died because he had

         10  an unfortunate chance encounter with Ultimate

         11  Euphoria.

         12                 The manufacturers of this product

         13  have admitted that they are not sure how many or

         14  which additional herbs were in each batch. They

         15  claim not to know where the ma huang came from or

         16  which part of the plant was used, the time of year

         17  it was harvested or how strong the concentration

         18  was. They didn't know or perhaps didn't care, but my

         19  son died because Ultimate Euphoria was improperly

         20  manufactured and marketed towards young people.

         21                 A number of ingredients in this

         22  product posed a risk to Pete or any other healthy

         23  individual, combined they caused an insurmountable

         24  risk of harm.

         25                 I know that there is a great deal of
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          2  information in publications and on the Internet that

          3  dispute some of these truths. I have read them

          4  myself. But I have a copy of Pete's autopsy,

          5  something no mother should ever have to see, and it

          6  shows beyond a shadow of a doubt that there was

          7  nothing in Pete's system, except the ingredients in

          8  this product.

          9                 He had been on spring break with his

         10  friends but there was no evidence at all of any

         11  drugs or alcohol, nothing but the lethal herbal

         12  supplement that he bought over-the-counter in a

         13  little shop on the beach. Ephedrine is a drug. It

         14  has been a drug for over 5,000 years. No amount of

         15  legislation will make it a food. Proponents of

         16  Ephedrine containing supplements like to say that

         17  the Chinese have used it for centuries, and they

         18  have, through practitioners who prescribe it as part

         19  of their traditional medicine, not for weight loss

         20  or an energy boost.

         21                 Scientists have agreed on what

         22  Ephedrine does, it dilates bronchial muscles,

         23  contracts nasal mucosa, raises blood pressure, and

         24  acts as a cardiac stimulator. Although there may be

         25  some disagreement as to a safe limit of Ephedrine, I
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          2  do not dispute that in proper hands Ephedrine can be

          3  appropriate and safe. However, the Dietary

          4  Supplement Health and Education Act of 1994 has

          5  allowed irresponsible persons to contaminate the

          6  marketplace with false claims and dangerous

          7  marketing. I doubt that it was the intention of

          8  Congress to allow people, like those who caused my

          9  son's death, to get rich at the expense of America's

         10  youth. I fully understand that there are many people

         11  and certainly many manufacturers making millions of

         12  dollars from these products who don't want to hear

         13  any of this. But I am so glad that this governmental

         14  body does have the courage to speak the truth.

         15                 I believe that it is our duty and our

         16  responsibility to guard and protect each other.

         17                 Ephedrine should not be sold to

         18  minors. Information about herbal supplement should

         19  be readily available to all.

         20                 The risks associated with herbal

         21  supplements, the truth about what these products do

         22  and what they do not do is vital information. Why

         23  would anyone want to deny information and deny the

         24  truth to the consumers?

         25                 The FDA has been limited in their
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          2  ability to protect the consumer against dangerous

          3  herbal supplements by the Dietary Supplement Health

          4  and Education Act of 1994. The time is long overdue

          5  to examine the results of this Act of Congress. With

          6  this in the best interest of the American public, I

          7  can state emphatically that it was not in the best

          8  interest of my son, Peter Charles Schlendorf.

          9                 Thank you.

         10                 CHAIRPERSON KOSLOWITZ: I want to

         11  thank both of you for sharing your very sad

         12  experience with us, and I am looking forward to

         13  helping you by making the public aware of what can

         14  happen.

         15                 Thank you very much for being with us

         16  today.

         17                 I would like to call on Harvey

         18  Levine.

         19                 MR. LEVINE: Am I all set? Okay.

         20                 Around May and June of 1997, I

         21  started taking ripfunal (phonetic), which contains

         22  the ma huang and a few other caffeine stimulants and

         23  a few other drugs.

         24                 After about a month of following the

         25  directions on the package, I started getting a hot
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          2  flutteration, which was followed by an inability to

          3  sleep due to the things bulging in my neck. I was

          4  taking the stuff for weight loss, I lost a little

          5  weight. I eventually ended up in a hospital with 80

          6  percent of my heart gone; in other words, I was due

          7  for a heart transplant, I heard them speaking about

          8  this.

          9                 I was out of work for five months,

         10  then thanks to some good doctoring, I was taking, am

         11  now still taking the heart regulation -- my

         12  heartbeat was up between 160 and 180 beats per

         13  minute. Normal is 60/80. I am now down to about 65

         14  to 70, due to the medications I take. And what

         15  happened recently is I developed narcolepsy, and the

         16  cure for narcolepsy is caffeine. Since I cannot take

         17  caffeine, which would upset my heart rhythm again,

         18  it would take it back to the 180 beats per minute, I

         19  am now out of work again. I am getting my full pay,

         20  I am not going to deny that or anything, but I am

         21  now unable to work, and my life has like been ruined

         22  by this stuff. And these two horror stories I have

         23  heard, I am crying for them. That's about it.

         24                 CHAIRPERSON KOSLOWITZ: Thank you.

         25  Again, thank you so much for being here and sharing
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          2  your pain. Thank you.

          3                 At this time I would like to call

          4  upon the Administration.

          5                 I would like to acknowledge my

          6  colleagues. To my far left is Council Member Freed,

          7  Council Member Sabini, Council Member Howard Lasher,

          8  Council Member Fiala, Council Member Watkins, and

          9  Council Member Povman, and Council Member Henry.

         10  Welcome.

         11                 COUNCIL MEMBER ROBINSON: And Council

         12  Member Robinson.

         13                 CHAIRPERSON KOSLOWITZ: Oh, I am

         14  sorry. Where are you?

         15                 COUNCIL MEMBER ROBINSON: Right here.

         16                 CHAIRPERSON KOSLOWITZ: Oh, I am

         17  sorry. Council Member Robinson.

         18                 DEPUTY COMMISSIONER MOJICA: Good

         19  afternoon. My name is Benjamin Mojica, and I am the

         20  Deputy Commissioner of Health. I appreciate this

         21  opportunity to testify before the City Council

         22  Committee on Consumer Affairs, regarding Intro. 583,

         23  which would restrict the sale of Ephedrine, Ephedra

         24  and ma huang, and would require posting of warning

         25  of risk associated with dietary supplements.
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          2                 Unfortunately, scheduling problems

          3  have not permitted the health Department's Poison

          4  Control Center medical toxicologists to be here to

          5  testify. Thus, there may well be questions touching

          6  upon toxicology and clinical data with regard to

          7  dietary supplements that I will not be able to

          8  expand upon beyond my testimony, but we promise to

          9  provide you with any additional information that you

         10  might have on any of the substances and its toxic

         11  effects, if you so desire.

         12                 Ephedrine and associated alkaloids,

         13  which include pseudoephedrine, norephedrine, and

         14  N-methyl ephedrine, are structurally similar to the

         15  amphetamines. Amphetamines, of course, are the

         16  category of stimulant drugs commonly called "speed".

         17  Ephedrine can have powerful stimulant effects on the

         18  nervous system and heart, such as increase in heart

         19  pumping and constriction of blood vessels, that are

         20  similar to the effects of epinephrine, or

         21  adrenaline, ephedrine is usually derived from any of

         22  several botanical species of leafless desert shrubs

         23  of the genus Ephedra. Plant species from which

         24  ephedrine is derived include Ma huang or Ephedra

         25  sinica, Chinese Ephedra, epitonin, and Sida
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          2  cordifolia. But ephedrine can also be synthesized in

          3  the laboratory and as a chemical precursor to

          4  methamphetamine, ephedrine can be converted into

          5  methamphetamine or similar illegal street drugs in

          6  backroom laboratories.

          7                 Various products containing ephedrine

          8  alkaloids have been sold for a number of years as

          9  dietary supplements for purposes that include weight

         10  loss, increasing one's energy, and body building.

         11                 In mid-1996, the federal Centers for

         12  Disease Control and Prevention alerted public health

         13  professionals and clinicians nationwide on more than

         14  500 adverse events in Texas among persons consuming

         15  ephedrine and associated alkaloids, and underscored

         16  "the need for the general public and for

         17  health-care providers to be aware of potential

         18  health hazards associated with the use of this

         19  product."

         20                 By 1997, the U.S. Food and Drug

         21  Administration or the FDA, had received and

         22  investigated more than 800 reports of adverse events

         23  associated with the use of ephedrine, among them

         24  high blood pressure episodes, heart rate

         25  irregularities, insomnia, nervousness, tremors and
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          2  headaches, as well as seizures, heart attacks,

          3  strokes, and death.

          4                 Most adverse events occurred in

          5  otherwise healthy, young to middle-aged adults who

          6  were using the products for weight control and

          7  increased energy.

          8                 In 1997, the FDA, based upon its

          9  investigations, research, adverse incident reports,

         10  and public comment, proposed federal safety measures

         11  to reduce risks associated with ephedrine.

         12                 The proposed measures would limit the

         13  content of supplements containing ephedrine to eight

         14  milligrams per serving; would disallow labels

         15  recommending more than 8 milligrams in six hours or

         16  more than 24 milligrams in a day; would require the

         17  label to instruct users not to take the product for

         18  more than seven days; would disallow the label to

         19  claim an effect for which long-term intake would be

         20  needed; would require labels with claims that

         21  encourage excessive short-term intake; for example,

         22  a claim that the product "enhances energy", to also

         23  state, "Taking more than the recommended serving may

         24  result in heart attack, stroke, seizure or death";

         25  and would prohibit combining other stimulant
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          2  ingredients; for example, botanical sources of

          3  caffeine, with the ephedrine.

          4                 Though finalizing these rules is

          5  considered a priority by the FDA's Center for Food

          6  Safety and Applied Nutrition, which oversees dietary

          7  supplements, these rules, proposed in mid-1997, are

          8  still being developed and debated, and there are

          9  currently no federal rules governing sale of

         10  ephedrine or warnings regarding it.

         11                 Our Poison Control Center received at

         12  least 15 calls involving ephedrine in 1999. One of

         13  those cases resulted in hospitalization, another

         14  required treatment. Clearly, there are many more

         15  adverse events involving ephedrine that the Center

         16  is not informed about, as evidenced by the fact that

         17  the Center was not contacted in a fatal case

         18  involving ephedrine ingestion that took place within

         19  the past two years.

         20                 It is important to note that because

         21  these products are open marketed and promoted as

         22  natural, or from an herbal source, consumers may

         23  mistakingly believe that they must be safe, or

         24  without side effects, when they are not necessarily

         25  so.
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          2                 Also worth noting is that children

          3  and youth may be at special risk for a variety of

          4  reasons, among them the natural susceptibility of

          5  the young in general and the particular appeal to m

          6  any adolescents of various claims associated with

          7  ephedrine, that it aids weight loss, bolsters one's

          8  energy, enhances body building, produces euphoria

          9  and amplifies sexual sensations.

         10                 Thus, because consumers may

         11  mistakingly believe that ephedrine products - owing

         12  to their botanical origin - must be safe, and

         13  because of the heightened vulnerability of children

         14  and youth, the New York City Department of Health

         15  agrees with the Intro. 583's intended restrictions

         16  on the sale of dietary supplements containing

         17  ephedrine in any form.

         18                 Prohibiting sale of this product to

         19  those under age 18, and prohibiting claims on the

         20  label or other product materials suggesting that the

         21  product will produce euphoria, ecstasy, a "high" or

         22  similar effect, are both reasonable and appropriate

         23  measures that will reduce risks. Such claims or

         24  suggestions, which are tantamount to touting a

         25  product as being equivalent to an illegal street
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          2  drug, are not permitted under the federal Food, Drug

          3  and Cosmetics Act, and are outside of the

          4  protections of the federal Dietary Supplement Health

          5  and Education Act, enacted in 1994, to increase

          6  consumer's access to and knowledge about dietary

          7  supplements.

          8                 With regard to enforcement, the

          9  majority of violations involving either sale of

         10  ephedrine to minors or prohibited claims for the

         11  product would occur in establishments that are not

         12  regularly subject to the Health Department's

         13  inspectional, administrative or adjudicatory

         14  activities. We have already had some preliminary

         15  discussions with the Department of Consumer Affairs,

         16  and anticipate working with this Committee to

         17  address practical and technical issues in order to

         18  establish effective enforcement and adjudication

         19  procedures.

         20                 The Poison Control Center has also

         21  handled cases involving dietary supplements as well

         22  as substances that are promoted or sold as dietary

         23  supplemented even if they are not, legally speaking,

         24  dietary supplements, but rather unapproved new drugs

         25  or some other category of substance.
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          2                 The Center's database is not

          3  organized for so as to be able to isolate data on

          4  substances termed dietary supplements, which term

          5  came into existence only in 1994, but there is no

          6  question that a significant number of adverse

          7  incidents do occur in these areas.

          8                 Cases handled by Poison Control

          9  include:

         10                 - a case of liver failure from

         11  ingestion of Pennyroyal oil, an essential oil sold

         12  in herbal stores.

         13                 - a case of liver failure from

         14  ingestion of dong quai, an herbal preparation sold

         15  for menstrual health.

         16                 - a case several years back involving

         17  an herbal tea containing jimson weed that was

         18  apparently contaminated, and led to severe illness

         19  among several users, including hallucinations.

         20                 Other cases that have come to our

         21  attention include lead poisoning from Hai Ge Fen, a

         22  supplement containing ground-up clam shell powder

         23  that was found to have been lead-contaminated.

         24                 Again, it is clear that cases of

         25  which toxicologists at our Poison Control Center are
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          2  aware comprise only a small proportion of the actual

          3  number of incidents involving these substances.

          4                 Intro. 583 would require both that

          5  warnings be posted both for specific "dietary

          6  supplements which have been lined in published

          7  literature, statements or reports of the Food and

          8  Drug Administration warnings against their

          9  consumption," and that "a general warning be posted

         10  in all retail establishments which sell or offer for

         11  sale dietary supplements stating that consumers

         12  should discuss any dietary supplements with a health

         13  care professional..."

         14                 While the New York City Department of

         15  Health agrees with the intent of this two-pronged

         16  portion of section 2 of Intro. 583 that would

         17  require "posting of warnings of risks associated

         18  with dietary supplements," in practice, the first of

         19  these two proposed requirements would be exceedingly

         20  difficult for the Department to carry out. Some

         21  background is necessary to understand why. I have

         22  mentioned most of this in my prepared testimony, but

         23  I would like to proceed and skip up and go to page

         24  eight, the last couple of paragraphs.

         25                 But there simply is no definitive,
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          2  comprehensive "listing" of "official" FDA-sanctioned

          3  warnings on dietary supplements, much as we would

          4  like it to be otherwise: The FDA's medical products

          5  reporting program, known as MedWatch, cannot be

          6  utilized as an FDA-sanctioned listing of its dietary

          7  supplement warnings.

          8                 In its MedWatch program, the FDA

          9  includes and communicates warnings that do not

         10  originate with that agency. Thus, MedWatch, which

         11  contains information unsubstantiated by the FDA,

         12  exists to make information freely available to

         13  inquirers, not to serve as a compendium of official

         14  FDA warnings; and the warnings catalogued in

         15  MedWatch do not necessarily carry the FDA's

         16  imprimatur.

         17                 To try to fulfill the bill's

         18  requirement that the Health Department oversee the

         19  emulation of FDA warnings on dietary supplements at

         20  the point of sale, the Department would have to

         21  dedicate staff to conduct contacts with FDA

         22  scientists and regulatory officials and research

         23  literature on a regular basis, as well as make

         24  scientific assessments.

         25                 Unfortunately, the Department does
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          2  not possess the in-house scientific expertise

          3  required to conduct research and assess findings so

          4  as to first make a determination whether a given

          5  substance meets the specified criterion of being the

          6  subject of an FDA warning, and then determine

          7  precisely what information should be posted

          8  regarding a given substance, as would be required by

          9  Intro. 583.

         10                 There may be dozens or even hundreds

         11  of different products that contain one or more of

         12  the substances about which the FDA has a concern.

         13  The FDA does not maintain a list of available

         14  products or their contents., and the FDA warnings

         15  are themselves sometimes transient in nature. For

         16  example, when a point source problem is identified

         17  as the sole reason for a product's being unsafe, and

         18  then corrected by the manufacturer.

