SUPREME COURT OF THE STATE OF NEW YORK
COUNTY OF ALBANY

PEOPLE OF THE STATE OF NEW YORK, by
ERIC T. SCHNEIDERMAN, Attorney General of the

State of New York,
Petitioner, AFFIRMATION
. d i - [ ™) ,
-against- Index No.: =5 2 3 [~
RJINo.:
DAN HEINS, doing business as
SHINING STAR ENTERPRISES,
Respondent.

DEANNA R. NELSON, an attorney duly admitted to practice law in the State of
New York, affirms the following under the penalties of perjury:

1. I am an Assistant Attorney General In Charge in the office of Eric T.
Schneiderman, Attorney General of the State of New York (OAG), assigned to the
Watertown Regional Office. Iam fully familiar witﬁ the facts and circumstance of this
proceeding, which are based on investigative materials contained in the files of the
Attorney General's office.

2. I submit this Affirmation in support of Petitioner’s application for an
Order and Judgment permanently enjoining Respondent from engaging in deceptive,
fraudulent and illegal business practices, requiring that Respondent produce an
accounting of mislabeled and misbranded products sold and awarding and penalties and -
costs to the State of New York

3. Unless otherwise indicated, I make this affirmation upon information and

belief, based upon my investigation, a review of documents and other evidence on file



with the Department of Law. Annexed hereto in support of this petition are the following
documents:

Ex. L Affidavit of Senior Investigator Chad Shelmidine, dated 7/6/12,
together with Exhibits A-K;

Ex. 1L Affidavit of Dr. Maja Lundborg-Gray, M.D., FAAEM,
FACEP, sworn to on July §, 2012, together with Exhibits A-G;

| Ex. [III. Federal Directives and Bulletins.
INTRODUCTION

4. This case is brought in response to the proliferation of “designer drugs”
that are being marketed and offered for sale to New York consumers. Designer drugs,
referred to as “street drug alternatives” by the federal Food and Drug Administration
(“FDA?”), generally have one or more of the following characteristics. They typically are:
(1) “manufactured, marketed, or distributed as alternatives to illicit street drugs;” (ii)
“intended to be used for recreational purposes to effect psychological states (e.g. to get
high, to promote euphoria, or to induce hallucinations,” and/or iii) claim to have effects
on the user that “mimic the effects of controlled substances.” See Exhibit III, pp 3-4
(FDA Guidance for Industry Street Drug Alternatives).

5. It is indisputable that the growth in the market for designer drugs and
other street drug alternatives poses a danger to the American population. See Aftidavit of
Maja Lundborg-Gray, M.D., FAAEM, FACEP, sworn to on July 5, 2012, (“Lundborg-
Gray Aff.”), 93, Exhibit IT hereto. Users of these products can experience severe health
effects, some resulting in long-term disability or even death. See Ex. II, Lundborg-Gray

Aff., 95, annexed hereto. The Food and Drug Administration (FDA) also considers any



product that is promoted as a street drug alternative to be an unapproved new drug and a
misbranded drug in violation of sections 505 and 502 of the Federal Food, Drug, and
Cosmetic Act. See Ex. III, pp. 3, annexed hereto.

6. Selling products for human éonsumption that are insufficiently labeled or
mislabeled is inherently dangerous. Cionsumers cannot make informed decisions about
the safety of the products they purchase. And, without knowing what drugs or substances
people have ingested, medical personnel are hindered in their ability to provide
immediate and appropriate medical care. See Ex. II, Lundborg-Gray Aff., 92-3.

7. To combat the problem of designer drugs, law enforcement authorities
have been acting to include designer drugs within the list of prohibited controlled
substances. For example, in 2011 the United States Drug Enforcement Administration
(“DEA”) used its emergency scheduling authority to temporarily ban three synthetic
stimulants, Mephedrone, 3,4-methylenedioxypyrovalerone (MDPV) and Methylone,
cherﬁicals that serve as the active ingredient in the substance popularly known as “bath
salts.” See Ex. I, pp. 5 (“DEA Moves to Emergency Control Synthetic Stimulants;
Agency Will Study Whether To Permanently Control Three Substances,” September 7,
2011.

8. In March of 2011 and June of 2012, the DEA also implemented
emergency bans on numerous formulas ot synthetic cannabanoids, also known as “fake
pot” products. See Exhibit III, pp. 7-9, (“Chemicals Used in ‘Spice’ and ‘K2’ Type
Products Now Under Federal Control and Regulation DEA Will Study Whether To
Permanently Control Five Substances,” March 1, 2011. See also Ex. III, pp. 9 (“Congress

Agrees to Add 26 Synthetic Drugs to Controlled Substances Act,” June 19, 2012).



9. As of this date, both houses of the federal legislature have passed “H.R.
1254: Synthetic Drug Control Act of 2011,” which would permanently classify 26
additional synthetic chemicals (including “bath salts” and synthetic marijuana analogues)
as prohibited substances. See Exhibit III, pp. 11-14 (H.R. 1254: “Synthetic Drug Control
Act of 2011, 112th Congress, 2011-2012. Text as of Dec 8, 2011). The bill is awaiting
the President’s signature.

10.  The New York legislature has also taken action to ban these substances.
In 2011, the Public Health Law was amended to prohibit the sale of bath salts containing
certain chemicals — 4-Methylmethcathinone, also known as Mephedrone and
Methylenedioxypyrovalerone, also known as MDPV—which are known to have
hallucinogenic effects. Public Health Law § 3306.

11. Earlier this year, State Health Commissioner Nirav Shah issued an order
of summary action banning the sale of synthetic marijuana products in New York State. |
These substances, generally referred to as “synthetic marijuana,” consist of plant material
coated by chemicals that mimic THC, the active ingredient in marijuana. These products
are being sold as a “legal alternative” to marijuana in head shops, convenience stores,
smoke shops, and tobacco stores with brand names such as “Spice,” “K2,” “Mr. Nice
Guy,” and “Galaxy Gold.” The order states that “synthetic cannabinoids have been
linked to severe adverse reactions, including death and acute renal failure, and commonly
cause: tachycardia (increased heart rate); paranoid behavior, agitation and irritability;
nausea and vomiting; confusion; drowsiness; headache; hypertension; electrolyte

abnormalities; seizures; and syncope (loss of consciousness).” The Commissioner's order



called for sales and distribution of these products to cease immediately. See Ex. 111, pp.
15-22, annexed hereto.