         19                 In fact, a large proportion of the

         20  FDA's recent warnings in this area have been for

         21  substances that - while sold and marketed as dietary

         22  supplements - are not considered by the FDA to be

         23  dietary supplements at all, but rather unapproved

         24  drugs.

         25                 For example, the FDA issued warnings

             Legal-Ease Court Reporting Services, Inc. (800) 756-3410

                                                            28

          1  COMMITTEE ON CONSUMER AFFAIRS

          2  last year about products which contain gamma

          3  butyrolactone, GBL, gamma hydroxybutytric acid, GBH,

          4  and 1,4 butanediol, BD. These products, sold with

          5  names that include Longevity, G.H. Revitalizer, Blue

          6  Nitro, Firewater, Invigorate, Serenity, Thunder

          7  Nectar, Cherry fX Bombs, and Orange fx Rush, are

          8  powerful sedatives, and can cause dangerously low

          9  respiratory rates necessitating intubation, as ewll

         10  as unconsciousness, vomiting, seizures, slow

         11  heartbeat and death.

         12                 Yet, though they are sold as dietary

         13  supplements to aid bodybuilding, weight loss and

         14  sleep, these products are not classified as dietary

         15  supplements under federal law and are thus outside

         16  of the purview of the Council's bill. To regard

         17  unapproved drugs as dietary supplements, when they

         18  are not, might inadvertently lend credibility to

         19  invalid marketing practices, and strengthen the

         20  purveyors' hopes that their products might be able

         21  top enjoy the relatively less stringent safety

         22  protections accorded dietary supplements under the

         23  law.

         24                 The Department believes that the

         25  bill's second requirement for posting of warnings -
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          2  specifically that "a general warning.. Be posted in

          3  all retail establishments which sell or offer for

          4  sale dietary supplements stating that consumers

          5  should discuss any dietary supplements including

          6  concentrations, amounts and possible interactions

          7  with medications with a health care professional" is

          8  warranted. Many consumers mistakenly presume that

          9  all dietary supplements legally on the market must

         10  first have undergone intense scrutiny for safety

         11  before receiving government approval.

         12                 However, we are concerned that the

         13  requirement, as presently worded, would be overly

         14  broad. The term "dietary supplement" as defined by

         15  federal law and by this bill, encompasses a great

         16  many substances that people ingest, and those

         17  substances are of greatly varying concern to health

         18  professionals.

         19                 Yes, ephedrine sold to aid with

         20  weight control is a dietary supplement, but so are

         21  "One-A-Day", "Centrum", "Flintstones" vitamins and

         22  minerals. So-called "dieter's teas," about which the

         23  FDA has health and safety concerns are dietary

         24  supplements, but so many be the so-called "sports"

         25  and "energy" bars, some of which contain various
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          2  herbal and other ingredients, that were once the

          3  purview of so-called health food stores but are

          4  increasingly finding their way onto the shelves of

          5  more traditional types of stores.

          6                 Thus, the bill's requirement - that a

          7  general warning to consumers to consult with a

          8  health care professional be posted in all retail

          9  establishments that sell dietary supplements, might

         10  mean essentially that not only every health food

         11  store and herb shop, but also every supermarket,

         12  most grocery stores, perhaps many "mom and pop"

         13  stores and bodegas, and even some newsstands, would

         14  have to carry this warning.

         15                 Such a requirement could result in

         16  warnings so ubiquitous as to be largely disregarded

         17  by the vast majority of consumers while

         18  unneceassarily imposing a significant compliance

         19  burden on a large class of business owners and

         20  operators.

         21                 We would like to work with this

         22  Committee to craft language for this general warning

         23  that will enable us to provide as effective as

         24  possible a warning, a warning that is simple and

         25  easy to understand, while at the same time narrowing
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          2  its scope so as to arrive at a requirement that is

          3  both practicable and effective.

          4                 In summary, we will be happy to work

          5  with this Committee, with City Council and with the

          6  Department of Consumer Affairs to reword this Intro

          7  as necessary to effect increased protection for New

          8  Yorkers against potential risk posed by

          9  ephedrine-containing dietary supplements and dietary

         10  supplements in general.

         11                 Thank you very much. I would be happy

         12  to answer any questions you may have at this point.

         13                 ACTING CHAIRPERSON FREED: Thank you

         14  very much.

         15                 Do we have any members with

         16  questions?

         17                 COUNCIL MEMBER LASHER: I do.

         18                 ACTING CHAIRPERSON FREED: Council

         19  Member Lasher.

         20                 COUNCIL MEMBER LASHER: First of all,

         21  I am very, very happy that you are here to share the

         22  information with you. I just wish that my

         23  17-year-old son who goes out and lifts weights and

         24  is somebody who has become part of this culture

         25  already, in order to boost his ability to go ahead
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          2  and carry another 20 or 50 pounds and have his

          3  muscles continue to try to do, everything that they

          4  are not supposed to be able to do, in the long-term

          5  would very severely hurt their body and hurt their

          6  being for the future.

          7                 I think that this is an extremely

          8  important topic. I think that much of American young

          9  people are pumping up, are doing all of these things

         10  that are not healthy for them, and that they need to

         11  be told and understand what the consequences are,

         12  and being here and putting this under the light is

         13  something that is most important. It is something

         14  that has to be dealt with, it is difficult to deal

         15  with them, because every time you try to deal with

         16  young people, they say well it is not going to

         17  happen to me and it will never happen to me, it will

         18  happen to somebody else, but I watch myself, and

         19  they really need to know all of the facts, in order

         20  to be healthy and to be able to be really part of

         21  this society, because they are ruining themselves,

         22  and in fact that end product of hurting themselves

         23  also hurts our society.

         24                 So, I thank you.  The earlier that we

         25  can focus in on this problem and do something, and
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          2  getting the federal government together with the

          3  local government, to me is just incredible that they

          4  have almost walked away from this whole issue, and

          5  just let Helter Skelter take place and to be

          6  whatever it is to be, without anybody doing the real

          7  supervision that is necessary. And I thank you for

          8  coming, and I thank you for bringing this home and I

          9  hope that this will have some effect upon my son.

         10                 Thank you.

         11                 DEPUTY COMMISSIONER MOJICA: It is out

         12  pleasure, Council Member Howard Lasher. We are going

         13  to work with this Committee, as promised. We have

         14  been committed to this cause, and anything that

         15  comes to public health is of concern to us. This is

         16  going to be our priority with your Committee and we

         17  are going to work with you and Consumer Affairs to

         18  effective write the bill so that it becomes

         19  practicable and really enforceable.

         20                 COUNCIL MEMBER LASHER: Thank you very

         21  much.

         22                 ACTING CHAIRPERSON FREED: Council

         23  Member Povman. I am sorry, he has some questions.

         24                 COUNCIL MEMBER POVMAN: Dr. Mojica,

         25  did the Department consider the Resolution 912
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          2  calling upon congress to take action?

          3                 DEPUTY COMMISSIONER MOJICA: I am

          4  sorry, Council Member Povman, I must apologize, I

          5  only saw the resolution this afternoon. I will get

          6  back to you in the morning.

          7                 COUNCIL MEMBER POVMAN: Okay, thank

          8  you.

          9                 ACTING CHAIRPERSON FREED: Let me ask

         10  you a question. In your report you said that you

         11  were concerned about the requirement as presently

         12  worded would be overly broad. At this point do you

         13  have any idea about how any suggestions or ways to

         14  narrow it?

         15                 DEPUTY COMMISSIONER MOJICA: We are

         16  going to think of a suitable language that will

         17  allow us to really be more narrow in scope, but more

         18  specific.

         19                 Having to have such a broad statement

         20  in terms of warnings will probably not result in any

         21  effective warning, and that is our concern.

         22                 ACTING CHAIRPERSON FREED: One other

         23  quick question, because I can see a lot of this

         24  would certainly have to be handled at the federal

         25  level because they are in a better position to do
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          2  some of the research. The only idea about not only

          3  just licensing, or looking into the ingredients, but

          4  also the possibility of looking into the entire

          5  production. Because it seems like some of the

          6  problems actually happen in production and then also

          7  a standard by which to measure the amounts in each

          8  of the supplements, because it is very clear that

          9  many cases each manufacturer has a different amount

         10  of the ingredients that we are looking at and there

         11  seems to be no standard at all.

         12                 DEPUTY COMMISSIONER MOJICA: We

         13  understand that that is the case. It would take a

         14  different discussion all together with the FDA and

         15  the federal government, to address those issues.

         16                 CHAIRPERSON KOSLOWITZ: Council Member

         17  Robinson.

         18                 COUNCIL MEMBER ROBINSON: Thank you

         19  very much, Chairwoman Koslowitz.

         20                 One of the thoughts that came to my

         21  mind was that in some communities you have vendors

         22  in the street and they offer herbal products, they

         23  process herbal products and sell them in the

         24  streets, and I am just wondering how we might be

         25  able to impact on that.
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          2                 You know, based on your testimony,

          3  which was quite cohesive, and also you mentioned

          4  about some products that were contaminated, and I am

          5  just thinking that people that are unaware perhaps

          6  of the need to be able to handle these products, or

          7  they don't know how to handle these products

          8  properly, what could we possibly do in that regard?

          9                 DEPUTY COMMISSIONER MOJICA: Well,

         10  there are a couple of things that we can probably

         11  explore at some point, which is an educational

         12  program, a public educational as well as

         13  professional education.  But first the public, to

         14  really inform them about the risk of having to take

         15  some of these herbs or medication, dietary

         16  supplements especially, that may really be harmful

         17  to their health. But also advise health care

         18  professionals to advise their patients and those

         19  that they serve, that this product may really be

         20  harmful and should not be taken without some

         21  consultation with health care professionals, or

         22  really reviewing what is the contents of these

         23  product before taking them.

         24                 CHAIRPERSON KOSLOWITZ: Thank you very

         25  much.
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          2                 DEPUTY COMMISSIONER MOJICA: My

          3  pleasure. Thank you.

          4                 CHAIRPERSON KOSLOWITZ: I would like

          5  to call now on John Cordaro and Marc Ullman, and

          6  John Cartilina.

          7                 Did you fill out one of these Council

          8  slips, Mr. Cartilina?

          9                 MR. CARTILINA: No.

         10                 CHAIRPERSON KOSLOWITZ: Well, then why

         11  don't you testify and then after please fill it out.

         12                 You may begin. You can pick who is

         13  first.

         14                 MR. CORDARO: Are we on? Good. Council

         15  Member Koslowitz and members of the New York City

         16  Council, the Council for Responsible Nutrition

         17  appreciates the opportunity to testify today and to

         18  review Resolution 912 and Intro. Bill no. 583.

         19                 The Council for Responsible Nutrition

         20  is a trade association that represents approximately

         21  100 companies in the dietary supplement industry.

         22                 More than 15 CRN companies are

         23  located in the New York area. In my presentation

         24  today I will make three points:

         25                 First, dietary supplement products
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          2  are extensively regulated by both state and federal

          3  laws and regulations, and when used as directed are

          4  safe and beneficial.

          5                 Second, ephedrine dietary supplements

          6  are appropriately marketed to consumers consistent

          7  with federal, state and local laws, plus voluntary

          8  self-regulating label information on appropriate

          9  use, age limitations, adverse events, concern, and

         10  other useful information.

         11                 Third, the New York City Council

         12  resolution and bill do not provide any new consumer

         13  protection, and most likely will scare people away

         14  from using supplements that significantly enhance

         15  their health and well being.

         16                 Underlying these points are the

         17  responsible character of the CRN member companies

         18  and the vast majority of all other dietary

         19  supplement companies who are firmly committed to

         20  providing consumers with useful, science-based

         21  information and safe products made to quality

         22  standards.

         23                 An internationally recognized

         24  scientific staff at CRN that includes four Ph.Ds

         25  demonstrates CRN's commitment to a science-based
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          2  industry. These staff members are former employees

          3  of the U.S. Food and Drug Administration and the

          4  National Cancer Institute and a prominent member of

          5  the Presidential Commission on Dietary Supplement

          6  Labeling. CRN's core scientific staff has been at

          7  the heart of rigorous self-regulation, based on a

          8  code of ethics, good manufacturing practices, and

          9  appropriate informative labeling.

         10                 Specific to today's issue, CRN has

         11  responded to the U.S. General Accounting Offices

         12  analysis of FDA's rule-making on ephedra. GAO

         13  included that additional scientific analysis was

         14  needed.

         15                 CRN has contracted with Cantox to

         16  perform a risk assessment on ephedra products used

         17  as dietary supplements. CRN has undertaken its

         18  voluntary initiative in order to develop a

         19  comprehensive evaluation of the safety of ephedra by

         20  a neutral credible risk assessment group. Cantox

         21  world renowned scientists will perform a thorough

         22  investigation of all nonclinicial and clinical

         23  safety databases and all published scientific work

         24  to derive a safe upper level of intake, based on

         25  available scientific data.
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          2                 An extensive body of credible

          3  scientific research has established that increasing

          4  intakes of specific nutrients may be helpful in

          5  protecting against debilitating and deadly diseases

          6  and conditions. There range from birth defects to

          7  macular degeneration and cataracts to osteoporosis,

          8  heart disease and cancer. As a result of the value

          9  that dietary supplements have in promoting health

         10  and helping to reduce the risk of disease, more than

         11  100 million Americans use dietary supplements.

         12                 Frequent responsible use of dietary

         13  supplements has been shown to help reduce health

         14  care costs in the United States by billions of

         15  dollars.

         16                 Dietary supplements are extensively

         17  regulated under several federal, state and local

         18  authorities.

         19                 Since the 1938 passage of the Food

         20  Drug and Cosmetic Act, the U.S. Congress has

         21  directed the FDA to regulate dietary supplements as

         22  a subcategory of foods. The Dietary Supplement

         23  Health and Education Act of 1994 reaffirmed the

         24  congressional mandate that dietary supplements be

         25  regulated as foods and actually strengthened FDA's
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          2  regulatory authority. Other laws, such as the

          3  Nutrition Labeling and Education Act of 1990 and the

          4  FDA Modernization Act of 1997, have also maintained

          5  the regulation of dietary supplements as foods.

          6                 It is important to understand that

          7  there are at least eight critical areas where

          8  dietary supplements are extensively regulated by

          9  these federal laws. They are as follows:

         10                 1) FDA sets the format for label

         11  content.

         12                 2) FDA requires approval for nutrient

         13  content claims.

         14                 3) FDA must preauthorize health

         15  claims.

         16                 4) FDA can declare that products are

         17  misbranded or adulterated.

         18                 5) FDA may disapprove a supplement

         19  manufacturer notification on the safety of new

         20  ingredients.

         21                 6) FDA may establish specific good

         22  manufacturing practices.

         23                 7) FDA may take enforcement action

         24  against the dietary supplement manufacturer, making

         25  unsubstantiated structure function label statements,
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          2  and finally, FDA frequently conducts inspections of

          3  production facilities. And FDA can enforce these

          4  laws with both civil and criminal penalties.

          5                 No less than authority of the current

          6  Commissioner of the Food and Drug Administration,

          7  Jane Henney has said, and I quote: "To the best of

          8  my knowledge, DSHEA provides adequate statutory

          9  authority to protect the public health." And she has

         10  further said, "I have no plans to seek additional

         11  authority over dietary supplements."

         12                 To underscore this FDA's perspective,

         13  FDA has released a long-term strategic plan that

         14  recognizes DSHEA and the regulation of dietary

         15  supplements in the context of DSHEA as a subcategory

         16  of foods.

         17                 The Council for Responsible Nutrition

         18  and other dietary supplement associations have

         19  pledged to be a part of a public/private partnership

         20  working with FDA. We will work with FDA and other

         21  interested parties to identify priorities within

         22  FDA's initiatives. We will seek the resources that

         23  FDA needs to build the internal infrastraucture for

         24  the appropriate enforcement of FDA's regulations.

         25                 CRN believes that it would be highly
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          2  inappropriate and counterproductive to require the

          3  posting of signs advising consumers to seek medical

          4  advice when taking dietary supplements.

          5                 Imagine having to make an appointment

          6  with your physician or your health care provider,

          7  and then having to spend your hard-earned dollars or

          8  tax dollars to ask your health care provider, it is

          9  okay to take this multi-vitamin?

         10                 CHAIRPERSON KOSLOWITZ: Can I just

         11  interrupt you for a moment?

         12                 MR. CORDARO: Yes, Ma'am.

         13                 CHAIRPERSON KOSLOWITZ: Why is that a

         14  problem? I think that if people are going to a

         15  doctor and to make a phone call and ask their doctor

         16  is it okay if I take something, I think that a

         17  doctor would tell you yes or no. I mean, why is this

         18  a bad thing?

         19                 MR. CORDARO: Madam Chair, obviously I

         20  have no problem with someone who has a relationship

         21  with a health care provider, who is able to ask that

         22  question. My concern is that there are millions of

         23  people in the United States who do not have that

         24  kind of access, we have millions of people who do

         25  not have health insurance, and my concern is that
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          2  there will be this gap of our population that will

          3  be taken away from an alternative course of getting

          4  good nutrition by giving the impression that they

          5  can either take it or not take it, they can't take

          6  it unless they ask a health care provider.

          7                 CHAIRPERSON KOSLOWITZ: But you said

          8  about not posting signs. Now, for instance, my

          9  district has seniors that really would not be able

         10  to read this. Many of the seniors could not read

         11  this, they don't even have to be seniors. So, what

         12  would be harmful in posting, because even on this

         13  one it says if you have difficulty, you have a

         14  thyroid disease or heart disease or high blood

         15  pressure, you should consult a physician. It says so

         16  right on here, before taking this product. So, what

         17  would be so harmful in posting some kind of sign

         18  alerting people that when they walk in and they look

         19  they could see that? I don't see anything wrong with

         20  that.

         21                 MR. CORDARO: I believe that you and I

         22  could agree that what we are interested in is being

         23  able to get accurate, truthful and non-misleading

         24  information to consumers in order for the consumer

         25  to make an informed choice. I believe we could agree
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          2  on that.

          3                 The issue then comes one of, what is

          4  the best way to do that? For years I worked in the

          5  U.S. Senate for Senator Hubert Humphrey. He told me,

          6  he says, John, if there is one lesson I would hope

          7  you take away from this experience, and that is that

          8  when you are trying to solve a problem, make sure

          9  that the remedy fits it. And the point that I would

         10  like to make here is not that we are in

         11  disagreement, that we believe it is important to get

         12  information to the consumer, our concern is that the

         13  remedy that is proposed, we do not believe will help

         14  to resolve the problem. Whether it is dealing with

         15  the signage, or whether it is dealing with the issue

         16  of trying to regulate the handful of egregious

         17  cowboys, as well call them, that are marketing

         18  products inappropriately.

         19                 If we could find a way to work with

         20  you to be able to slice off that very narrow part of

         21  the industry that is creating these kinds of

         22  problems, you would find willing allies. Our concern

         23  is that both the resolution and the bill that is

         24  proposed, that neither of those would do that, and

         25  if these were introduced today, that in three years
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          2  or five years or two years, in some period of time

          3  we could very well be back here with the same kinds

          4  of examples that are being used because we would not

          5  have gotten to the heart of the problem.

          6                 So, I would hope that you would look

          7  at the CRN as a friend who wants to help to resolve

          8  a problem.

          9                 CHAIRPERSON KOSLOWITZ: Well, I would

         10  have to say that our obligation is protecting the

         11  consumer, and when we have minors going into a

         12  store, being able to purchase things that they

         13  shouldn't be allowed to purchase -- just last week

         14  we signed a bill into law about cigarette smoking

         15  for children, to prevent them, and it is a very,

         16  very strict law to help our children -- and I don't

         17  feel that there is anything wrong in educating the

         18  public.

         19                 I will say it again: I am having a

         20  problem reading this label. I am having a problem.

         21  And it says not for children under 18 years old. And

         22  yet, we had children under 18 years old, and I am

         23  sure that many children can go in, I am sure that

         24  they can go into my neighborhood and purchase this

         25  item, no matter how old they are. And this is very
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          2  troublesome to me.

          3                 MR. CORDARO: My concern is whether

          4  the signage or some alternative way, we would agree

          5  that we should be seeking appropriate ways to

          6  educate the consumer. It may very well be that we

          7  must get more creative in terms of how we put

          8  information on the label. There are some exciting

          9  discussions going on about how in lieu of just, you

         10  know, what is printed, is some type of wrap-around.

         11  There is also brochures, there is also opportunity

         12  to work with professional societies and

         13  organizations to develop the additional information

         14  that would be useful to consumers.

         15                 The CRN urges the City Council of New

         16  York to take a balanced and scientific approach

         17  dealing with these products in a way that will

         18  protect the public and not do unintended harm.

         19                 CRN's member company supplies safe

         20  and beneficial supplements to probably several

         21  million New York consumers on a daily basis. CRN

         22  understands the special issues that exist with the

         23  marketing of products with stimulant ingredients,

         24  such as ephedra. CRN supports the currently widely

         25  used warnings in scientifically based dosage limits
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          2  for safe products, that Mr. Ullman will describe,

          3  that was pioneered by the American Herbal Products

          4  Association.

          5                 Madam Chair, as I close, I return to

          6  my original objective to cover three basic points.

          7  First, dietary supplement products are extensively

          8  regulated, and should be used by consumers as

          9  directed.

         10                 Second, ephedra dietary supplements

         11  are appropriately marketed to consumers, including

         12  voluntary industry, self-regulating labeling

         13  information, and third, the New York City Council

         14  resolution and bill most likely will scare people

         15  away from using supplements that are known to

         16  enhance their health and well-being.

         17                 We believe that these proposals will

         18  be counterproductive to public welfare.

         19                 Now, I recognize that I have covered

         20  a great deal of territory and have not been able to

         21  go into detail, we have several documents that we

         22  would like to leave for the Council to review and we

         23  would welcome an opportunity to meet individually

         24  with members of the Council and/or their staff to

         25  answer any questions that might arise.
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          2                 Thank you very much.

          3                 CHAIRPERSON KOSLOWITZ: Council Member

          4  Lasher.

          5                 COUNCIL MEMBER LASHER: I am sorry

          6  that I respectfully disagree with much of your

          7  premise. And the premise underlying your statement

          8  is as long as somebody somewhere has decided that

          9  this is good enough for them, and whatever body or

         10  whatever forum that they are in, that that has now

         11  made it in giving it the imprimatur of being good

         12  for everything.

         13                 That is my basic problem. My basic

         14  problem is that I believe that ephedra is a bad, bad

         15  substance and that young people are taking it and

         16  young people are getting hurt by it, and that there

         17  is no place for it here in our society.

         18                 I think that what we have to look for

         19  is really the children, the young people, those who

         20  are growing up, those who need a future, those who

         21  are not sure what the damn bottle says, and what is

         22  written on it and doesn't know ephedra from a

         23  different type of a label that is on top of it and

         24  they go ahead and they take it. And then as we had

         25  here, there was a young person who died.
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          2                 These things just, you have to take a

          3  step further. You have to say it is my

          4  responsibility to make sure that every time this

          5  product goes out, that this product is safe for our

          6  children. It is safe for the people who need to use

          7  it. And that is your responsibility.

          8                 I mean, we try to do what we can in

          9  oversight, and make sure that that is really what is

         10  implemented. That is the key. It has to be

         11  responsible by the maker, it has to be responsible

         12  by the product, it has to be responsible by

         13  everybody else up and down that line, because you

         14  are the ones who are putting it in their hands. And

         15  that is why I am saying that you can't walk away

         16  from your responsibility, and I don't think you

         17  really want to, but you have to change the way that

         18  this has been developed for us, and that is it sort

         19  of takes away every type of responsibility that you

         20  have and just leaves it out there and what will be

         21  will be, and that is what I have a problem with.

         22                 MR. CORDARO: I would appreciate the

         23  opportunity to respond, not only to the question,

         24  the issue that you are posing now, but to link it

         25  back to the earlier question that you raised about
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          2  sports enhancing products, because I take the two

          3  together very well.

          4                 I am first, before I am the President

          5  of the Council for Responsible Nutrition, I am a

          6  family man. I am a husband and I have three children

          7  and I am very pleased to say that one of my children

          8  works for the New York City Council.

          9                 Secondly, --

         10                 COUNCIL MEMBER LASHER: That's a good

         11  start.

         12                 MR. CORDARO: Yes.

         13                 Secondly, I would say that I am very

         14  active in youth activities. I am the Commissioner of

         15  the Restin Basketball Program in Weston, Virginia,

         16  and I am frequently called upon to answer questions,

         17  such as you are posing, about the young people in

         18  our society. And I arbitrarily say that after high

         19  school, after 18, 19, you know, they are in a

         20  different world, but up until that point --

         21                 COUNCIL MEMBER LASHER: If you think

         22  it is any different than a 15 year old --

         23                 MR. CORDARO: Up until that point, the

         24  concern I have, and it gets to the heart of the

         25  question that you are raising, there are so many
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          2  societal pressures being put on our children today,

          3  especially in the sports arena, coming from the

          4  coaches, coming from the parents, coming from what

          5  they see on television. There is this demand that

          6  they be quicker, that they be better, that they be

          7  faster, that they win, and unfortunately they are

          8  sensitive to being responsive to products that are

          9  out there that are suggested that they will enhance

         10  their performance.

         11                 I have used the analogy that the use

         12  of those products for children under 18 is analogous

         13  to cheating in class and not learning your lessons,

         14  because if you use those as a substitute for

         15  training and practice and hard work and doing the

         16  right things, you are cheating yourself, because you

         17  are not going to be going through the development

         18  phase that you should be going through.

         19                 So, we don't encourage the use of

         20  these products for children under the age of 18.

         21                 Now, our challenge is, and you were

         22  correct, we have a responsibility. Our

         23  responsibility is to make sure that those products

         24  are safe, that they are made to quality standards

         25  and that we provide information to consumers about
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          2  how the product should be used, and any concerns

          3  that we might have about adverse consequence.

          4                 I would be open to saying that we may

          5  not be doing a good enough job in providing that

          6  information in the various forums, and that is why I

          7  am saying that we are open, we are working with the

          8  Food and Drug Administration, we would be happy to

          9  work with the New York City Council. We are happy to

         10  work with sports groups and sports organizations to

         11  develop the kind of information, but we are also

         12  going to need the help of other peer groups within

         13  our society, coaches, parents, to also enforce that

         14  message because there is no amount of signage,

         15  whether it is for supplements, whether it is for

         16  liquor, whether it is for cigarettes, that if a

         17  young person wants to find a way to do it, they are

         18  going to do it, unless they have this societal

         19  pressure and support in saying don't use that kind

         20  of a product, don't smoke, don't drink, don't take a

         21  product that may be dangerous.

         22                 COUNCIL MEMBER LASHER: Okay, I agree

         23  with you. I don't disagree with what you are saying.

         24  But what I do say is that each and every one of the

         25  organizations that you have talked about have a
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          2  responsibility as much as every other organization

          3  that deals with that person and basically with that

          4  child. We are dealing with a child here now, and

          5  that child has to be protected in every which way.

          6                 The FDA must say that with respect to

          7  children, I have to be overboard in making sure that

          8  there is nothing wrong and nothing going on and

          9  nothing happening to those children.

         10                 I was once in the State Assembly and

         11  I chaired the Child Care Committee at the time, and

         12  that was the key thing in every piece of legislation

         13  that went through, it was what happens to the child?

         14  Not what happens to the City Council, not what

         15  happens to the federal government, but what will

         16  happen to that child as he develops, as we want him

         17  to develop because he is our future. And so you

         18  can't say that any one piece can take itself away

         19  and say I have no responsibility because I put my

         20  $500 in to try to make sure or to put it into a fund

         21  towards the children and now I am done with my

         22  responsibility.

         23                 The point is you are never done with

         24  your responsibility when you deal with children. And

         25  you are dealing with children and they are our most
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          2  precious commodity, and if the FDA doesn't want to

          3  do the job, then somebody else has got to kick their

          4  but, get them out, get somebody else in that wants

          5  to do the job, that is responsible to do the job and

          6  will do the job. And that is what we want. We can't

          7  say we let the FDA out, they came and they wrote

          8  their paper and they presented it to us and we had

          9  30 experts who looked at it and said it was real

         10  good. That is not enough.

         11                 What we have to say is, we looked at

         12  it as a working situation for all of our children

         13  and we made it better and we were there and we said

         14  and we stopped the problems of this type of drug

         15  that goes into their system, that changes their

         16  whole ability, that kills these great athletes that

         17  come out of our system here in New York City and

         18  they die because they had the wrong thing put in and

         19  they took the wrong whatever it was, drug, to make

         20  them go faster and to make them run faster. You have

         21  to learn that it has got to be integrated in them,

         22  yes, they have to do the best that they can, run as

         23  fast as they can, be all that they can be, but that

         24  they come first. And when that happens, then I can

         25  say that we have done our job and we have put
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          2  everything together and we have made it a place

          3  which is good for children, which they will then

          4  advance and become a great part of our society. That

          5  is what it is all about. And so no one can say that

          6  I want to walk away from this piece, I want to walk

          7  away from that piece, or I want to walk away from

          8  the other piece. It doesn't exist. When it is with

          9  your children, that is the only thing that exists

         10  and everybody has to say I am going to do my

         11  damndest for them and we are going to come out with

         12  a clean child, a good child with all of the

         13  faculties and facilities that he needs to make it in

         14  this society. And that is the bottom line.

         15                 CHAIRPERSON KOSLOWITZ: Okay, we have

         16  to keep this moving. We have a lot of witnesses

         17  still to testify.

         18                 MR. ULLMAN: Good afternoon, and thank

         19  you for the opportunity to address the New York City

         20  Council, Committee on Consumer Affairs.

         21                 My name is Marc Ullman, I am a

         22  partner in the law firm of Ullman Shapiro and

         23  Ullman, which is located here in New York City.

         24                 I am here this afternoon on behalf of

         25  the American Herbal Products Association, or AHPA.
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          2  AHPA is a national trade association and voice of

          3  the herbal products industry, comprised of domestic

          4  and foreign companies doing business of growers,

          5  manufacturers and marketers of herbs and herbal

          6  products.

          7                 AHPA serves its members by promoting

          8  the responsible marketing and promotion of products

          9  that contain herbs that are used to enhance health

         10  and the quality of life.

         11                 I am also here today as an attorney.

         12  This practice deals primarily with FDA regulated

         13  industry.

         14                 AHPA members sell herbal dietary

         15  supplements, including products containing ephedra,

         16  which is the botanical naturally occurring form of

         17  ephedrine, in the City of New York, and therefore I

         18  have an interest in the proposal set forth in

         19  introduced Bill No. 583 and Resolution No. 912, that

         20  are the subject of this hearing.

         21                 AHPA's comments will focus on three

         22  separate elements of the bill and the accompanying

         23  resolution.

         24                 The appropriate sale of products

         25  containing ephedra or ephedrine, the premise that
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          2  FDA's ability to regulate supplements has somehow

          3  been eviscerated and the proposals for retail

          4  signage.

          5                 One of the little known benefits of

          6  the Dietary Supplements Health and Education Act,

          7  also known as DSHEA, adopted unanimously by both

          8  houses of Congress in 1994, is that it specifically

          9  allows cautionary information to be placed on a

         10  dietary supplement's label. AHPA has established

         11  trade recommendations to provide cautionary label

         12  statements on a number of herbs, including ephedra.

         13  DSHEA supports the most effective means by which

         14  such information can be communicated to consumers,

         15  by placing it on the product's label.

         16                 AHPA's trade recommendation for

         17  products containing ephedra was first adopted in

         18  1994. This proposition, which goes further than the

         19  proposals offered in Bill No. 583, includes both of

         20  the restrictions offered in that proposed bill.