12. Nonetheless, the problem of designer drugs persists, because
manufacturers have been misbranding produc.ts to disguise their intended use. In
addition, manufacturers rapidly change the synthetic formulation of prohibited
compounds without disclosing content, allowing them to circumvent lists of controlled -
substances. As one early “designer drug” chemist explained:

When a new type of active compound is discovered in
pharmaceutical-chemical research, whether by isolation
from a plant drug or from animal organs, or through
synthetic production as in the case of LSD, then the
chemist attempts, through alterations in its molecular
structure, to produce new compounds with similar, perhaps
improved activity, or with other valuable active properties.
We call this process a chemical modification of this type of
active substance. Of the approximately 20,000 new
substances that are produced annually in the
pharmaceutical-chemical research laboratories of the world,
the overwhelming majority are modification products of
proportionally few types of active compounds.

See Albert Hofmann, LSD: My Problem Child, p. 12 (1980), cited in Kau, Flashbackﬂto

the Federal Analog Act of 1986, 156 U. Pa. L. Rev. 1078, 1084 (2008) See Ex. IlI, pp.

23-47 annexed hereto.

13.  Inresponse to this growing problem, the Attorney General commenced a
siaiewide investigation focusing on decepiive and iiiegai iabeiing of designer drugs (“the
Investigation™). As part of this Investigation, undercover investigators visited head shops
in twelve counties and made purchases of these products. The Investigation revealed that
there is widespread sale of designer drugs and street drug alternatives at these

establishments, which are deceptively marketed as innocuous products such as “incense,”
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“glass cleaner,” “bath salts,” “potpourri,” “sachets,” “dietary supplements,” or other
common household products. Furthermore, nitrous oxide, a deadly “party” gas which is
illegal to sell at retail to the public in New York State was being offered for sale at nearly
every location that was investigated.

14, The Attorney General’s Investigation revealed that (i) the labeling of these
designer drugs is insufficient, often omitting manufacturer information, product content,
and/or safety and health risks associated with product use, (ii) the labeling on these
designer drugs falsely describes their intended uses, (iii) head shops sell products that are
labeled “not for human consumption,” with accoutrement that can only be used for one
purpose - human consumption, (i1v) head shops promote and encourage the ingestion or
inhalation of products that are labeled “not fit for human consumption,” and (iv) head
shops are selling nitrous oxide in violation of New York State Law.

FACTS

15.  Respondent has owned and operated “Shining Star,” a retail outlet that is
commonly known as “head shop,” in excess of sixteen years. Webster’s dictionary
defines a head shop as “a shop specializing in articles (such as pipes and roach clips) of
interest to drug users.” As set forth below, Shining Star offers for sale and sells designer
drugs, drug paraphernalia used for consumption of cannabis and other recreational drugs,
as well as accoutrements such as pipes, “crackers” and balloons. See Ex. I, Affidavit of
Seniqr Investigator Chad Shelmiciine (hereinafter “Shelmidine Aff.”’), sworn to July 6,
2012.

16.  OnMay 22, 2012, Inv. Shelmidine visited Shining Star posing as a

consumer interested in purchasing merchandise. See Ex. I, Shelmidine AfT., 4 2.



17. Investigator Shelmidine purchased five products: 1) Salvia, 2) Lucky

Kratom Capsules, 3) Lucky Kratom Liquid Suspension, 4) Glide 150, and 5) nitrous

oxide. See Ex. I, Shelmidine Affidavit, 947, 63. Together with these products,

Investigator Shelmidine also purchased a diffuser, glass pipe, a cracker and a balloon

(discussed infra). See Ex. [, Shelmidine Aff. {47, 63.

18.  The first-listed five products constitute drugs because they are “articles

[other than food] intended to affect the structure or any function of the body of man or

animals.” New York Education Law § 6802.

VIOLATION OF AGRICULTURE AND MARKETS LAW § 194

19.  Agriculture and Markets Law Law (“Ag. & Mkts.”) § 194 proscribes false

labels on commodities sold, offered or exposed for sale, or any false description

respecting the number, quantity, weight, or measure. Commodities include non-

prescription drugs. Ag. & Mkts. Law § 191(1)(b)(4).

20. Respondent repeatedly sells mislabeled commodities in violation of Ag.

and Mkts. Law § 194, The following products are mislabeled because they fail to include

the name and address of the manufacturer, packer or distributor:

a.
b.

b.

C.
d.

Salvia. See Ex. I, Shelmidine Aff., at 42, Ex. E

Lucky Kratom Rx Capsules. See Ex. I, Shelmidine Aff., at 4 34,
Ex. B

Lucky Kratom Liquid Suspension. See Ex. I, Shelmidine Aff. at
37, Ex. C

Glide 150. See Exhibit I, Shelmidine Aff., at §27, Ex. A.
"NITRO whip". See Exhibit I, Shelmidine Aff., at 4 57, Ex. H.

21.  Inaddition, the label on the Glide 150 product fails to provide any

information about the product’s identity (common or usual name, description, generic



term) and consequently constitutes an additional infraction of the Ag. & Mkts. labeling
requirements.
VIOLATION OF EDUCATION LAW § 6815

22.  Education Law (“Educ. Law”) § 6815 proscribes misbranding of drugs. A
drug is misbranded if the label contains false or misleading informatién about the
product, fails to contain maﬁufacturer information, fails to conspicuously place required
information so that it is easily readable by ordinary individuals under customary
conditions and purchase of use, fails to bear adequate directions for use, lacks adequate
warnings against use in those pathological conditions or by children where its use may be
dangerous to health, lacks warnings against unsafe dosage or methods of use, imitates

| another drug or the trademark, label, container or identifying name or design of another

drug, or if the product is dangerous to health when used in the dosage, or with the
frequency or duration prescribed, recommended or suggested in the labeling. Educ. Law
§ 6815(2)(a)-(i).

23, Respondent has repeatedly sold misbranded drugs in violation of Educ.
Law § 6815.

24.  The salvia product 1s misbranded because it fails to bear a label containing
the name of and place of business of the manufacturer, packer or distributor. See Ex. I,
Sheimidine Aff, § 42 and Exhibit E. The salvia 1s also misbranded because the label is
misleading. Salvia is customarily smoked by the user to produce an intoxicating,
hallucinogenic effect. Respondent sold Investigator Shelmidine a dry piece (pipe) to use

with the salvia. See Exhibit I, Shelmidine Aff. 945 and Exhibit F. Finally, the salvia

label fails to identify potential health effects that may result from customary and usual



use of this drug. Side effects of salvia divinorum ingestion include loéing coordination,
dizziness, and slurred speech, with hallucinogenic effects similar to scheduled
hallucinogenic substances. See Ex. II, Lundborg-Gray Affidavit at 9 9, Ex. B. As
described by the respondent, the user may not remember their own name, may lose thev
ability to speak, and may not be able to tell the difference between what they hear and
what they think. See Ex. I, Shelmidine Aff. at § 20-21.