         21                 AHPA agrees that ephedra products

         22  should not be sold to persons under the age of 18,

         23  and AHPA members are required to label products that

         24  contain ephedra with a cautionary label statement

         25  that includes the sentence, not intended for use by
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          2  persons under 18 years of age.

          3                 AHPA also joined other trade

          4  associations in formally recommending in May of

          5  1999, that the Food and Drug Administration

          6  establish enforcement guidance for products

          7  containing ephedra.

          8                 This industry proposal would require

          9  that products containing ephedra be labeled as "not

         10  for use by anyone under the age of 18, and would

         11  prohibit their sale and marketing to minors.

         12                 Unfortunately to date, FDA which has

         13  the power to mandate the inclusion of this language

         14  on ephedra labels has not acted on this request.

         15                 AHPA is also on record as opposing

         16  the sale of ephedra products for use as substitutes

         17  for illegal street drugs or in any manner that

         18  promotes highs. Such products are illegal.

         19                 Under well-established law, products

         20  marketed in this manner are not considered dietary

         21  supplements, but are actually unapproved new drugs,

         22  subject to immediate and severe FDA enforcement

         23  action. When the USFDA acted in 1996 to remove such

         24  products on the market, AHPA supported FDA and

         25  encouraged the agency to use its enforcement
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          2  authority to prevent the sale of products so

          3  labeled.

          4                 AHPA is also supportive of the action

          5  taken by the State Department of Health, on May

          6  22nd, 1996, ordered the immediate cessation of the

          7  sale of ephedrine-containing products that bear

          8  label claims that imply that the products can

          9  produce a high as an alternative to illicit street

         10  drugs.

         11                 To the best of our knowledge, this

         12  ruling governs the sale of all such products in the

         13  State of New York so that these products are not

         14  currently allowed to be sold in New York City.

         15                 Finally, the enforcement guidelines

         16  that the industry proposed to FDA in May 1999,

         17  include a prohibition of the sale of any product

         18  that contains ephedra, "if any claims are made that

         19  the product may be useful to achieve an altered

         20  state of consciousness, euphoria, or as a legal

         21  alternative for an illicit drug."

         22                 Our support for the spirit of these

         23  concerns specific to ephedra, however, does not

         24  translate into agreement with the sentiment stated

         25  in the first section of bill No. 583, and the basic
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          2  premise of resolution 912, that the laws relating to

          3  the sale of dietary supplements are lacking in

          4  protection for consumers and that recent federal law

          5  has weakened the authority of FDA to regulate herbal

          6  products.

          7                 The fact of the matter is that DSHEA

          8  did not weaken FDA's authority to regulate

          9  supplements.

         10                 In fact, the contrary is true. DSHEA

         11  raised the regulatory bar for companies marketing

         12  supplements in the United States.

         13                 We also note our agreement with FDA

         14  Commissioner Dr. Jane Henney's congressional

         15  testimony, that she believes DSHEA provides FDA with

         16  the necessary legal authority to protect public

         17  health.

         18                 Dr. Henney's statement is grounded in

         19  the fact that dietary supplements are in fact

         20  rigorously regulated by FDA.

         21                 Section 301 of the federal Food Drug

         22  and Cosmetic Act prohibits the marketing of any

         23  food, drug, device or cosmetic that is adulterated

         24  or misbranded. In other words, a product that

         25  contains any substance that is harmful to consumers,
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          2  or does not contain precisely what it is represented

          3  to contain.

          4                 Section 403 of the Act expressly

          5  states that a product is misbranded if its labeling

          6  is false or misleading in any particular.

          7                 Every violation of the FDCA may be

          8  prosecuted as a criminal defense in the agency

          9  discretion. Nothing in DSHEA changed this.

         10                 As we sit here today, at least

         11  criminal cases have been brought by various United

         12  States Attorneys around the country relating to the

         13  sale of products representing themselves as dietary

         14  supplements, containing a substance known as GBL.

         15  These actions provide clear evidence that where it

         16  chooses to exercise it, FDA has ample power to take

         17  effective regulatory action against any dietary

         18  supplement that contains any ingredient that is

         19  harmful to the public health that provides false

         20  information to consumers.

         21                 We also wish to point out that the

         22  basic presumption of Resolution 912, that prior to

         23  DSHEA, FDA had the power to preapprove dietary

         24  supplements, which is wrong.

         25                 Well before the passage of DSHEA,
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          2  federal courts in Illinois and Boston recognized the

          3  inherent flaws and the agency's position that all

          4  herbal products should be subject to agency

          5  pre-market review. DSHEA codified these judicial

          6  holdings.

          7                 Moreover, DSHEA actually strengthens

          8  FDA's authority in a number of important respects.

          9  In particular, DSHEA requires companies to certify

         10  to FDA, that they possess adequate substantiation

         11  that the claims that they are making on behalf of

         12  their products are true. Providing FDA with false

         13  certification to this effect may give rise to an

         14  independent criminal offense.

         15                 Products whose claims are not

         16  adequately substantiated are per same as branded,

         17  regardless of the ultimate truth of the client. This

         18  was not the case prior to 1994.

         19                 In addition, DSHEA granted the

         20  secretary of Health and Human Services the power to

         21  declare that a dietary supplement is adulterated on

         22  the grounds that it poses, "an imminent hazard to

         23  public health or safety, and to take immediate

         24  action to remove such products from the

         25  marketplace." This power did not exist before DSHEA.
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          2                 Finally, the more general signage

          3  requirements described by the proposed law under

          4  consideration today are inappropriate and we believe

          5  misguided.

          6                 It is inappropriate to place the

          7  burden of any legitimate safety communication on the

          8  shoulders of the retailer, especially when

          9  responsible manufacturers or marketers have created

         10  and continue to create meaningful self-imposed

         11  limitations. Limited enforcement resources would be

         12  better spent enforcing labor requirements at the

         13  manufacturing level, than releasing hundreds or

         14  thousands of retail locations where responsibly

         15  manufactured and labeled dietary supplements are

         16  sold.

         17                 Also, it is misguided to disparage an

         18  entire class of consumer goods, as the signage

         19  requirements of Bill No. 583 surely would, due to

         20  the concerns that the City may have about specific

         21  products within this category.

         22                 Indeed, it must be noted that the

         23  basic justification for imposing this obligation on

         24  retail outlets, FDA's numerous adverse events

         25  reports, is itself severely flawed.

             Legal-Ease Court Reporting Services, Inc. (800) 756-3410

                                                            65

          1  COMMITTEE ON CONSUMER AFFAIRS

          2                 While at the time was actively

          3  soliciting reports of adverse events involving

          4  ephedra-containing products, FDA public statements

          5  repeatedly made reference to a large number of such

          6  events. Any careful review of these reports,

          7  however, reviews their inherent lack of reliability.

          8                 Indeed, at the very same hearing at

          9  which Dr. Henney acknowledged the adequacy of FDA's

         10  enforcement authority, congress heard testimony from

         11  recognized scientific experts that 85 percent of the

         12  adverse events cited by FDA were fatally flawed in

         13  one way or another.

         14                 This is not to say that natural is a

         15  synonym for safe. AHPA has established additional

         16  trade recommendations to provide cautionary label

         17  statements on a number of herbs, including

         18  chaparral, comfrey, kava and senna.

         19                 As stated earlier, DSHEA created a

         20  means by which such information can be communicated

         21  to consumers, by placing it on the product's label.

         22  AHPA is also proud to have sponsored the Botanical

         23  Safety Handbook in 1997, to provide marketers of

         24  dietary supplements with specific information

         25  related to the appropriate use of specific herbal
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          2  substances.

          3                 One of the unfortunate facts of our

          4  society today is that there will always be outlaws

          5  who flout the rules and regulations by which the

          6  vast majority of us abide. They exist in every

          7  industry, and frequently cause headlines by their

          8  transgressions.

          9                 We respectfully submit, however, that

         10  the actions of these rogues do not justify the

         11  casting of aspersions on an entire industry, or the

         12  imposition of onerous laws that are likely to be

         13  disregarded by the very people at whom they are

         14  directed, while at the same time imposing additional

         15  burdens on law abiding citizens and the responsible

         16  center of the industry.

         17                 FDA presently possesses the power to

         18  deal swiftly and severely with companies that market

         19  unsafe products which purport to be street drug

         20  knockoffs. AHPA urges FDA to do this, but at the

         21  same time AHPA also urges the Committee on Consumer

         22  Affairs, to reconsider the flawed presumptions

         23  underlying the two proposals before it today.

         24                 Thank you.

         25                 CHAIRPERSON KOSLOWITZ: Thank you very
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          2  much.

          3                 I am going to have to -- because we

          4  have a lot of people to testify, so I am going to

          5  have to cut, you know, try to make your testimony

          6  briefer as we go along, because as I said, we have a

          7  lot of people that have to testify yet.

          8                 MR. ULLMAN: Thank you very much.

          9                 CHAIRPERSON KOSLOWITZ: Are you going

         10  to testify?

         11                 MR. CARTILINA: (Not identifed for the

         12  record) no, I am not.

         13                 CHAIRPERSON KOSLOWITZ: I understand

         14  you are the scientist, so I do have a specific

         15  question.

         16                 Is there a difference between

         17  ephedrine and ephedra?

         18                 MR. CARTILINA: Yes, there is.

         19  Ephedrine is the single compound that is isolated

         20  from the plant ephedra. The plant ephedra contains a

         21  cluster of related compounds, including ephedrine,

         22  pseudoephedrine, norephedrine, and three to eight

         23  other compounds, depending on how deep you dig and

         24  how minor a component you might want to look at.

         25                 Ephedrine and pseudoephedrine were
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          2  isolated biochemists from this plant early in the

          3  century, the structures were determined, the

          4  compounds were synthesized, improved those proposed

          5  structures, and eventually the pharmaceutical

          6  industry developed both prescription and

          7  over-the-counter products based on those compounds.

          8                 You can still find ephedrine

          9  containing over-the-counter products for the

         10  treatment of bronchial asthma. You can find a host

         11  of pseudoephedrine-containing products for the

         12  treatment of colds, flus, any kinds of bronchial

         13  congestion.

         14                 Ephedra, the plant, is an herb that

         15  has been used in traditional Chinese medicine for

         16  between 3,000 and 5,000 years. It was primarily

         17  used, again, for bronchial congestion problems,

         18  treatment of asthma. I find in very deep literature

         19  searching that there is some reflection on its uses,

         20  an energy substance, in other words, for people who

         21  are out working the fields who need more energy. Its

         22  primary use was for decongestion, however.

         23                 CHAIRPERSON KOSLOWITZ: Okay.

         24                 Has the FDA said anything about

         25  ephedrine?
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          2                 MR. CARTILINA: Ephedrine is still on

          3  the market. It is long known to have the side

          4  effects of stimulation of both the central nervous

          5  and cardiovascular systems.

          6                 As a student 20, 30 years ago, I

          7  learned that the primary reason most decongestants

          8  on the market today have pseudoephedrine in them is

          9  that pseudoephedrine is much milder in its affects

         10  on the human system than ephedrine.

         11                 But still ephedrine is used for

         12  severe asthma, because it is an extremely effective

         13  bronchiodilator.

         14                 CHAIRPERSON KOSLOWITZ: Would you

         15  change the definition we have here, by you giving

         16  the distinction between the two of them that we have

         17  in the bill? What we are trying to do? We have

         18  ephedra.

         19                 COUNSEL TO COMMITTEE: Could you just

         20  comment on the definition that we have here, you

         21  know, which includes ephedra, ephedrine, ma huang.

         22                 MR. CARTILINA: Ephedra and ma huang

         23  are the same plant. Ma huang is simply the Chinese

         24  name for the plant, ephedra is the Latin genus name

         25  given to that plant. Ephedrine is a single chemical
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          2  constituent of that plant, so that is how one

          3  distinguishes among those three names.

          4                 I don't have the definition in front

          5  of me, it is in the report, in the back.

          6                 COUNSEL TO COMMITTEE: Oh, here it is.

          7  17-179-A.

          8                 MR. CARTILINA: I don't think you have

          9  a problem per se in that you used the term dietary

         10  supplement in this phraseology, but it doesn't

         11  preclude someone from taking Bronchaid or Primatine,

         12  which also contains ephedrine, if they wanted to get

         13  high. I mean that is part of the problem with these

         14  substances.

         15                 Again, the dietary supplements

         16  legitimately are not marketed as a get-high

         17  substance, and I believe most of those products have

         18  been driven off the market.

         19                 So, in terms of the language you used

         20  here, you are referring only to dietary supplements,

         21  not over-the-counter or prescription medication

         22  containing ephedrine.

         23                 CHAIRPERSON KOSLOWITZ: Okay. Thank

         24  you very much.

         25                 Okay, I would like to call on Dr.
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          2  Andrew Cheng and Sudha Patel, and I have to remind

          3  you to keep your testimony short.

          4                 DR. PATEL: Hello. My name is Dr.

          5  Sudha Patel, I am the Vice President of the New York

          6  County Medical Society, I practice general surgery

          7  in trauma, a general practice in Manhattan and

          8  Brooklyn for the past 22 years, and we are very

          9  honored to have been invited to testify concerning

         10  the very important issue of nutritional supplements.

         11                 In the New York County Medical

         12  Society, the membership of over 5,000 physicians is

         13  dedicated to providing a common ground for the

         14  physicians of Manhattan to discuss healing, health

         15  care issues of the day and to work for the good of

         16  the profession and the public. The mission of the

         17  Society is to work to the highest standards of

         18  medical practice and quality of care, to

         19  strengthening the physician/patient relationship,

         20  improved public health through educational

         21  initiatives and community service, to serve as a

         22  strong advocate for both members and the patients by

         23  working for the enactment of supporting enabling

         24  medical legislation.

         25                 I do practice in New York City, so as

             Legal-Ease Court Reporting Services, Inc. (800) 756-3410

                                                            72

          1  COMMITTEE ON CONSUMER AFFAIRS

          2  comes the over-the-counter medication and this

          3  herbal medications that do come under my attention,

          4  I always tell the patients that if you want to take

          5  something, please either bring me the bottle, or

          6  bring me what the ingredients are.

          7                 The major difficulty we have is they

          8  have a list of ingredients but they do not have the

          9  quantity. How much in particular is in that, and

         10  also they have very fine print. When I don't have

         11  this, I tell them they have to be more specific what

         12  milligram it is, then I can look into the books, and

         13  I can tell you how much it is going to affect you.

         14                 Today's world is very open for either

         15  you want to look very good and look like a model and

         16  you are going to run, and teenagers are very prone

         17  to go to these products without knowing what they

         18  are. And it should be under the physician or a

         19  health provider's supervision.

         20                 My background is from India where

         21  there is homeopathic medicine, herbal medications

         22  are used for maybe 5,000 years, but it is after a

         23  four-year degree course. You come to me I am going

         24  to dispense you something with a full knowledge, you

         25  are going to take for a short period of time, and I
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          2  am going to watch you. Yes, there are good benefits

          3  but it has to be under the surveillance. And when

          4  one single death comes, it is just too much, and we

          5  have a responsibility to stand up, and yes, I am

          6  going to now cut short my talk because there are

          7  very learned researchers in this field, so I am

          8  going to introduce you to my right, who is Dr.

          9  Andrew Cheng. He is the Secretary of the New York

         10  County Medical Society. He is certified in

         11  autolinology (phonetically spelled).

         12                 Dr. Cheng is affiliated with

         13  Manhattan Eye Ear and Throat Hospital, New York

         14  University Downtown Hospital and St. Vincent's

         15  Hospital and Medical Center of New York. I will give

         16  him the microphone for an opportunity.

         17                 DR. CHENG: Thank you. Good afternoon.

         18  My name is Andrew Cheng, and I am a representative

         19  of the New York County Medical Society.

         20                 In the past recent ten years of the

         21  market, and we are sitting right in the shadow of

         22  Wall Street, and new Internet style, the citizens of

         23  New York City are searching for fountain of health

         24  and youth.  Weight loss diets, exercise gurus,

         25  nutritional supplements have all become shining
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          2  stars to accomplish all of our new found fortune.

          3  There will never be a day on this earth that

          4  improving one's health and sense of well-being will

          5  be looked down upon.