25.  The Lucky Kratom Rx Capsules are misbranded because the label fails to
disclose the name of and place of business of the manufacturer, packer or distributor. See
Ex. I, Shelmidine Aff., 9 33-34 and Exhibit B. In addition, the label and directions for
use are misleading. Lucky Kratom Rx Capsules are misbranded because the label does
not identify potential health effects from customary and usual use of this drug, which
may include anything from sedation or stimulant effects to psychosis, hallucinations,
delusion and confusion. See Ex. II, Dr. Lundborg-Gray Aff., § 10, and Exhib.it C,
annexed thereto.

26. The Lucky Kratom Liquid Suspension is similarly misbranded because
the label fails to disclose the place of business of the manufacturer, packer or distributor.
See Ex. I, Shelmidine Aff, § 35-37 and Exhibit C. In addition, the label and directions
for use are misleading. Lucky Kratom Liquid is misbranded because the label does not
nitify potential health etfects from customary and usual use of this drug, which may
include anything from sedation or stimulant effects to psychosis, hallucinations, delusion
and confusion. See Ex. II, Dr. Lundborg-Gray Aff., § 10, and Exhibit C, annexed thereto.

Finally, the label fails to identify the potential health effects that may result from

customary and usual use of this drug. Notably, the label states that the product is a



"Maximum Potency" "Botanical Extract Specimen" with "No Synthetic Ingredients"
belying its claim that the product is not meant for human consumption. See Ex. |,
Shelmidine Aft, § 37, and Exhibit C. The clerk further instructed Investigator
Shelmidine in dosing and how to "cook" the product in a diffuser in order to smoke the
substance. See Ex. I, Shelmidine Aff, 9 38-39, Exhibit C, D.

27.  The Glide 150 is misbranded because the label fails to disclose the name
of and place of business of the manufacturer, packer or distributor. 'S_ee_ Ex. I, Shelmidine
Aff. 99 25-27, Ex. A annexed thereto. In addition, the label and directions for use are
misleading. The label identifies the product as “Mindex” and states that the product is
“not intended for human consumption,” however this drug is customarily and usually
eaten by the user, and sold by Shining Star, to produce an intoxicating effect.
Respondent’s clerk explained that the effects from the product is feeling "really really
really good" for about 150 minutes. See Ex. I, Shelmidine Aff. at 9 24.

28. "NITRO whip" nitrous oxide chargers are misbranded because, other than
the brand name “NITRO whip,” the label fails to disclose an address for the
manufacturer, distributbr or packer. See Ex. [, Shelmidine Aff. § 56—57, and Exhibit H,
annexed thereto. Furthermore, the although the package contains the warning “Do not
inhale!" and "Danger to health,” the warnings appear on the side of the box with other
information regarding contents. Thus, the waining “misuse can be physically harmfui
and dangerous to your health” is not prominently and conspicuously placed and can be
easily overlooked. Furthermore, the warning fails to clearly and conspicuously disclose
that nitrous oxide can cause not' only health problems, but also accidents and death. See

Ex. II, Lundborg-Gray Aff., § 15, Exhibit G. Finally, the label also states that nitrous

10



oxide chargers may not be sold to persons under 18, when in New York State, whip
cream chargers can not be sold at retail without an exemption, and under no
circumstances may a whip cream charger be sold to a person under age 21.
VIOLATION OF PUBLIC HEALTH LAW § 3380

29.  Respondent has sold nitrous oxide to the public in violation of Public
Health Law § 3380.

30. Respondent has nitrous oxide chargers, “crackers” and balloons on display
at his establishment. See Ex. I, Shelmidine Aff., § 53-63. Inv. Shelmidine purchased a
box containing fifty "NITRO whip" chargers and advised Respondent that he also needed
a “cracker” and a balloon. A cracker is used to break the charger and a balloon is used to
capture the gas in order to inhale the drug. See Ex I, Shelmidine Aff., 99 59-61. Inv.
Shelmidine purchased a cracker and a balloon with the NITRO whip chargers.
-Respondent therefore had knowledge of Inv. Shelmidine’s intended use of the product,
and proceeded to provide him the nitrous oxide and delivery devices.

DECEPTIVE ACTS AND PRACTICES

31. Respondent repeatedly offers for sale and sells products for consumer use
that are, in fact, misbranded and mislabeled drugs. The products are marketed in
misleading packaging that fails fo disclose required information, including manufacturer
and distributor infoimation, product ingredients, and/or poiential health risk with
customary use. See Ex. I, Shelmidine Aff.

32.  Respondent repeatedly offers for sale and sells products for human
consumption even though the labeling contradicts that use. See Ex. I, Shelmidine Aff., ]

24-27.

11



33. Respondent deceptively markets and sells an illegal product as legal, e.g.

the retail sale of nitrous oxide to the public. See Ex. I, Shelmidine Aff., 4 53-63.
NEED FOR TEMPORARY RESTRAINING ORDER

34.  The evidence submitted by the Attorney General, including the Affidavit
of Senior Investigator Chad Shelmidine dated July 6, 2012, with Exhibits and the
Affidavit of Dr. Maja Lundborg-Gray, dated July 5, 2012, with exhibits, clearly
demonstrates that Respondents are fraudulently and illegally selling misbranded and
mislabeled designer drugs and that these drugs present serious harm to the public.

35. Without a temporary restraining order prohibiting Respondent from selling
misbranded and mislabeled drugs, there is a great likelihood t'hat Respondent will, in fact,
continue to sell these products and that these sales will result in irreparable injury to
individuals who consume these products.

36. On July 9, 2012, T will call Respondent to notify him that Petitioner will
be making this application for an Order to Show Cause with a temporary restraining order
on July 10, 2012 on or about 11:00 a.m. at the clerk's office of the Supreme Court,
Albany County.

37.  There has been no previous application for the relief requested herein.

38. Respondent continues to engage in deceptive, fraudulent and illegal acts set
forth in this affirmation and petition and unless enjoined, will continue to engage in those
acts. The Attorney General is bringing this action to force compliance with State labeling

and consumer protection laws. Transparency in the labeling and sale of these dangerous

12



products will permit the appropriate regulating authorities to deal with the products for what
they truly are: Drugs. With that transparency can be real debates as to the products’ safety,
risks, quality control, and until such time, these dangerous products must be removed from
the shelves.

WHEREFORE, it is respectfully requested that the relief requested in Petitiqner’s
Verified Petition be granted, together civil penalties and costs as set forth by statute, and
with such other and further relief as this Court deems just and proper.