          6                 As physicians, we encourage all

          7  citizens to be aware of one's health. Every day we

          8  counsel our patients on cut down on the smoking, cut

          9  down on the fatty foods, exercise in moderation,

         10  and, yes, even occasional red wine are all good. But

         11  as physicians we never dream of the tragedy of

         12  serious complications and problems relating to

         13  dietary supplements.

         14                 The reason is the public are not

         15  aware of the serious consequences that come along

         16  with it.

         17                 Worst yet, the tragic incidence that

         18  brought to our attention what happened to the person

         19  who actively participated in health, exercise,

         20  activity in the health club, and following some type

         21  of supposedly supervised dietary regimen.

         22                 I have recently searched the Internet

         23  just a couple of nights ago on just

         24  ephedrine-related topics.

         25                 In 1996, FDA did indeed issue warning
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          2  regarding the potential dangerous affect in misuse

          3  of the compound.

          4                 However, much more prominence present

          5  on the web are commercial ventures that can sell

          6  directly and promoting the products containing such

          7  chemical of ephedrines and other related compounds.

          8                 Increasingly, also, I hate to see

          9  that there are web sites that cater to, are you

         10  interested in bringing legal actions related to

         11  injuries and damaging results related to ephedrine

         12  use? I hate to see our society become the only

         13  checks and balances is legal recourse.

         14                 I only pray and hope that good

         15  citizens who seek to improve one's health does not

         16  suffer injury and problems due to misuse and

         17  inappropriate promotion of potentially dangerous

         18  substances.

         19                 Thank you very much for your

         20  attention.

         21                 CHAIRPERSON KOSLOWITZ: Council Member

         22  Lasher.

         23                 COUNCIL MEMBER LASHER: I was just

         24  wondering if you were here when I had the dialogue

         25  before as to what makes up, or what I consider makes
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          2  up an important part with respect to the children,

          3  that they are the number one person that has to be

          4  taken care of through any and all problems. I am

          5  glad to see that you are here and that you stayed

          6  and listened to all of us. I was wondering if you

          7  would be able to comment on what I believe is that,

          8  yes, FDA, has an important job in making sure that

          9  the health of the community and the health of the

         10  products that goes out. But most of all, what really

         11  has to be done is everything has to be integrated

         12  into one major push.

         13                 They were sitting here and they

         14  decided they would voice their, almost lobbyist

         15  opinions as to what was going on, but you are in the

         16  medical field, which is more important, you have

         17  seen more of this, and I would like to know, I

         18  believe from what I have seen that it is a growing

         19  phenomena, unfortunately, that we are not making

         20  sure that our children are doing the right thing and

         21  are being there at the right time and are receiving

         22  the right type of input. And I think that is really

         23  what is important.

         24                 I think all of the agencies that we

         25  deal with, some better, some worse, have to focus in
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          2  on the children, on what is good for the children

          3  and what is best for the children, and it doesn't

          4  matter whether it comes from the FDA or whether it

          5  comes from any other agency in the federal

          6  government, or even if it can come from the City

          7  Council, the State Legislature, whatever. These are

          8  our children, these are the ones that we are looking

          9  forward to in the future, and those are the ones

         10  that we have to care about, and those are the ones

         11  that we have to look to, and if FDA makes a mistake,

         12  they have to be taken to task, a mistake that they

         13  make has to be rectified before there is major

         14  problems that affect our society. And so that is

         15  where we have to focus ourselves. We have to focus

         16  ourselves on what is best for the children, what is

         17  best for the generation, which products are

         18  destroying our children, which products are

         19  destroying our nation, and we have to look at that

         20  in every legislation, in every piece of legislation

         21  that we do. And when we do that, we will have the

         22  best of the health care community, we will have the

         23  best of the medical community, we will have a great

         24  -- we will just be there for all of the future

         25  generations, and so that is what I see and what is
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          2  needed in the future and you are the keystone. You

          3  are the real professionals in determining what is

          4  good and what is bad. And, so, I hope that we will

          5  hear further from you as to what can be done, how it

          6  can be helped, what integration can be used for all

          7  of the different areas that are a part of this and

          8  put it together and make it work so that it will

          9  work for the future of our children.

         10                 Thank you.

         11                 MR. CHENG: Thank you very much.

         12                 ACTING CHAIRPERSON LASHER: Rick

         13  Hallman, Paul Ahn, and Claudia Lim.

         14                 MR. HALLMAN: Good afternoon. I am

         15  Rick Hallman, the principal of Benjamin Cardoza High

         16  School. Jan Chifoski, Research Advisor, and myself,

         17  are pleased to speak in support of this resolution,

         18  arising in part from a proposal submitted by three

         19  students at Benjamin Cardoza High School, Paul Ahn,

         20  Claudia Lim and David Reed.

         21                 This solution was the recommendation

         22  of the Solomon Smith Barney Quality of Life

         23  Competition proposal. These three students are proof

         24  that the education offered by New York City public

         25  schools is alive and flourishing contrary to
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          2  published reports.

          3                 The competition in which these

          4  students participated asked that they identify and

          5  critically analyze a quality of life issue in their

          6  community, conduct both secondary and primary

          7  research and develop a financially feasible

          8  solution.

          9                 We are proud of the fact that last

         10  summer the City Council of New York referred three

         11  of our student proposals to Committee, including

         12  this one.

         13                 Many student proposals from across

         14  the City have recognized societal problems long

         15  before they received media attention. Three years

         16  ago one of our student proposals identified

         17  developmental disorders from the weight of bookbags,

         18  as a quality of life issue. One year later, articles

         19  in major newspapers and reports on television

         20  discussed the problem.

         21                 Governor Pataki's new budget allows

         22  $700,000 for civility education.  Two years a prior

         23  a manners program was proposed by the students at

         24  Jamaica High School. Last year one of our student

         25  groups proposed a water conservation program in
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          2  anticipation of climatic changes that would lead to

          3  water shortages.

          4                 One of our student proposals has been

          5  implemented by the Board of Education. A program to

          6  assist limited English proficient parents in filling

          7  out financial aid forms.

          8                 John Lee, Superintendent for Queens

          9  High Schools, in response to another student

         10  proposal on discrimination against the left-handed,

         11  ordered that ten percent of all new furniture and

         12  equipment must be for the left-handed.

         13                 Another of our student proposals has

         14  been selected as an exemplar project for the

         15  national applied learning standards.

         16                 New York City students have been on

         17  the cutting edge of developing proposals to improve

         18  the quality of life of New Yorkers.

         19                 As educators, we are aware that

         20  students view government as them, not us. It is

         21  unfortunate that our young men and women are

         22  alienated from, and sometimes apathetic about

         23  government.

         24                 Loaded demographics indicate that the

         25  groups least likely to vote are those between 18 and
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          2  25. The fact that you would seriously consider this

          3  proposal has created a feeling of empowerment

          4  amongst our students.

          5                 All too often in our government

          6  classes we hear students articulate their alienation

          7  from government. Why vote? One vote doesn't make a

          8  difference. Government doesn't listen to us. It is

          9  evident from the proceedings today that government

         10  does listen and respond.

         11                 The proposal before you deals with

         12  the regulation of dietary supplements. This is

         13  especially a problem among our young people who

         14  quite often feel if one will work two is better.

         15  Many of these supplements promise weight loss,

         16  muscle build-up, beautiful skin and hair, improved

         17  vigor, manliness.

         18                 These are areas of great concern to

         19  our young people in general, as they try to develop

         20  their sense of self.

         21                 In light of these promised affects,

         22  it is of particular concern that there is so little

         23  oversight as to the potential harmful effects of

         24  these supplements.

         25                 The proposal brought to you by our
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          2  students addresses their concerns on this issue. We

          3  strongly urge you to consider this proposal at a

          4  time when we have identified a greater need for more

          5  stringent regulation, the FDA has aggregated a part

          6  of its responsibility in "providing for the general

          7  welfare."

          8                 It is also necessary that the

          9  proposal be amended to include all sales of dietary

         10  supplements that are sold over the Internet to

         11  residents of New York City.  We ask that you request

         12  the FDA to review its policy. It is with great pride

         13  that we introduce our students Paul Ahn and Claudia

         14  Lim.

         15                 MR. AHN: Hello. My name is Paul Ahn.

         16  Last March we submitted a proposal to the Solomon

         17  Smith Barney Quality of Life Competition. This

         18  competition requires that we identify a quality of

         19  life problem, research the issue and propose a

         20  financially feasible solution.

         21                 We chose as our topic: Inadequate

         22  regulation of dietary supplements.

         23                 Intro. 583 and Resolution 912 are in

         24  part based upon our findings.

         25                 From our secondary research we
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          2  learned that traditionally advertisements for

          3  products that will change men from a 90 pound

          4  weakling to a muscle man has had strong market

          5  appeal among males.

          6                 Inspired by Mark McGuire, who has

          7  admitted using creatine, a muscle enhancer, to

          8  develop his muscles and increase his strength,

          9  teenage boys are now spending upwards of $200

         10  million a year on creatine. This is illegal,

         11  minimally tested and an unregulated substance. To

         12  date, no studies have been conducted on the affects

         13  of creatine supplement, health and growth and

         14  development in children and adolescents.

         15                 Several years ago an amphetamine

         16  resembling substance called ephedrine was discovered

         17  in the ephedra plants, also known as the Chinese

         18  herb ma huang.

         19                 This substance can be found in many

         20  products, such as Herbal Ecstacy and Ultimate

         21  Euphoria. These products were banned in Florida and

         22  New York. The bans came when a 20-year-old student

         23  died after taking Ultimate Euphoria. The parents

         24  sued and the company settled for $2.5 million.

         25                 The intake of another supplement
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          2  called Metabolife 356, resulted in hundreds of

          3  adverse reactions and at least 38 deaths. It is a

          4  Catch-22 for the government. While ephedrine can be

          5  used in absolute hideous things like meth, which is

          6  an illegal drug, it also can be used for absolutely

          7  wonderful things. It doesn't make any difference

          8  whether a product is synthetic or found in a plant,

          9  Dr. Friedman said. It can be just as potentially

         10  biological.

         11                 Ephedrine, which is a main element in

         12  Metabolife 356, a diet supplement, comes from the

         13  ephedra plant. Companies can market their product as

         14  an all natural diet supplement. Such supplements are

         15  considered foods and not drugs under the Dietary

         16  Supplement Health and Education Act, and these foods

         17  are not required to have approval for safety of

         18  efficiency before they are marketed.

         19                 As reported, a 17-year-old high

         20  school football player suffered a fatal heart attack

         21  just before going to sleep one evening. According to

         22  the autopsy, the cause was ephedrine toxicity. His

         23  use of the product never exceeded the recommended

         24  dosage.

         25                 A 15-year-old high school student
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          2  began using an ephedrine-based product as a

          3  diuretic. Shortly after taking the pills, she

          4  suffered severe heart palpations and collapsing at a

          5  school sporting event. She continues to require

          6  treatment for irregular heartbeat after years of the

          7  incident.

          8                 An editorial that appeared in the New

          9  York Times on January 9th, 2000 stated: Despite

         10  explosive growth in this industry, there is very

         11  little guidance or protection afforded to customers.

         12                 The 1994 act severely limited the

         13  ability of the FDA to police supplements for safety

         14  and effectiveness.

         15                 Now the FDA has made the situation

         16  worse. It will allow supplement makers to make even

         17  broader marketing claims about their products under

         18  regulations that go into effect next month.

         19                 Under the Act, manufacturers can make

         20  claims that their products effect the structure or

         21  the function of the body without having to go

         22  through the strict FDA approval process required of

         23  drugs.

         24                 Our research indicated that an

         25  average consumer has no way of knowing which dietary
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          2  supplements are safe to use because none are

          3  regulated by the FDA.

          4                 Varro E. Tyler, Professor of

          5  Pharmacognosy, the study of active ingredients in

          6  plants at Purdue University stated, "I feel sorry

          7  for the typical consumer. How is he or she to know

          8  what is best? What products are reliable and safe?

          9  Even when a label says the product has been

         10  standardized, the consumer has no way to know if it

         11  actually meets that standard.

         12                 Based on our research we created a

         13  needs assessment to identify the degree of knowledge

         14  that consumers have about dietary supplements:

         15                 52.5 percent of the participants were

         16  male, and 47.5 percent were female. They ranged from

         17  14 to 69. They represented the major ethnic groups

         18  living in the Borough of Queens.

         19                 One of the questions asked, are you

         20  aware of the fact that herbal remedies and vitamins

         21  are not approved by the FDA as a medication? 58.75

         22  percent responded that they believe the FDA

         23  regulated dietary supplements.

         24                 More than half of the sample

         25  population did not know that the FDA does not
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          2  approve dietary supplements prior to the survey.

          3                 Another statement that respondents

          4  were asked to evaluate was, herbal medicine should

          5  be regulated, 67.5 percent agreed or strongly agreed

          6  with the statements. This indicated that the

          7  majority of the people surveyed believed there

          8  should be regulation.

          9                 71.5 percent agreed or strongly

         10  agreed with the statement, if dietary supplements

         11  were labeled with side effects, I would read them. A

         12  similar statement was, if dietary supplements had

         13  caution or warning labels, I would read them.

         14                 82.5 percent agreed or strongly

         15  agreed with this statement. The results to this

         16  statement indicated that consumers read labels and

         17  consumers have an interest in their safety.

         18                 MS. LIM: Good afternoon. My name is

         19  Claudia Lim.

         20                 Through our primary and secondary

         21  research we found that existing laws in regard to

         22  dietary supplement are inadequate, providing very

         23  limited consumer protection.

         24                 According to Cable News Network, some

         25  of the most common herbal products, such as Ginkgo
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          2  Biloba, garlic, ginger and Ginseng may prevent blood

          3  clots from forming and lead to excessive blood loss

          4  in surgery.

          5                 Two other popular herbs, St. John's

          6  Wort, and antidepressant, and kava, a relaxant, may

          7  prolong the sedative effect of anesthesia. These

          8  dietetic supplements are currently sold without any

          9  warnings.

         10                 Since 1994, any herbal remedies sold

         11  as a dietary supplement is not under the control of

         12  the FDA. Unless an herbal remedy that is on the

         13  market is proven harmful, the FDA cannot control its

         14  ingredients, nor take it off the market.

         15                 This lack of regulation places

         16  consumers in danger.

         17                 We strongly recommend having warnings

         18  to protect public health and safety.

         19                 In an article in Time Magazine dated

         20  November 23rd, 1998, it was written that pregnant

         21  women or nursing mothers, should avoid a number of

         22  herbs, including echinacea, senna and comfrey.

         23  These warnings are not found on labels. Where should

         24  these risks and side effects be researched?

         25                 We strongly recommend that the City
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          2  Council pass a law mandating that this tradition of

          3  a printout of product information, including

          4  warnings and side effects. If the supplement is sold

          5  over the Internet, the City should mandate that

          6  printouts must be included with the delivery.

          7                 We strongly urge you to make New York

          8  City a laboratory for experimentation, as Justice

          9  Lewis Brendice so eloquently described federalism.

         10                 Thank you.

         11                 We will now try to respond to any

         12  questions you might have.

         13                 CHAIRPERSON KOSLOWITZ: Well, I don't

         14  have any questions because I think you said it all,

         15  and I just want to thank you so much for coming here

         16  today and testifying and being so interested in

         17  this, and to let you know that government certainly

         18  wants to hear from you because you are the future of

         19  our City and you can give us many ideas and I know

         20  certainly if you have any more issues that you want

         21  to bring before the Consumer Affairs Committee, I

         22  will be more than happy to sit down with you. I am

         23  in Queens, and any time my door is open to you and I

         24  want to thank you, and I want to thank the principal

         25  for coming here today and being a part of this
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          2  hearing. Thank you.

          3                 MR. HALLMAN: Thank you very much.

          4                 CHAIRPERSON KOSLOWITZ: Okay, I am

          5  going to have to keep the time pretty quick now

          6  because it is getting late. I would like to call on

          7  Woodson Merrell, Victor Hebert and Dr. Sharon

          8  Akabas. And Linda Arpino.

          9                 Now, I have to remind you to --

         10                 DR. HERBERT: Keep brief.

         11                 I am Dr. Victor Herbert, and 30

         12  copies of my testimony have been distributed to

         13  members of the Council, and I am particularly

         14  encouraged to be here, having heard the usual

         15  deceptive and misleading presentations at this

         16  hearing by supplement lobbyists Cordaro and Ullman.