Dated: Watertown, New York
July 6, 2012
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SUPREME COURT OF THE STATE OF NEW YORK
COUNTY OF ALBANY

PEOPLE OF THE STATE OF NEW YORK, by
ERIC T. SCHNEIDERMAN, Attorney General of the
State of New York,

Petitioner, AFFIDAVIT
Index No.:
-against-

DAN HEINS, :
d/b/a/ SHINING STAR ENTERPRISES,

Respondent.

STATE OF NEW YORK )
COUNTY OF JEFFERSON ) SS:

Chad Shelmidine, being duly sworn, deposes and says:

1. I am a Senior Investigator employed by the Office of New York State Attorney
General Eric T. Schneiderman. The facts set forth> in this affidavit are the results of
an undercover investigation I performed in the course of my job duties. All
statements are based upon my personal knowledge and investigation.

2. On May 22, 2012, I made two investigative visits to Shining Star Enterprises
(hereinafter Shining Star), a store located at 244 Lark Street, Albany, New York.

3. Shining Star is not a registered business entity with the County Clerk's Office for
Albany County, however it is an unincorporated business owned and operated by Dan
Heins.

4, The first visit on May 22, 2012, was at approximately 1100 hrs.

5. As I entered the store I observed only one store clerk, a male approximately 35 years

of age, approximately 5 feet 10 inches tall, and approximately 170 pounds.



10.

11.

The clerk was very animated and spoke very excitedly with no encouragement.
Although the store space was not large, it was very full of merchandise. AsI was

browsing, I observed numerous items marked “kratom” on display on a shelf behind

~ aglass display case.

I asked the clerk what kratom was. He said, "It has a pain relieving quality.” He
went on spontaneously to rapidly read a description of kratom from a card that was
hanging up in his shop. The description stated that kratom is used, “[b]oth
recreationally and for pain relief...for hundreds of years.” The clerk continued with
the description, stating that kratom contains many alka]oids, some of which act both
as a sexual enhancer and on the brain's opioid receptors, it is a stimulant in low doses,
effective within five to ten minutes, and lasts for several hours. The description
further said “The feeling is said to be happy, energetic, with a strong desire to be
active.”

He then stopped reading from the card, and said that in higher doses it acts like a
depressant, but won’t make you fall asleep.

I asked the clerk what the difference was between the various types of kratom he had
on display. The clerk said that kratom comes in many forms. He said he had pills,
powders, and liquids. The pills came in different quantities, and the liquid could even
"smoke it, if you want to...and people find smoking fun, and so that's one thing that's
kinda neat." The clerk went on to describe the different strengths and forms of the
kratom products available.

The Clerk told me that kratom does not taste very good, so many people use it in pill
form. He said that, “The tablets are different from the capsules. Tablets have a lot
more stuff in them, a lot more kratom, all squished in there, cohcentrated. But it’s

not going to get you off so to speak.” Another slower "release” kratom was described



12.

13.

14.

15.

le.

17.

as being best for "pain, if you're really dealin' with pain," : it will last 12 hours and it
will take care of the pain." He continued to discuss different packages of kratom,
some which were mixed with teas, some he didn't know how they worked. |

As the clerk was describing the different packages, he said, “Ah, don’t operate
vehicles when yoﬁ’re doing any of this stuff--any of this stuff--by the way.” He then
said about a kratom tablet to add to tea, “Ah, it doesn’t really tell you much...I think
its just adding a 'healthy aspect' by way of the green tea extract, um, but there must be
more to it than that ..."

I'asked the clerk how you used the kratom in powder form. He said [ could mix it
with a lot of different things to ingest it. He suggested putting it in tea, making
brownies with it, or making a smoothies with it.

The Clerk then reiterated that the taste of kratom was not good, and suggested
something sweet, like a smoothie, to hefp counteract the bad taste.

He then said he has a customer who eats a lot of kratom, and the customer told him
that "the ones that are extracted are not a good idea, and that you should use 1x."
“And regarding the inert material, he said [referencing h_is kratom customer], the inert
material is what makes the ert (sic) material not affect you in a negative way. Like
you only get the positive effects, like you know, people are not like getting addicted
to this, and not getting like all messed up from it.”

The customer said these inert materials are only found in the “1x” concentration.
According to the store clerk, the higher concentrations do not contain these inert
materials, and are therefore not as safe to use.

The clerk said, “It’s the inert materials that, he says, that sorta protects you.”




18.

19.

20.

21.

22.

23.

The clerk‘then discussed the other products he had for sale on the shelf, like the
"Vector" and "Sleepwalker" products, which were both "wakey and happy kinda
things."

He then went on to describe the salvia product he had for sale, “Now the salvia...is
rather...other worldly. I don’t really recommend it. I only give it to people who ask
for it. They have to beg and plead actually. No, ’m exaggerating...but um, ]
wouldn’t really want to suggest it. It's a very psychedelic experience, but it's not
exactly psychedelic experience like psychedelic LSD or something like that other
especially, ah that other stuff...Um, it's not quite so happy go lucky."

He said using salvia “You might forget your name,” “You can’t talk,” and “You can’t
tell the difference between what you hear and what you think.”

He said if you use it while watching television “You may think you’ve lost your
mind.”

He said salvia is good if you “[h]ave a lot of mind control in the first place” or
“explore a lot into meditation” you might "find it intriguing." "In that case, it could
be pleasureful." He explained that the salvia needed to be burned at very high
temperatures or it "wouldn't even work," and that is why they sell the torch lighter.
As the clerk worked through different products, he came upon Zaney Bar. The clerk
said it made you feel very "chill" and that although the package said to take only half
a tablet, you need to take all of them to make it "work." He then discussed a variety
of dosages for other products, one which "was like a legal form of Viagra", and some
of which were "too effective" "judging from the package."

He then went on to describe products named Glide (Ex. A) and Flight. "It's like 300-
minutes of feeling really really really really really really really really really really

really really really good...and then it just stops like *that* (snapping fingers)." The



25.

26.

27.

28.

29.

30.

31.

Glide product had a similar effect, but only for 150-minutes. "After 150-minutes,
BOOM, you're back." I told him I would take one ofﬁis Glide 150 (Ex. A).

The Glide was in a short cylindrical container and had a handglider depicted on the
top label. The top label also stated: "GLIDE 150", "Mindex", "1/2 Stregth", "SOLD
AS: 1 tablet 50 mg.," "ALL ABOARD," "FOR ADULTS ONLY!"

The bottom label of the Glide product had a smiley face surrounded by "NOT FOR
HUMAN CONSUMPTION" written three times. It also states, "WARNING!!
Always drink Lots of Water. Never use with alcohol, STRICTLY for SALE to
ADULTS 18 years & over. Do not operate a motor vehicle or machinery. We
promote moderation, safety & overall wellness. We oppose irresponsibility,
indulgence and excess."