         17                 The reason I am encouraged is that

         18  because at every hearing, going way back to 1964,

         19  where they have opposed consumer protection laws,

         20  and at the same hearing I have promoted them, they

         21  have lost and consumer protection laws have won.

         22                 My credentials are relevant to this

         23  hearing. In addition to being a New Yorker all of my

         24  life, born, raised and educated in this City's

         25  public high schools, City College, and then getting
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          2  my bachelor's, medical and law degrees at Columbia

          3  University here in New York City, or that my entire

          4  career has been and still is teaching patient care

          5  and researching nutrition.

          6                 I am a New York licensed physician

          7  since 1964. I have been a member of the Nutritional

          8  Anemias Consultative Group in the World Health

          9  Organization, and since 1979 I have been the US

         10  Department of Veterans Affairs representative to the

         11  Interdepartmental Committee on Human Nutrition

         12  Research, a subcommittee in the Executive Office of

         13  the President of the United States, whoever the

         14  president has been.

         15                 CHAIRPERSON KOSLOWITZ: All right, can

         16  we try to get to the topic, because I really have to

         17  move along.

         18                 DR. HERBERT: Yes. The topic is

         19  supplements, and the buzz word naturally is used by

         20  the supplement industry to deceptively convey

         21  safety, concealing from the public that herbs

         22  naturally contain a multitude of natural drugs,

         23  ranging from digitalis quinine and steroids, through

         24  arsenic and cyanide.

         25                 The high dose of pharmaceutical
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          2  naturally present in the amount of hemlock given to

          3  Socrates naturally killed him.

          4                 The branch of pharmacology which

          5  deals with natural pharmaceuticals is pharmacognosy.

          6  Herbology is to pharmacognosy what astrology is to

          7  astronomy. The Dietary Supplement and Health

          8  Education Act ignores pharmacognosy and promotes

          9  herbology. Under DSHEA, you can legally sell hemlock

         10  as a supplement, claim it naturally tones the

         11  nervous system and conceal it kills.

         12                 Regarding ma huang, the supplement

         13  industry has long known that this natural

         14  pharmaceutical can be harmful to lethal,

         15  particularly when the product all contains -- also

         16  contains the natural pharmaceutical caffeine.

         17                 My Appendix B, which you have, from

         18  pages 488 and 489 of our 1994 book The Vitamin

         19  Pushers, notes that way back in 1994, ma huang was

         20  well established as an herb that contains ephedrine,

         21  a decongestant and nervous system stimulant that can

         22  raise blood pressure and therefore is hazardous to

         23  individuals with high blood pressure. Products

         24  containing ma huang have long been marketed as

         25  weight loss aids, even though they have never been
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          2  proven safe or effective for this purpose.

          3                 CHAIRPERSON KOSLOWITZ: Dr. Herbert,

          4  can I just ask you to summarize your testimony?

          5                 DR. HERBERT: Right.

          6                 The summary of my testimony is that

          7  the Dietary Supplement and Health Education Act was

          8  created by the supplement industry and pushed

          9  through congress by the supplement industry's man in

         10  congress, Senator Orin Hatch, working with the

         11  supplement industry's chief of their Utah Branch,

         12  and that act was specifically aimed at and did

         13  castrate the FDA. It forbade the FDA from preventing

         14  the marketing of any product, provided the seller

         15  labeled it a supplement.

         16                 It forbade the FDA from requiring any

         17  proof from either efficacy or safety, or even proof

         18  the product contains what the label says it

         19  contains.

         20                 Vocally opposing this castration of

         21  the FDA, FDA Commissioner Kessler, a New Yorker who

         22  had toured at our Albert Einstein College of

         23  Medicine, resigned from the FDA.

         24                 The typical result of this castration

         25  of the FDA is delineated in Appendix C. The two-page
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          2  article in this month's issue of Good Housekeeping,

          3  on the Hot Natural Remedies, SAMe, St. John's wort

          4  and kava.

          5                 CHAIRPERSON KOSLOWITZ: Can you please

          6  sum it up in your words on how you feel about these

          7  supplements? Do you feel they are good or do you

          8  feel they are detrimental?

          9                 DR. HERBERT: There are only four good

         10  supplements, and they are vitamin B12, folic acid,

         11  calcium and vitamin D, all the rest can have

         12  multiple harms associated with them.

         13                 CHAIRPERSON KOSLOWITZ: Okay. I thank

         14  you very much.

         15                 DR. AKABAS: Thank you. My name is Dr.

         16  Sharon Akabas, I am from the Institute of Nutrition,

         17  Columbia University, where I coordinate a nutrition

         18  education program for health professionals where the

         19  focus of the training is nutrition science and

         20  clinical practice.

         21                 When a person purchases a supplement

         22  in this country, they expect the supplement to be

         23  safe.

         24                 Consumers also expect that there be

         25  some kind of benefit to the supplement. But for the
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          2  purposes of today's testimony, I am focusing my

          3  remarks on safety only.

          4                 The public's expectation derives

          5  largely from the fact that our government prides

          6  itself on protecting the public's health and safety,

          7  and we have many agencies in place whose primary

          8  responsibility is safety.

          9                 To remain consistent with this strong

         10  record, the government has a responsibility to

         11  either ensure safety or label products to clearly

         12  indicate potential hazards.

         13                 In the case of dietary supplements,

         14  many consumers would be shocked to learn that the

         15  majority of supplements are not regulated, and there

         16  is not premarket testing for safety and/or efficacy.

         17                 Currently, the system is so lax, that

         18  in many cases the labels would have to convey the

         19  fact that we don't know exactly what is in the

         20  supplement, and we aren't even sure that it is safe.

         21                 For products that include ephedrine,

         22  warning labels may not be an adequate deterrent for

         23  teenagers who may not heed such warnings, and in

         24  response to Mr. Lasher's comment, I think that is

         25  very important, that if the industry tries to
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          2  propose that a warning label is adequate, I think

          3  that is wholly inadequate, we have many instances to

          4  actually show that warning will encourage use of

          5  substances.

          6                 In the case of ephedrine, and

          7  ephedrine containing compounds, the federal

          8  government has failed to heed its own

          9  recommendations. We have already heard extensively

         10  about this, and I would like to put in the record a

         11  letter that was, actually a statement delivered on

         12  May 27th, 1999, by Joseph Levitt, the Director for

         13  the Center of Food Safety and Applied Nutrition

         14  which is a provision of the FDA. I will read you one

         15  short paragraph:

         16                 Between 1993 and mid-1996, FDA

         17  received about 1,600 AERs or Adverse Effect Reports,

         18  reported to be associated with the use of dietary

         19  supplement products in general.

         20                 Of these, over half, which means

         21  8,000 of the AERs were reported to be associated

         22  with the use of dietary supplements that contained

         23  or were suspected to contain ephedrine alkaloid.

         24                 These adverse events tended to

         25  involve cardiovascular system effects, nervous
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          2  system effects. The FDA evaluated these reports, and

          3  found that the single most common element that the

          4  products contain or was thought to contain a source

          5  of ephedrine alkaloid.

          6                 The cases Director Levitt cited

          7  occurred over four to seven years ago. You have

          8  heard testimony earlier of more recent cases, and

          9  these products are clearly still widely available.

         10  Therefore, legislation such as that before the City

         11  Council today is apparently necessary for a move

         12  toward safety regarding ephedrine-containing

         13  products.

         14                 Ephedrine is but one example among

         15  many of the consequences of inadequate regulation of

         16  dietary supplements.

         17                 However, not all dietary supplements

         18  are equivalent and pose the same risks.

         19                 To avoid throwing out the baby with

         20  the bathwater, and to acknowledge the relative

         21  safety of many supplements available, the government

         22  might consider legislation similar to when the

         23  safety of food additives was reviewed. In that case

         24  it was recognized that premarket testing of every

         25  food additive was untenable and probably
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          2  unnecessary. But it was also recognized that a

          3  system was necessary to remove harmful additives and

          4  to prohibit addition of any new additives that might

          5  be unsafe.

          6                 CHAIRPERSON KOSLOWITZ: I hate to

          7  interrupt you, but can you --

          8                 DR. AKABAS: I one more, less than a

          9  minute, I timed it several times, okay? I am sorry.

         10                 As a result, all additives were

         11  reviewed, those which posed no apparent threat were

         12  generally recognized as safe. So, I am basically

         13  proposing in the remainder of my testimony that

         14  there be some mechanism for such a system with

         15  supplements. There is a whole group of them that we

         16  could say these seem okay, and others that need

         17  further scrutiny, and within that, even those that

         18  we think are okay, should be scrutinized for the

         19  ingredients, because there are many examples of

         20  contaminants of supplements being deadly, the one

         21  with tryptophan and echinacea and ofelia milagia,

         22  one of the clearest ones.

         23                 So, in the short term, consumers

         24  should insist on a quick responses to concerns about

         25  products containing ephedrine, and in the longer
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          2  term a system must be devised to ensure that any

          3  other unsafe products do not reach our store shelves

          4  without proper premarket testing. While local laws,

          5  such as this one proposed, might protect local

          6  consumers, it will require resources available at

          7  the national level to protect all consumers.

          8                 Thank you very much.

          9                 CHAIRPERSON KOSLOWITZ: I just want to

         10  say, I hate rushing you but we have other people and

         11  I want to be sure that we get everybody in to be

         12  able to testify.

         13                 DR. AKABAS: I appreciate that, thank

         14  you.

         15                 DR. MERRELL: It is always a problem

         16  with the end of the day speakers. I will try to make

         17  -- I will move quickly to my summary.

         18                 I am Woodson Merrell, Clinical

         19  Professor of Medicine at Columbia. And among other

         20  things, I set up seven years ago a course for the

         21  medical students to survey alternative and

         22  complimentary medicine to make them aware of the

         23  pros and cons to try to begin to educate physicians,

         24  and I participated for three years in a course we

         25  have at Columbia on Botanical Medicine to educate
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          2  physicians on the use of botanicals, the risks and

          3  benefits of botanicals.

          4                 I also sit on the Office of

          5  Professional Medical Conduct, to which I was elected

          6  based on my knowledge of the field of alternative

          7  and complimentary medicine.

          8                 The main issue here obviously is

          9  public safety, and to protect the public. Not so

         10  much what works, which is very important, but first

         11  to make sure what is out there is safe, at the very

         12  least.

         13                 It is a very difficult time right now

         14  because of the lack of regulation by the FDA and I

         15  want to agree with the previous speaker, and I will

         16  cut short my remarks on that part of your proposal,

         17  just to say that the FDA's powers have been taken

         18  away and I think that the current clarifications of

         19  DSHEA are moving them back somewhat, in terms of

         20  having authority. But particularly in quality

         21  control, I think that there is a tremendous need to

         22  begin to have clarification and regulations of

         23  contaminants and of safety issues and I think that

         24  is something where at the moment I certainly feel it

         25  is appropriate for local governments to step in,
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          2  until something is clarified on the national level.

          3                 I would like to then just move

          4  briefly to give my opinion on the part of the

          5  proposal that deals with ma huang and Ephedra. The

          6  obvious overriding issue is what is an acceptable

          7  risk, and obviously an acceptable risk is zero, no

          8  side effects.

          9                 I think that we don't really have

         10  that standard in many things. There are dozens, if

         11  not hundreds of patients who go into hepatic coma

         12  and die every year from the use of Tylenol, there

         13  are tens of thousands of patients who die from

         14  bleeding complications from taking aspirin and the

         15  nonsteroidal drugs. So, what is an acceptable risk?

         16                 Well, I think that we have to make

         17  sure that where there is a risk that we can identify

         18  and remove, that we remove that risk. And such is

         19  the case with some of the formulations that deal

         20  with ma huang and Ephedra.

         21                 I look at this category of ma huang

         22  in particular as there are four main kind of tiers.

         23  The first tier is the ma huang that has been used in

         24  traditional Chinese formulations for literally

         25  thousands of years and literally there were a couple
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          2  of hundred years of trial and error where they took

          3  a substance which by itself might have produced

          4  undesirable side effects, and marry it with six to

          5  eight other herbs to do a formulation to enhance the

          6  positive and minimize the negative side effects, and

          7  I think that we have empirical evidence of the

          8  traditional use of ma huang and Chinese medical

          9  formulations that should be preserved and it is

         10  shown to be very beneficial, as the previous

         11  speakers have mentioned, particularly in the

         12  treatment of respiratory and allergic disorders.

         13                 A second category of ma huang is that

         14  for which the herb itself is extracted for the use

         15  in kind of western formulations for respiratory

         16  distress mixing with other western herbs.

         17                 This is really questionable. This is

         18  a new kind of formulation in the last decade, it

         19  really hasn't undergone the testing of the Chinese

         20  formulations.

         21                 And the third category is then taking

         22  out the active ingredient from the ma huang at which

         23  there are probably dozens, if not hundreds of

         24  alkaloids that have some activity in extracting the

         25  ephedrine and putting it in a formulation again with
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          2  a kind of western approach to some sort of medical

          3  condition.

          4                 That is even more questionable, but

          5  where you really step over the line is where you

          6  begin to take the substance, and particularly when

          7  you mix it with other ingredients that enhance the

          8  toxic side effects of Ephedra, such as caffeine and

          9  gotocola and guatana (phonetically spelled) and

         10  these other stimulants and market them particularly

         11  as sex aids or dietary aids or aids to make you

         12  high, this is clearly over the line.

         13                 So, in summary, I would like to say

         14  that I think it is appropriate for this Council to

         15  make some regulations to try to protect the public

         16  from the possible dangers. I think that they should

         17  recognize when a substance could actually be very

         18  beneficial and the differentiation of the kinds of

         19  formulation of something such as ma huang, I think

         20  that it is appropriate to restrict its sale, to use

         21  of people over 18 and primarily have the use of it

         22  be in traditional remedies and to have more

         23  restrictions on the use of it with the newer less

         24  studied not unconventional combinations.

         25                 Thank you.
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          2                 CHAIRPERSON KOSLOWITZ: Thank you very

          3  much.

          4                 MS. ARPINO: Thank you. My name is

          5  Linda Arpino. I am a registered dietician and active

          6  with the American Dietetic Association. I serve on

          7  the Sports and Cardiovascular Nutritions Board, as

          8  well as complimentary medicine, and pediatric

          9  practice groups.

         10                 In addition, I have been in private

         11  practice as a certified nutritionist in New York

         12  State for over 20 years. I have headed clinical

         13  nutrition departments in hospitals and health care

         14  facilities and have provided corporate wellness

         15  programs to employees, as well as interfaced with

         16  government agencies, and have a patient population

         17  that covers the spectrum of all ages and all ethnic

         18  backgrounds.

         19                 In addition, in these years of

         20  practice I have seen misuse of supplements, and

         21  significant misinformation being disseminated and

         22  that is why I am here today.

         23                 In addition, I am representing the

         24  New York State Dietetic Association, as the

         25  legislative network coordinator and Chairman of
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          2  Council on Practice.

          3                 The Board of Directors is in support

          4  of the legislation put forth today in Introduction

          5  587.

          6                 As a side from my representation of

          7  the New York State Dietetic Association, I would

          8  like to share two testimonies from two of the

          9  patients who have been treated in the past two

         10  months in my own practice. One was a 31-year-old

         11  male, and another, a 40-year-old female, black

         12  female.

         13                 One had been using a substance

         14  containing ephedrine and had significant side

         15  effects of lightheadedness, heart palpitations

         16  headaches and fainting, and he had come to me with

         17  these complaints. He had used the supplement as a

         18  source of trying to lose weight, and since had been

         19  shown the side effects and what it could cause,

         20  since he has stopped, these symptoms have also

         21  stopped.