There was no indication as to what type of substance was inside the container, nor
was there manufacturer information, directions, or specific warnings.

The clerk then promoted a pill called "Vector" to promote "very wakeful and happy
go lucky kind of feeling," "unbelievable bliss" for $11.89 for two pills, "pretty r
unbelievable for the, you know." He then reiterated the warning not to drive or
operate heavy machinery while using the product. He said it would make you more
talkative, more clever and humorous, "Or at least YOU'LL think you're more clever
and humorous!" |

He said he also has group discounts, so if [ wanted to buy enough Glide (Ex. A) to
pass around to “ten or t\;velve people” he could get me a better price.

I then asked ’to see one of the packages of Lucky Kratom, the "Rx" version (Ex. B)
that had five capsules. He said that was the “Entry level” potency.

He told me to take one capsule of the kratom (Ex. B), wait an hour, and then decide if

I want to take more or not.



32.

33.

34,

35.

36.

37.

He then appeared to get confused and said, "I’m not sure if it’s take two and then two
more or one then one more.” He then shrugged and said “I think it’s two.”

The Lucky Kratom capsules were labeled as follows on the front: "CHEMICAL FREE -
ADVANCED EXTRACTION METHODS", "FIVE CAPSULES", "LUCKY KRATOM
Maximum Potency," "Rx Strength KRATOM," "Natural," "USE WITH CAUTION:
Do not use while operating a motor vehicle, machinery, if you are pregnant or
nursing, or if you are taking any prescription or non-prescription medication or drugs.
Keep out of reach of children. This product has not been evaluated by the FDA & is
not intended to diagnose, treat or prevent any disease."

The rear label of the Lucky Kratom was clear plastic showing the 5-capsules. There
was a store sticker showing the price as $18.52. There were no instructions for use,
nor was there any information regarding the manufacturer of the Lucky Kratom
product.

I then asked to see a bottle of the liquid kratom (Ex. C). He said “Ah, the liquid
kratom! Very adventuresome!” and handed me the bottle. |

I told him I would buy it. I looked over the bottle and did not see any directions. [
asked “How long does this last usually? I mean, how much do you put on?” He
thought for a few seconds and said “Um, probably, maybe a tenth or fifteenth of the
bottle.”

The kratom liquid was in a small dark vial inside a plastic sleeve. The plastic sleeve
was stickered with the price ($44.44), a number (P-4052) and the words, "Lucky
Liquid." (Ex. C). The vial itsel-f had a label which stated as follows on the front
panel: "100% NATURAL", "LUCKY KRATOM", "MAXIMUM POTENCY",
"MAENG DA", "Pure Alkaloid Suspension", "225mg = 9 grams of liquid in each

bottle", "12ml". The rear panel stated: "MFG. By Nuevotanicals", "Botanical
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47.

Extract Specimen”, "ALL NATURAL XTRACT'N- Alcohol, Acetone & Petroleum
FREE", "NO SYNTHETIC INGREDIENTS". (Ex. C).

The clerk instructed that the user has to cook about a dime-sized portion of the
kratom liquid in an oil burner and obtained a diffuser (Ex. D) from under the counter.
He held the diffuser (Ex. D) and said, “These can also be used as a vaporizer.”

[ understand a vaporizer to be a device used to heat a substance without causing the
substance to combust. This allows the user to "smoke" a substance without inhaling
smoke and toxins.

I then told the clerk that I wanted to purchase a package of salvia (Ex. E).

I told the clerk which bag of saliva (Ex. E) I wanted. He responded “Oh, yes, that's
heartening! That is good. This is 1 x. This isn’t going to really get you crazy like
that.” He then went on that this was safer than the others, then muttered something to
himself before saying, "It will be fine, though...you have one of these lighters? Do |
you have a torch lighter at home?"

The salvia product was in a clear plastic baggy with a paper seal labeled, "SALVIA",
"$12.99", "RAW LEAF", "5 grams." There was no brand or manufacturer
information listed. (Ex. E)

I asked the clerk what he would recommend for a piece to use with the salvia.

A "piece" is slang terminology for a pipe smoking device.

The clerk recommended I get a pipe (Ex. F) to use exclusively for salvia (Ex. E), so
that I don’t mix different substances in the same pipe.

I picked a pipe out of a display case, and the clerk assured me that the pipe (Ex. F) I
picked would work with the leaf salvia I was purchased.

We then walked over to the cash register, and the clerk rang me up for the diffuser

(Ex. D), the glass pipe (Ex. F), the kratom liquid (Ex. C), the bag labeled as 5 grams
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of salvia (Ex. E), the Glide 150 (Ex. A), and the 5 capsules marked Lucky Kratom Rx
(Ex. B).

My total came to $133.47.

I paid with a credit card and was given a receipt (Ex. G).

[ left the store.

I returned to the store at approximately 1400 hours.

As I entered the store I recognized the same male clerk working that assisted me in
my earlier visit to the store.

The clerk asked what I was looking to purchase. I told him “nitrous.” He replied
“Ah! You have good timing. We just restocked on the nitrous.” He had three
varieties to choose from, 100 packs in the "Whip Its", 50-packs in the "Nitro", and
another variety of 24's which he had not opened yet.

Nitrous oxide chargers (Ex. H) are small metal canisters containing pure nitrous
oxide gas.

I told the clerk I would take a box of 50 chargers (Ex. H).

The "NITRO whip" was a box of 50-chargers. The boﬁ listed "IMPORTANT
INFORMATION" including in part, "Not for sale to anyone under 18 or anyone
suspect [sic] to misuse (21 in Ohio)", "Please use in accordance with manufacturers
instructions.”, "Do not inhale!", "Danger to health,” "Keep out of reach of children,"

"Only to be used with cream whippers."

~ There was no information regarding the identity of the manufacturer of "NITRO

whip" on the box.

I observed that a device known as a cracker (Ex. I) was also for sale, and on display

in the store.
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A cracker is a device used to "crack” the seal on nitrous oxide chargers (Ex. H) for
inhaling the N20 for a high. The cracker is commonly aluminum, brass or plastic and
simply accepts a N20 charger and pierces the seal, allowing the gas to escape in a
controlled fashion. A balloon (Ex. J) is attached to the cracker (Ex. I) to capture the
gas and allow it to absorb enough heat to be inhaled safely.

I also observed balloons (Ex. J) for sale, hanging near the nitrous oxide and crackers.
I told the clerk I wanted one of the balloons (Ex. J).

The clerk then apologized for the plastic cracker (Ex. I), and said it should be good
enough to get through one box of nitrous.