         22                 The woman who I had recently seen

         23  also had the same similar effects where she had

         24  stopped on her own after experiencing heart

         25  palpitations and dizziness and headaches.
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          2                 So, this is just two of many, and

          3  these have only come to me within the past two

          4  months. But I frequently get cases like this in my

          5  private practice.

          6                 Thank you.

          7                 CHAIRPERSON KOSLOWITZ: Thank you very

          8  much. Really, thank you, for sharing your

          9  experiences with us.

         10                 I am going to have to --

         11                 DR. HERBERT: May I add something?

         12                 CHAIRPERSON KOSLOWITZ: One sentence.

         13                 DR. HERBERT: To further answer your

         14  question, vitamin B 12, folic acid, calcium, and

         15  vitamin D are completely safe supplements that need

         16  no regulation. Every other one, there must be a

         17  regulation to consult your health care professional

         18  before taking them, because all of them can be

         19  harmful when used by somebody who has some condition

         20  that their health professional will know about.

         21                 CHAIRPERSON KOSLOWITZ: Thank you.

         22                 Again, thank you all very much. I

         23  really appreciate it.

         24                 Nancy Bukar.

         25                 MS. BUKAR: Good afternoon. My name is
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          2  Nancy Bukar, I am State Government Counsel to the

          3  Consumer Healthcare Products Association, located in

          4  Washington, D.C., it is a 119-year-old trade

          5  association representing the interests of

          6  over-the-counter drug manufacturers, as well as

          7  dietary supplement manufacturers.

          8                 I also would like to add that I am a

          9  product of the New York City School system, so I

         10  feel a little bit torn sitting up here, but it is

         11  important for you to know a number of things. I will

         12  keep my testimony very brief. You have heard a lot

         13  about FDA regulatory, we think that is more than

         14  adequate to cover dietary supplements at this time.

         15  That is evidenced by their activities with GHB, they

         16  recently clamped down on dietary supplement

         17  manufacturers for those products. If you look at

         18  page 828 of today's New York Times you will see some

         19  other FDA action relating to dietary supplements for

         20  pregnant and nursing mothers. That evidence is that

         21  FDA is very active in the dietary supplement area

         22  and has adequate authority.

         23                 One agency that we have not heard

         24  anything about today is the Federal Trade

         25  Commission, which also takes and has authority over
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          2  dietary supplements that are mismarketed or

          3  advertised wrongly. FTC has on a regular basis has

          4  something they called Surf Day where they set up a

          5  number of their staffers to surf the Internet for

          6  mismarketed, misappropriated types of dietary

          7  supplements. They go about notifying those

          8  manufacturers that they are marketing those products

          9  irregularly and clamp down on that, so FTC also has

         10  broad regulatory authority over dietary supplements

         11  and other consumer products.

         12                 In my testimony there is a press

         13  release evidencing that word, FTC took action

         14  against two dietary supplement manufacturers in

         15  November of last year, one of whom is very well

         16  known, you have seen their products everywhere, so I

         17  will ask you to take a look at that as evidence of

         18  FTC authority.

         19                 I would like to talk just a little

         20  bit about the warning signs that were proposed by

         21  the initiative. We are very concerned about that,

         22  and I understand your concern, Chairwoman Koslowitz,

         23  because we feel that signs like that could have a

         24  negative effect of scaring consumers as opposed to

         25  informing them. You mentioned in one of your
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          2  questions that you had a lot of elderly patients,

          3  elderly constituents who need to know more who can't

          4  read those boxes. I think of a situation where you

          5  have got a woman maybe in her sixties whose doctor

          6  told her to take calcium, she goes to the store to

          7  pick up some calcium and sees a sign and says, oh, I

          8  shouldn't take it, it's bad, there is a warning sign

          9  here. It could have a reverse effect, instead of a

         10  positive effect.

         11                 CHAIRPERSON KOSLOWITZ: Except the

         12  fact that when you go to a doctor and he recommends

         13  a drug; for instance, if you get a prescription from

         14  a doctor, I get a printout and it tells me

         15  everything that can happen to me. You know, side

         16  effects of the prescription, but on the other hand,

         17  I have gone to my doctor and he knows my medical

         18  history and he has prescribed this prescription to

         19  me so it sort of makes me feel a little more

         20  confident that I am not guessing on what is good for

         21  me or what is not good for me.

         22                 I mean, it so happens the last two

         23  nights I have been home, I am moving my apartment,

         24  and I have had the television on while I am working

         25  and I see many drugs, many dietary supplements on
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          2  television to burn fat, to do this, to do that, and

          3  then after they advertise it and they show you

          4  people who have lost this weight, then they give you

          5  a whole list of different things that could happen

          6  to you.

          7                 MS. BUKAR: I think you are probably

          8  referring to a drug called Zenical, which is a

          9  prescription drug, and the advertising of those

         10  products as well is regulated by FDA, and they have

         11  very strict advertising guidelines and have in fact

         12  forced pharmaceutical manufacturers to pull

         13  advertisements that they feel are not meeting the

         14  FDA standards. So those are highly regulated as

         15  well. But that is a prescription drug product and

         16  should be regulated as such. Dietary supplements

         17  come under a wholly other purview and the FDA does

         18  step in when it is necessary to do so. They do have

         19  an outstanding proposed rule regarding ephedrine.

         20  They have not issued a final rule yet, but they have

         21  been roundly criticized on that rule as well for

         22  relying on inadequate data in the adverse events

         23  reports that they relied upon to come up with their

         24  formulation. So, FDA has been forced to reconsider

         25  their proposed rule-making. If they should make

             Legal-Ease Court Reporting Services, Inc. (800) 756-3410

                                                            111

          1  COMMITTEE ON CONSUMER AFFAIRS

          2  rules, that is what they are supposed to do, but use

          3  good data for it. Don't rely on anecdotal or

          4  potentially false information for a rule like that.

          5                 CHAIRPERSON KOSLOWITZ: What I am

          6  saying is that you can go to a doctor and he writes

          7  a prescription for you, you get a list of all of the

          8  side effects, why should it be different?

          9                 MS. BUKAR: I am not saying that they

         10  should be different. I think that there are better

         11  ways to inform the public than a warning sign, which

         12  can scare them. And I do have two options that I

         13  would like the Council to consider. The first is,

         14  you were talking about the ephedrine in particular,

         15  we have, CHPA has given 18 states our model language

         16  which they have adopted for mismarketing of

         17  ephedrine products, and that was specifically

         18  related to over-the-counter drugs, and I had talked

         19  about this with your staff, but I am sure we could

         20  craft that language to address those types of

         21  products that you have sitting on your desk right

         22  there, and still keep legitimate products available

         23  to consumers without limiting access the way, maybe

         24  a warning sign or a ban on sale to those under 18

         25  would do, and I would be happy to discuss that with
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          2  you further.

          3                 Also, public education, we have been

          4  actively involved in the methamphetamine problem

          5  across the country, have put on eight to nine

          6  educational seminars in the mid-western and western

          7  states regarding methamphetamine.  It has been a

          8  very effective way to get the word out. There are

          9  other avenues for public education that could

         10  address the problems that are associated with

         11  certain products, that would be more effective. Not

         12  everybody is going to read that sign, even if they

         13  do put it up, and there are no guarantees with

         14  something like that, and there are no guarantees

         15  with any of these --

         16                 CHAIRPERSON KOSLOWITZ: No, that's

         17  right. But at the same time, there would be a lot of

         18  people that would read a sign and at least we feel

         19  that our responsibility has been fulfilled. I mean,

         20  you know, you can warn people and if they are going

         21  to want to take something, they are going to do it

         22  anyway, my concern is that if you went into a store,

         23  and I was reading this, and it tells you right here,

         24  if I was a kid, if I was a kid I would say, wow,

         25  look, I can get all of this turbo charge, I could
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          2  get charged up from taking this pill, I could be an

          3  athlete, you know, competitiveness, and to me that

          4  is not a good thing. It is just not good.

          5                 MS. BUKAR: I understand your

          6  concerns, but I still believe there are better ways

          7  available than signage or age restrictions. I mean,

          8  I would be happy to provide that language to the

          9  Committee for their consideration, and it has been

         10  effective in 18 states right now. So, I would hope

         11  that the Committee could consider it.

         12                 CHAIRPERSON KOSLOWITZ: I mean, as a

         13  parent certainly I would not want my child to be

         14  able to walk in and buy something over-the-counter

         15  without my knowledge that has a potential of being

         16  harmful. I mean, we had two people sitting here

         17  today who lost loved ones.

         18                 MS. BUKAR: And I don't discount that

         19  at all. I think they are very brave to come and

         20  provide their testimony to the Committee. It

         21  certainly couldn't have been easy.

         22                 But our concern, CHPA's concern is

         23  that you are talking about one segment of society,

         24  legislation or regulations like this have a broad

         25  brush effect and could encompass way more than the
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          2  intended target.

          3                 CHAIRPERSON KOSLOWITZ: We just did

          4  cigarettes, and we had a specific age group in mind

          5  when we passed this wonderful legislation.

          6                 MS. BUKAR: I am not familiar with the

          7  legislation, I am sure it has a very good effect,

          8  but cigarettes are not a drug.

          9                 CHAIRPERSON KOSLOWITZ: Well, anyone

         10  selling cigarettes to anyone, a minor, there are

         11  very severe penalties and the worst penalty that can

         12  happen is that they can't sell cigarettes anymore,

         13  and their fines are very high, and that passed and

         14  we are very proud of that legislation.

         15                 MS. BUKAR: CHPA believes that

         16  cigarettes and -- I would guess that a lot of other

         17  people agree -- it is not a drug, it is not a

         18  dietary supplement, it is not even, according to the

         19  supreme court, and we are still waiting to see what

         20  their decision is, we are not even sure it's a

         21  medical device.

         22                 There are other products out there

         23  that any teenager can pick up that have nothing to

         24  do with dietary supplements, could lead to very

         25  serious injury as well. Over-the-counter drugs are
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          2  available, anything in excess can be bad for you and

          3  that includes other dietary supplements as well. You

          4  can down a bottle of iron and that could be bad for

          5  you, but if it were reversed it also helps people

          6  with anemia and combats birth defects. You know, the

          7  restrictions should be very specifically tailored,

          8  if you are going to place restrictions on dietary

          9  supplements. There are good ones out there. You have

         10  heard the doctor say that. Normally I am a believer

         11  in taking vitamin C, I am the only one who didn't

         12  get the flu in my office this year.

         13                 I just would ask that the Council be

         14  very careful about how they craft language so that

         15  it doesn't encompass more than the intended target.

         16  That is one of our main concerns.

         17                 I would just like to briefly address

         18  the resolution, and state that the existing

         19  regulatory authority is more than adequate. And that

         20  also includes their authority to recall products.

         21  They have the authority to recall any product under

         22  their purview that could be dangerous to the public

         23  and have done so in the past.

         24                 Finally, our association is very

         25  actively involved with FDA right now to craft good
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          2  manufacturing practices similar to those required

          3  for over-the-counter drugs and prescription drugs

          4  for dietary supplements, and we think that the

          5  Council should take a step back and maybe wait to

          6  see what comes of that. Those proposals are going to

          7  be forthcoming in the near future, and that would

          8  control the marketing and manufacturing of dietary

          9  supplements as well.

         10                 I thank you for your patience and

         11  time.

         12                 CHAIRPERSON KOSLOWITZ: You are

         13  welcome.

         14                 MS. BUKAR: If there are any

         15  questions, I would be happy to answer any questions.

         16                 CHAIRPERSON KOSLOWITZ: Thank you, no.

         17                 MS. BUKAR: Okay.

         18                 CHAIRPERSON KOSLOWITZ: Thank you very

         19  much.

         20                 Diane Crosson McEnvoe, and Mana

         21  Matthew Dawsa.

         22                 MS. CROSSON McENVOE: Good afternoon,

         23  Chairperson Koslowitz, and members of the Consumer

         24  Affairs Committee. Thank you for the opportunity to

         25  address you today with respect to introductory law
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          2  number 583 and resolution 912. We represent National

          3  Nutritional Foods Association, or NNFA, which is the

          4  largest trade association of manufacturers,

          5  distributors and retailers of dietary supplements in

          6  the United States.

          7                 NNFA has over 4,000 members

          8  nationwide, with many retailer members in New York

          9  State, including a number in New York City and one

         10  who has joined us today to also speak to you.

         11                 In addition, we have brought a

         12  petition signed by consumers at GNC, which is

         13  another retailer member of NNFA with over 70

         14  individual stores in New York City. And I have

         15  brought you copies, these are consumer signatures.

         16  When you want to hear the voice of the consumer, I

         17  think we have got an awful lot here that might be

         18  compelling to you.

         19                 If you would like, I will read the

         20  brief -- actually, I will let you do that.

         21                 But I will leave you the copies of

         22  the signatures, and I think you will find those

         23  somewhat persuasive in giving you the idea as to

         24  what consumers feel on this.

         25                 In addition, today, which is just
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          2  another little thing that came down, which I have

          3  attached to the back of the testimony, was a notice

          4  that MSNBC was going to do a supplement story

          5  regarding consumers and how they are used and

          6  whether they have effects and whether they have made

          7  you sick and they have sent out a -- they solicit a

          8  consumer response on that and consumers did not

          9  respond effectively and they have decided to cancel

         10  that supplement story. So, they think that is

         11  another telling example of where consumers are on

         12  this right now. Consumers are using dietary

         13  supplements for a number of reasons, they are happy

         14  with them, for the majority, and I recognize the

         15  stories we have heard today. As a mother of three

         16  small children myself, I can't imagine losing

         17  someone to any ingestible product, but it does

         18  happen, and it happens not just in the dietary

         19  supplement world, and I echo some of the thoughts

         20  earlier that it is very difficult to get 100 percent

         21  surety on any of this, but I want to let you know

         22  that the industry here, NNFA, is very concerned and

         23  does like full disclosure to consumers and was very

         24  supportive of DSHEA, which is new regulation that is

         25  still taking effect, and I want to just briefly go
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          2  through my points that I wanted to make on that,

          3  some will echo earlier points.

          4                 We would like to correct three

          5  misperceptions we feel the Council's proposals are

          6  premised upon. The first is the frequently voiced

          7  belief that you have heard often today, that the

          8  dietary supplement industry is unregulated. It is an

          9  outright distortion of the law.

         10                 The dietary supplements are the

         11  subject of extensive regulations since the enactment

         12  of DSHEA in'94.

         13                 The law requires, among other things,

         14  full ingredient listing, and dietary ingredient

         15  content labeling. That includes the quantitative

         16  amount per serving. Earlier in the nineties that was

         17  not required. Many of the products that might have

         18  caused some of these adverse reactions that you are

         19  talking about did not bear those quantitative

         20  amounts per serving listings, that is something that

         21  has been corrected by the new law and will be very

         22  effective in allowing doctors, consumers, et cetera,

         23  to know what is in the product.

         24                 Number two, the law requires

         25  pre-market safety submissions to the Food and Drug
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          2  Administration for ingredients which were not on the

          3  market in a food or dietary supplement prior to the

          4  passage of DSHEA.

          5                 So, there are safety requirements in

          6  terms of pre-DSHEA ingredients, and safety

          7  submissions that have to go to FDA for their review.

          8                 Notification to FDA of label claims

          9  regarding the product's effect on the structure or

         10  function of the body, scientific substantiation of

         11  structure function claims, compliance of good

         12  manufacturing practices that were mentioned earlier,

         13  and so those products which bear structure function

         14  claims, a label disclaimer that the products are not

         15  to be used to treat, mitigate, prevent or cure

         16  disease, which is very important. Consumers are not

         17  to defer medical treatment for these products.

         18                 The FDA commissioner, we have heard

         19  her voice a couple of times here today. She has

         20  referenced over 25 sets of regulations that have

         21  been proposed or adopted specifically addressing

         22  dietary supplements since the passage of DSHEA.

         23                 In addition, since the dietary

         24  supplements are considered a subset of foods, much

         25  of the legislation regarding foods applied to
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          2  dietary supplements and the enforcement powers FDA

          3  has with respect to foods are fully effective here.