Based on my expérience, I know that many crackers are made of metal. Metal
crackers are more resilient and longer lasting than those made of plastic.

The clerk sold me a box of 50 metal chargers (Ex. H), a blue plastic cracker (Ex. I),
and a blue balloon (Ex. J).

My total came to $45.21.

I paid with a credit card and was given a second receipt (Ex. K).

| thénked the clerk for his help and exited the store. I later learned that the clerk was
in fact the owner of the location, Dan Heins.

The above purchase was recorded using a covert audio and video recording device.

Date: July 6, 2012 /) /LAD/ qu*e/’h/ozn»

Duly sworn to before me on

CHAD SHELMIDINE, SR. INVESTIGATOR

of July 2012

/ otgﬁ Foblic— N\ \__//

7
s
s
L/dz

Notary Public, State of New York
Peglstrat )) r 02NE5028585

DEANNA R. NELSON
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Shining
Star
Enterprises

244 Lark Street
Suite 1
Albany, NY 12210

1-20609
11:19:20am on 5/22/2012

1 SPCLTYCMPNTS-4'-THICK-OlL- $10.64*
DIFFUSER : OIL DIFFUSER #4H

1 2.5"-1/O-CLASS-HAND-PIPE : $13.86*
2.5" Inside Out Glass Hand Piece

1 LUCKY-UQUED-{SI-12~ML: Lucky  $44.44~

Liquid

1 UNCATEGORIZED-0: §12.99*

1  GUDE-159-50G-TABLET- §23.13*
MOOD-ENHANCER. Clide 150

1 LUCKYKRATOM-HERBAL- §118.52*
CAPSULES-5PK : Lucky Kratom
Capsule 5pk
Subtotal $123.58
Sales $9.89
Total $13347
Payment $133.47
Balance $0.00
Mastercard 5/22/2012 $133.47

Ref: 65529873
Approved Auth: 65413
Last 4 digits: 0102

Station: Starman
Tony G

+1-518-465-1177
sales@theshiningstar.net

No returns or exchanges unless explicitly
agreed upon and printed on this receipt. IN
CASE and ONLY in case of such an agreement,
we cannot do it without presenting the receipt

Signature

T OO

1-20609
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Shining
Star
Enterprises

244 Lark Street
Suite 1
" Albany, NY 12210

1-20624
2:12:15pmon 5/22/2012

1 NITROWHIP-PERSANALACC- $29.62*
(50PK): NITROWRIP S0PK

1 SKEYE-PLASTIC~-2PC-PRESS . $9.25%
PLASTICS SPORTS BALL INFLATOR

1 UNCATEGORIZED-0: $2.99*
Subtotal $41.86
Sales $3.35
Total . $45.21
Payment $45.21
Balance ' $0.00
Mastercard $/22/2012 $45.21

Ref: 65548963
Approved Auth: 16286
Last 4 digits: 0102

Station: Starman
Tony G

+1-518-465-1177
sales@theshiningstar.net

No returns or exchanges unless explicitly
agreed upon and printed on this receipt. IN
CASE and ONLY in case of such an agreement,
we cannot do it without presenting the receipt

Signature

LR O R

I-20624






In re the Investigation by ERIC T. SCHNEIDERMAN,

Attorney General of the State of New York, AFFIDAVIT
of the Sale of Unlabeled, Misbranded and

Misleadingly Labeled Designer Drugs.

STATE OF NEW YORK )
COUNTY OF JEFFERSON ) ss:

Maja Lundborg-Gray, M.D., FAAEM, FACEP, being duly sworn deposes and says as
follows:

1. [ am a physician licensed to practice medicine in the State of New York. I
am board certified in emergency medicine since 1999 (recertified in 2009), a Fellow of
the American Academy of Emergency Medicine, and a Fellow of the American College
of Emergency Physicians. I am the president of North Country Emergency Medicine
Consultants, P.C., and oversee the Emergency Department practice at Samaritan Medical
Center, Watertown, New York. (Annexed hereto as Ex. A is a copy of my professional
curriculum vitae.) Samaritan Medical Center’s Emergency Department evaluates over
50,000 patients per year. See Professional curriculum vitae annexed hereto. In addition
to these roles, I am the Emergency Medical Services Medical Director for Jefferson
County, a Medical Director for the Regional Emergency Medicine Advisory Committee
(REMAC) and I have directory oversight of an emergency first response company,
Guilfoyle Ambulance Service, Inc., as their Medical Director.

2. This affidavit is submitted in support of Attorney General Eric T.
Schneiderman’s investigation of unlabeled, misbranded and misleadingly labeled so-
called “designer drugs” sold from store shelves in New York State. Designer drugs are

intended to stimulate, sedate or cause hallucinations or euphoria when ingested or



inhaled. Designer drugs used to refer to synthetic marijuana and bath salts, but the field
of products is growing rapidly beyond these general categories. For example, products
such as salvia, kratom, fly agaric mushrooms, geranium extract, blue lotus, and other
“botanicals” are now readily available in retail outlets known as “head shops.”

3. Recently the medical profession has been combating the public health
challenge resulting from the use of these unlabeled; misbranded and misleadingly labeled
designer drugs sold by headshops and other vendors. They pose an unreasonable risk of
physical harm to the consuming public, and create an extremely dangerous situation both
to the consumer, as well as to first responders. Poison Control numbers in New York
State show a dramatic increase in calls related to all classes of these drugs over just the
last three years.

4. Generally, synthetic marijuana products consist of plant material that has
been laced with chemicals (synthetic cannabinoids) that mimic the ingredients in
marijuana, but without THC. These products are marketed toward young people as a
“legal” high and are consumed under the belief they are safe, legal and have no ill side
effects. However, users are unaware that these products may be coated with chemicals
that typically cause extreme anxiety, seizures, and convulsions when ingested. Further
addiction and severe withdrawal symptoms are other hazards which in some instances are
life-threatening.

5. “Bath salts” contain stimulant compounds that mimic the high of cocaine,
methamphetamines, and ecstasy, but are extremely dangerous to consume. Patients are
presenting with severe and sometimes deadly health effects from using these products,

commonly including agitation, tachycardia (rapid heartbeat), elevated blood pressure,



hallucinations, seizures, extreme paranoia, panic, vomiting, mood swings, intense
cravings to redose, and suicidal or homicidal thoughts. In extreme but increasingly
common circumstances, these patients are being diagnosed with end stage organ failure,
i.e. cardiac (heart), renal (kidney), liver failure which may lead to death and long term
disability.

6. Patients who have taken bath salts are also frequently violent and
assaultive on first presentation and present a definite danger, not only to the public, but to
first responders, police, and the Emergency Department staff who care for these patients.
These individuals often demonstrate extreme strength, with totally irrational behavior and
responses.