          4                 The industry is also active in

          5  policing itself. For example, NNFA, like CHPA where

          6  you just heard from, has drafted a set of voluntary

          7  good manufacturing practice standards for the

          8  dietary supplements. NNFA member manufacturers are

          9  certified by independent third-party auditors as

         10  having quality manufacturing systems and procedures

         11  in place in compliance with these standards.

         12                 NNFA has submitted these standards to

         13  the FDA as a model for FDA's further intended GMP

         14  rule-making.

         15                 The second misperception is that FDA

         16  does not have the power to enforce the law against

         17  dietary supplements. On the contrary, in March of

         18  last year, Dr. Henney again confirmed that FDA has

         19  "has tools at its disposal to take enforcement

         20  action against dietary supplements found to have

         21  safety labeling or other violations to the FD&C Act,

         22  as amended by DHSEA.

         23                 Dr. Henney then proceeded to provide

         24  as an example FDA's ability to quickly control the

         25  potential problem involving the dietary supplement
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          2  plantain.  With the help of the industry, she called

          3  upon almost every industry group you heard from

          4  today, FDA was able to recall digitalis-contaminated

          5  plantain, and curb a potentially serious problem

          6  quickly. There are at least two other examples, one

          7  which is also discussed here today, GBL, and then

          8  there was another, metabolic accelerators. Those

          9  products, which were, again, on the fringe of the

         10  dietary supplement industry even, were called upon

         11  by FDA to be pulled off the market and the industry

         12  was the ones who helped them do that, and they

         13  accomplished that.

         14                 So, FDA does have the power to

         15  control these products, has recognized this power to

         16  congress and to the public and knows how to use it.

         17  And I have one copy of that congressional testimony,

         18  which has other people's voices in it also, which I

         19  will hand up with the petition, if additional copies

         20  are necessary. There is a website on here that also

         21  might help.

         22                 In addition, attached to my testimony

         23  is a list of FDA's powers, and we have provided

         24  statutory references to those powers for you.

         25                 The third misconception is that the
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          2  regulatory situation with dietary supplements is

          3  somehow getting worse. In fact, just the opposite is

          4  true. Much of the extensive regulations we have just

          5  discussed have recently become final rules, and

          6  further regulations were followed. And I think you

          7  will see that the industry is recently beginning to

          8  -- well, in the last year has begun to have to

          9  comply with these regulations and fully disclose

         10  ingredients and other information required by the

         11  law.

         12                 Consumers are now receiving more

         13  information ever about dietary supplements --

         14                 CHAIRPERSON KOSLOWITZ: I am going to

         15  have to ask you really to sum up because we have

         16  other witnesses and --

         17                 MS. CROSSON McENROE: The final two

         18  points were specific to the Introductory Number 583,

         19  and those have to go to the posting of signs. We are

         20  an organization representing many retailers. We feel

         21  that the requirements that retailers bear the burden

         22  of these warnings is unacceptable at this point.

         23                 Manufacturers should be the ones

         24  bearing that. Manufacturers are now in the position

         25  of doing that, they were not prior to the passage of
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          2  DSHEA. I think you will find, as I have, many, many

          3  more warnings coming on dietary supplements as they

          4  meet those rules and get the information to provide

          5  the back-up for the necessary warning.

          6                 We also feel that as drafted the

          7  language of the proposal is too broad.

          8                 It requires all retailers, grocery

          9  stores, convenience stores, Pathmark and chains, I

         10  am not sure if they are aware of this law at this

         11  point, or this proposal at this point, but in those

         12  kinds of environments there is a significant danger

         13  that there would not be a qualified person at the

         14  point where the products are being chosen and where

         15  the sign is placed to respond to consumers' concerns

         16  about what is the meaning behind this sign.

         17                 It is not like a small retail health

         18  food store, which is our membership. But there is a

         19  danger of it being misused.

         20                 Finally, NNFA has been supportive of

         21  the under 18 statement and has supported that on

         22  label statements for ephedra-containing products.

         23  And but again the signage is going overboard here we

         24  feel. And in conclusion, I just want to say that we

         25  feel that there is ample protection for federal --
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          2  by the federal legislation and regulations and that

          3  that is where this should all be coming from at this

          4  point.

          5                 Thank you.

          6                 CHAIRPERSON KOSLOWITZ: Thank you. And

          7  we certainly will read your entire statement.

          8                 MS. CROSSON McENROE:  Okay, thanks.

          9                 MR. DAWSA: My name is Mana Matthew

         10  Dawsa. I will try to be brief.

         11                 I echo the sentiments and statements

         12  of my esteemed colleague to my left, and as a

         13  retailer in the industry since 1972, I would like to

         14  share my experience. When selling products that are

         15  responsibly labeled, I have never seen any severe

         16  difficulty, and I think that is part of the issue.

         17                 So, without going into great detail,

         18  I would just like to say that I think that the law

         19  that exists is sufficient, and I think it behooves

         20  us to keep the responsibility on the shoulders of

         21  those manufacturers that can make a product that is

         22  healthy and that does not combine ma huang ephedra

         23  in a way that would be detrimental to the consumer.

         24  And I am happy to answer any questions if you have

         25  any.
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          2                 CHAIRPERSON KOSLOWITZ: Thank you very

          3  much. We will read your entire statement.

          4                 Thank you.

          5                 MR. DAWSA: Thank you.

          6                 CHAIRPERSON KOSLOWITZ: Charles Bell

          7  and James Gormley.

          8                 MR. BELL: Good afternoon, Madam

          9  Chairman, members of the Committee, ladies and

         10  gentlemen. My name is Charles Bell, I am Programs

         11  Director for Consumers Union. We are the non-profit

         12  publisher of consumer reports magazine based in

         13  Yonkers, New York. We are a non-profit,

         14  non-commercial organization, don't take any

         15  advertising of any type.

         16                 We strongly support the proposed

         17  local law to restrict the sale of botanical

         18  ephedrine, and to require retail stores to post

         19  warning regarding the risk associated with the

         20  dietary supplements.

         21                 And in addition, we enthusiastically

         22  endorse the proposed resolution calling upon

         23  Congress to restore the authority to the FDA, to

         24  test and regulate dietary supplements prior to

         25  marketing, and to study the health effects of
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          2  supplements and interactions with other medication.

          3                 I won't go through all of my

          4  testimony, I know time is short.

          5                 We do believe the current marketplace

          6  is in a shambles. We agree with many of the

          7  physicians and others who testified today that when

          8  congress passed this law in 1994, they essentially

          9  created a huge loophole for the unregulated

         10  marketing of herbal medical treatments, and we think

         11  that this is an excellent measure that the Committee

         12  has developed. We also strong endorse the idea of

         13  shelf labeling. We think that is in the breach, of

         14  having effective regulation by FDA, that is a great

         15  first step. And we commend you for proposing that.

         16                 We think that consumers don't have

         17  all of the information they need. In the articles

         18  that I have attached, we have a poll that we did,

         19  and we found that nine out of ten consumers actually

         20  wanted more information, included with their

         21  supplements, about the intended health benefits of

         22  those supplements, potential interactions of other

         23  drugs and any health warning information that they

         24  would need.

         25                 We also favor provisions to require
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          2  general warnings, stating that consumers should

          3  discuss any dietary supplements, including

          4  concentrations, amounts and interactions with the

          5  health care professionals.

          6                 We have said in consumer reports that

          7  herbal supplements themselves should carry much

          8  clearer disclaimers in large type, saying that any

          9  statements of safety and efficacy are strictly the

         10  opinion of the manufacturer and have not been

         11  confirmed by the FDA, and we would encourage that

         12  this language or similar language be included in

         13  general warning notices.

         14                 Consumers could also be urged to

         15  contact their doctor if they experience any adverse

         16  health affects while taking herbal supplements, and

         17  ask their doctor to report such reactions to FDA's

         18  MedWatch Hot Line.

         19                 Many health professionals believe

         20  that the level of documented health problems with

         21  supplements is grossly understated, because many

         22  doctors and many consumers do not know that FDA

         23  maintains this database. So, it could be there are

         24  many more of these events are taking place that we

         25  don't know about.
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          2                 We support efforts to ban the sale of

          3  ephedrine to minors, as I mentioned. We would urge

          4  the City Council to go farther by amending the bill

          5  to ban the sale of botanical ephedrine entirely

          6  because the health risk that it poses are by no

          7  means limited to minors.

          8                 In our view it falls into the

          9  category of a clearly dangerous supplement that

         10  should be banned by the FDA, and while federal

         11  action is pending by responsible local authorities.

         12                 And I have attached to our testimony

         13  several articles, we have published in consumer

         14  reports, most recently in March 1999, Herbal

         15  Medicine, The Promises and the Pitfalls. So you can

         16  see how we approached this issue and what our

         17  concerns are, and we would be happy to work with you

         18  further and bring our medical advisor in to testify

         19  and answer the questions you might have.

         20                 CHAIRPERSON KOSLOWITZ: I thank you

         21  very much and look forward to working with you.

         22                 MR. GORMELY: Thank you. My greetings

         23  to all of the Council, Councilwoman Koslowitz, and

         24  the Committee on Consumer Affairs. I have shortened

         25  my statement considerably, you will see there is a
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          2  lot not here that I originally had written.

          3                 My name is James Gormley. Aside from

          4  being a lifetime and current resident of the City of

          5  New York, and father of two small children, I am the

          6  Editor In Chief of Better Nutrition Magazine. I

          7  serve on two national level committees of the

          8  National Nutritional Food Association.

          9                 My first comments relate to proposed

         10  local law, Intro. No. 584. In 1996 alone, 2.2

         11  million Americans reported adverse reactions to

         12  FDA-approved prescription drugs. And over 108,000

         13  Americans died in hospitals from these adverse drug

         14  reactions.

         15                 In addition, approximately 150

         16  million antibiotic prescriptions are written each

         17  year, 50 million of which are admittedly wrongly

         18  prescribed. I think that gives context in this

         19  discussion.

         20                 Section 1 of the proposed Local Law

         21  No. 583 is unfortunately ripe with inaccurate and

         22  misinformed assertions, although the intentions of

         23  the proposal are sound.

         24                 The section asserts that the laws

         25  relating to the sale of dietary supplements are
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          2  lacking in protections for consumers. The truth is

          3  that thanks to the powers granted and clarified by

          4  DSHEA, the FDA now has full powers to protect

          5  consumers, and those powers have been already

          6  enumerated by other witnesses.

          7                 In truth DSHEA was passed unanimously

          8  by Congress in 1994, to create a reasonable

          9  regulatory framework to enable consumers access to

         10  truthful and nonmisleading information about dietary

         11  supplements.

         12                 In spite of the powers granted to the

         13  FDA by DSHEA, the media, and others critical of our

         14  industry, continued to repeat the mantra that

         15  dietary supplements are not safe because they are

         16  virtually unregulated and that the FDA has now

         17  powers to remove unsafe products from the market.

         18                 As we have seen and heard in these

         19  proceedings, those beliefs are clearly misguided and

         20  untrue.

         21                 The passage of DSHEA actually

         22  increased the FDA's enforcement powers and

         23  established new labeling and potency standards.

         24                 As the NNFA said in their June 5th,

         25  1998 statement: "While the media and others continue
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          2  to misrepresent the claims that dietary supplements

          3  are unregulated, it would be far better if FDA

          4  exercised its regulatory mandate, and I would add,

          5  its public health responsibilities.

          6                 In fact, if a legitimate dietary

          7  supplement industry is allowed to truly provide

          8  consumers with meaningful information about the

          9  benefits and risks of herbal and other dietary

         10  supplements, then all New Yorkers and all Americans

         11  will benefit.

         12                 In summary, regarding Intro. No. 583,

         13  I agree with Section 2, subdivision B, regarding

         14  restricted sale to minors and regarding the

         15  prohibition of products which are truly street drug

         16  knock-offs promoting hallucinogenic-like and

         17  aphrodisiac-like effects.

         18                 I strongly disagree with subdivision

         19  C calling for the postings of warnings.

         20                 In light of the incredible safety

         21  record of legitimate dietary supplements, this would

         22  be unfair to consumers causing undue alarm, untrue

         23  to science, since a consensus of research is lacking

         24  in those cases, and unfair to all responsible

         25  manufacturers, distributors and retail
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          2  establishments, since a further dismantling of DSHEA

          3  will only promote the drug-em and forget-em side

          4  effect laden solutions promoted by mass market

          5  pharmaceutical bohemians.

          6                 What about placing warning signs at

          7  the entrance of all prescription pharmacies? It

          8  would never happen.

          9                 In terms of subdivision C, number 2,

         10  I strongly disagree and refer all present to my

         11  comments above.

         12                 With no reference or disrespect to

         13  the importance of the tragedies shared earlier in

         14  the proceedings, I would suggest that the consumer

         15  is not ignorant, as this portion of the Introduction

         16  583 as it stands would suggest.

         17                 There are some areas of basic common

         18  sense, which are still under the governance of

         19  individual responsibility, and these questions fall

         20  under that. Coffee, dairy, and certain diuretic

         21  foods and teas might fall under the same level of

         22  scrutiny regarding interactions or assimilation, but

         23  are we going to post warnings at the dairy case, in

         24  the coffee and tea aisles as well?

         25                 Most supplements already bear much of
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          2  this advice.

          3                 CHAIRPERSON KOSLOWITZ: I --

          4                 MR. GORMELY: I only have two

          5  paragraphs left.

          6                 CHAIRPERSON KOSLOWITZ: All right,

          7  because I have been rushing everybody else.

          8                 MR. GORMELY: I have done about

          9  three-quarters of my presentation. I will move as

         10  fast as I can. Thank you.

         11                 Most supplements already bear much of

         12  the advice in any case. Therefore, number 583 should

         13  be scrapped, except for the under 18 and street drug

         14  knock-off provisions.

         15                 And very briefly, in terms of

         16  resolution number 912, this has already been

         17  substantially addressed. In the paragraph beginning

         18  "be it resolved," and ending with "at the federal

         19  level", let me state that the FDA does not have the

         20  resources with which to test every dietary

         21  supplement on the market, even if such a fantasy

         22  could be considered.

         23                 If the full strength of DSHEA is not

         24  watered down by redefining life states as diseases,

         25  which is being attempted by FDA, and if supplement
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          2  makers are allowed to provide truthful

          3  non-misleading information about supplements, and to

          4  refer to the preponderance of published research

          5  while doing this, and to direct consumers to

          6  legitimate independent third-party sources of

          7  information about this research, consumers will have

          8  all of the information they will need with which to

          9  make informed purchasing decisions, I should say of

         10  legitimate dietary supplements.

         11                 Almost finished.

         12                 All of these mechanisms are already

         13  provided for by DSHEA. We just need to remind the

         14  FDA of this. Resolution 912 would only serve to

         15  further restrict consumer access to legitimate

         16  information about supplements and to the supplements

         17  themselves by extension, full disclosure of the

         18  relevant scientific documentation behind approved

         19  health-related claims will be the real key to

         20  safety, and this proviso is already in place under

         21  DSHEA.

         22                 And my final paragraph: Therefore, I

         23  recommend that Resolution 912 be scrapped. My

         24  respectful thanks to the Council Committee and to

         25  all my distinguished colleagues for having given me
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          2  the opportunity to voice my views on behalf of

          3  consumers first, and on behalf of the dietary

          4  supplements industry second.

          5                 CHAIRPERSON KOSLOWITZ: Thank you very

          6  much. Thank you. I thank everybody for coming here

          7  today and giving us your thoughts and feelings, it

          8  certainly helps us in doing our legislation.

          9                 This meeting is adjourned.

         10                 (Hearing concluded at 5:00 p.m.)
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          5     STATE OF NEW YORK   )

          6     COUNTY OF NEW YORK  )

          7

          8

          9                 I, CINDY MILLELOT, a Certified

         10  Shorthand Reporter and Notary Public in and for the

         11  State of New York, do hereby certify that the

         12  foregoing is a true and accurate transcript of the

         13  within proceeding.

         14                 I further certify that I am not

         15  related to any of the parties to this action by

         16  blood or marriage, and that I am in no way

         17  interested in the outcome of this matter.

         18                 IN WITNESS WHEREOF, I have hereunto

         19  set my hand this 10th day of February 2000.
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