7. There is a completely new level of violence and unpredictability
associated with these patients. In some instances, hospital staff have been diverted from
helping other patients in order to assist in securing and stabilizing designer drug users.

8. As set forth above, the designer drug problem is not limited to synthetic
products. Increasingly, other street drug alternatives including “botanic” products such as
salvia, kratom, fly-agaric mushrooms, geranium extract, blue lotus and others are being
offered for a “legal high” or drug effect.

9. According to the U.S. Department of Justice Drug Enforcement
Administration, salvia divinorum is an herb in the mint family native to certain areas of
the Sierra Mazateca region of Aoxaca, Mexico. Salvia divinorum products are “abused
for their ability to evoke hallucinogenic effects, which, in general, are similar to those of
other scheduled hallucinogenic substances.” Salvinorin-A is believed to be the active

ingredient responsible for the hallucinogenic effects. Neither salvia divinorum nor



Salvinorin-A, have any approved medical uses in the United States. See Exhibit B. Side
effects also include losing coordination, dizziness and slurred speech. | have reviewed
the DEA fact sheet annexed hereto as Exhibit B, and agree with its statements on how
and why salvia divinorum products are abused, their side effects and their lack of any licit
medical use.

10.  According to the Drug Enforcement Agency, kratom is a tropical tree
native Southeast Asia. Like psychostimulant drugs, consumption of kratom leaves or
extracts produces both stimulant effects in low doses and sedative effects in high doses
and can lead to addiction. Several cases of psychosis resulting from use of kratom have
been reported, where individuals addicted to kratom exhibited psychotic symptoms,
including hallucinations, delusion, and confusion. Withdrawal effects include symptoms
of hostility, aggression, mood swings, runny nose, achy muscles and bones, and jerky
movement of the limbs. There is no legitimate medical use for kratom in the United
States. 1 have reviewed the DEA fact sheet annexed hereto as Exhibit C, and agree with
its statements on the effects of kratom, the possible psychosis that may result from
ingesting kratom, the withdrawal effects and its lack of any licit medical use.

11.  The Food and Drug Administration has identified fly agaric mushrooms
(amanita muscaria) as a poison, and I concur. As set forth by the FDA, fly agaric
mushrooms produce ibotenic acid and muscimol. Both substances produce the same
effects, but muscimol is approximately five times more potent than ibotenic acid.
Symptoms of poisoning generaliy occur within 1 to 2 hours after the mushrooms are
ingested. Abdominal discomfort may be present or absent initially, but the chief

symptoms are drowsiness and dizziness (sometimes accompanied by sleep), followed by



a period of hyperactivity, excitability, derangement of the senses, manic behavior, and
delirium. Periods of drowsiness may alternate with periods of excitement, but symptoms
generally fade within a few hours. According to the FDA report, fatalities rarely occur in
adults, but in children, accidentally consuming large quantities of these mushrooms may
result in convulsions, coma, or other neurologic problems for up to 12 hours. Ex. D.

12.  Itis my understanding that “geranium extract” is also appearing in
designer drug products. I understand it to be the common name for 1,3-
dimethylamylamine, a stimulant. DMAA is known to narrow the blood vessels and
arteries, which can elevate blood pressure and may lead to cardiovascular events ranging
from shortness of breath and tightening in the chest to heart attack. I understand that
there has been a warning letter issued by the FDA regarding the sale of this compound as
a “dietary supplement,” and I concur with the substance of that warning. Ex. E.

13.  Another “botanic,” blue lotus (nymphaea caerulea), contains
nuciferine, an alkaloid with a profile of action associated with dopamine receptor
blockade. It induces catalepsy, it inhibits spontaneous motor activity, conditioned
avoidance response, amphetamine toxicity and stereotypy. It also contains aporphine, one
of a class of quinoline alkaloids. Ex. F (S.K Bhattacharya, et al.,
"Psychopharmacological Studies on Nuciferine and its Hofman Degradation Product
Atherosperminine,” Psychopharmacology, v. 59, pp. 29-33 [1978]). The net of effect of
ingesting these chemicals would likély be significant sedation.

14. These and other synthetics and botanic “extracts,” can hide in designer

drugs and cause serious health effects in the users.



15.  Tam also concerned about the use of nitrous oxide by the public for the
purpose of inebriation and intoxication. According to a Nitrous Oxide Alert Bulletin
issued by the Massachusetts Department of Public Health, Bureau of Substance Abuse

Services, annexed hereto as Exhibit G,

The painkilling and numbing qualities of nitrous oxide begin to take effect
when the gas is at concentrations of 10 percent. At higher concentrations,
approaching 50%, a sense of well-being or euphoria is experienced. A
person experiencing the effects of nitrous oxide may:

e  Have slurred speech

L Have difficulty in maintaining his or her balance or walking

e  Be slow to respond to questions

e  Be immune to any stimulus such as pain, loud noise, and speech
o Lapse into unconsciousness (at higher concentrations)

If a person remains conscious and stops breathing the nitrous oxide,
recovery can occur within minutes. A person who is rendered unconscious
by nitrous oxide is likely to stop breathing within a few seconds as a result
of a depressed central nervous system--brain, brain stem, and spinal cord.
This depression is caused by a combination of the effects of nitrous oxide
and the lowered oxygen content that occurs as pure N20 displaces oxygen
from the lungs with each succeeding inhalation of the gas. The end result
is that the person can be asphyxiated. Death usually occurs when abusers,
in their attempt to achieve a higher state of euphoria, breathe pure N20O in
a confined space -- in a small room or an automobile, or by placing their
head inside a plastic bag. Tragedy can occur very quickly. Prolonged
exposure to high concentrations of N20O without supplemental oxygen, or
a series of inhalations (without breathing clean air between inhalations)
can result in death. This can happen in seconds. Since the narcotic effect
of a single breath of nitrous oxide is very brief (lasting for only seconds),
abusers tend to repeatedly inhale in order to stay “high,” increasing the
danger. With N20, there is no sensation of choking or gasping for air to
warn the abuser that asphyxiation is imminent. A person who loses
consciousness, and continues to inhale the pure gas, will die.

I agree with this Bulletin with respect to the effects of nitrous oxide and the
danger it poses to users.
16.  One problem remains consistent: No one knows for certain what the

ingredients are in the toxic compounds without extensive, specialized toxicological



testing. Further, this testing is currently “send out testing” for most hospitals and is not
available on the day of Emergency Department evaluation of the patient.

17.  Perhaps the most important information physicians and medical personnel
need when responding to a medical emergency is the identity of the drugs or substances
that were recently ingested by the patient. This information is critical in determining an
effective course of emergency treatment. In addition, this information is critically
important to the safety of first responders in order for them to judge the hazards of a
situation and is equally critically important to the medical and nursing staff in Emergency
Departments while they evaluate and stabilize patients intoxicated with these drugs.
Patients using these drugs put the community at large, police, first responders, hospital
staff and other Emergency Department patients and their families at true risk due to the
unknown effects of the intoxicants.

18.  Unlike many illegal “street” drugs which our patients can commonly
identify, victims of these designer drugs typically do not know the ingredients o.f the
products they have purchased and consumed. Furthermore, even if the product name is
known and disclosed, they are often labeled “not for human consumption” and provide no
information as to possible health effects.

19.  For many of the presenting patients, it is difficult to differentiate between
a true psychiatric episode and the effects of these new, undisclosed intoxicants. Although
many patients are treated and released, some experience severe outcomes, including
organ failure or death. Additionally, due to the long half lives of the drugs being

consumed, some patients are unknowingly being admitted to a psychiatric bed with a new



diagnosis of psychosis. The inability to pinpoint a toxin delays appropriate and necessary
medical treatment.

20.  The use of unidentified “designer drugs” continues to present challenges
and dangers to the public and taxes the resources and safety of police, first responders,

emergency personnel and the community at large.

Coe 26~/

Maja Lundborg-d@S M.D., FAAE% FACEP







Maja Lisa Lundborg-Gray, MD, FAAEM,
FACEP

30 Washington Street
Vatertown, NY 13601
315-786-4813

MLGRAY@SHSNY.COM

Board Status

Board Certified in Emergency Medicine, ABEM, 1999, recertified 2009
Fellow, ACEP; Fellow, AAEM

Professional Experiences

1999 — present

May 2002 — 2008

1998 - 1999

1989 — 1990

North Country Emergency Medicine Consultants, P.C., President

Own and operate a group of 12 plus physicians, 7 plus midlevel providers, and
administrative assistant. Our group is contracted to serve the Emergency
Department patients at Samaritan Medical Center evaluating over 50,000 patients
a year. Active participant in the Press Ganey initiative.

Chairperson, Samaritan Medical Center, Emergency Department.

Oversight of 45,000 plus ED visits a year during this period.
Development/implementation of Quality Assurance practices. Development of
Emergency Department Performance Improvement Plan which is updated yearly
and reported to the Board and the Medical Executive Committee. Emergency
Department liaison to virtually all hospital departments, to administration at
Samaritan Medical Center, to local and county EMS, to Fort Drum MEDDAC
division, and to local community interests (NYS Living Museum at Thompson
Park, Business Fair, etc).

Emergency Medicine Consultants, P.C., employee
Samaritan Medical Center, Watertown, NY

High School Teacher: Chemistry, Advanced Placement Chemistry.
Dorm mother to group of Junior and Senior women (25 women).
Field Hockey and Tennis coach.

Miss Porter’s School, Farmington, CT.



Education

1995 — 1998
1991 — 1995
1990 — 1991
1985 — 1989
Appointments
2001 - 2004

2004 — present

Activities/Interests

Committees/Boards

EMS

Allegheny University Hospital, Medical College of PA Division,
Philadelphia, PA. Emergency Medicine Resident.

New York Medical College, Valhalla, NY. Doctor of Medicine, June 1995.

New York Medical College, Valhalla, NY. Graduate school.
Trinity College, Hartford, CT. Bachelor of Science, Biochemistry, June 1989.

Adjunct Clinical Assistant Professor of Emergency Medicine
New York College of Osteopathic Medicine

Clinical Assistant Professor of Family Medicine

University of New England College of Osteopathic Medicine

Herring College Trust Board, Vice President, 2005 — 2007; Secretary 2008 —
present; member 2002 to present

Thompson Park Conservancy Board, 2007 to present

Medical Staff Peer Review Committee, 2011 to present

Physician Development Committee, 2011 to present

Medical Executive Committee, SMC, 2002 — 2008

Strategic Planning Oversight Committee, SMC, 2005

Bioterrorism Preparedness Steering Committee, Internal and External,
SMC, 2002 -2008

Medical Staff Peer Review Task Force, SMC, 2005

ICU/Special Care Unit Committee, 2003 — present

CPR Committee, SMC, 2003 — 2006

Transition Team Committee, SMC, 2003 — 2004

Credentialing Committee, SMC, 2000 — 2004

Pharmacy and Therapeutic Committee, SMC, 1999 — 2001

Education Committee, SMC, 1999 — 2001

REMAC Physician, 1999 — present, volunteer

Jefferson County EMS Medical Director, 2005 — present

Medical Director, Guilfoyle Ambulance, 2004 — present .
Medical Director, Evans Mills Ambulance, 2008 — present, volunteer
Medical Director, Watertown Fire Dept, 1999 — present, volunteer
Medical Director, Brownville Rescue Squad, 2004 — present, volunteer
Medical Director, Black River Ambulance Squad, 2000

Medical Director, Felts Mills Fire Dept, Public Access Defibrillation,
2012-present

Medical Director, Sackets Harbor Ambulance, 2009

Medical Director, Henderson Fire Dept,

Medical Director, Harrisville Rescue Squad,

Medical Director, Town of Watertown Ambulance Squad, 2007
Medical Director, Glen Park Volunteer Fire Dept BLSFR,

Medical Director, Northpole Fire Dept BLSFR,

Medical Director, Bernier and Carr, Public Access Debrillator, 2012-
present



Medic:  rector, EVAC Air Ambulance, 1999 01, volunteer
Medical Director, Mannsville Manor Rescue, 1999 — 2004, volunteer,
EMS squad no longer in existence

Medical Director, Ellisburg Rescue Squad, 2003 — 2005, volunteer
Interim Medical Director, Jefferson Community College Paramedic
Program, 2004 — 2005

SMC Emergency Department Projects
ED Consulting Project, Clinical Leader, 2012 to present,
Emergency Excellence

Emergency Department Performance Improvement Plan and Report.
Encompases collection/analysis/presentation of audit data (Audits —
Cardiac Arrest, Thrombolytic for Acute Myocardial Infarctions/CVA,
Trauma 1 and 2, HIV Postexposure Prophylaxis, Xray Discrepancies, ECG
Discrepancies, Left Without Being Seen/Left Against Medical Advice,
Suspected Domestic Abuse, Suspected Child Abuse, Length of Stay, Case
Reviews, 48 Hour Return analysis/Excell worksheet development/use,
Patient Complaints, NYPORT/DOH cases, Medical Record Compliance,
ete)

Development of and Update of SMC Emergency Department Mission
Statement and Core Values, summer 2005

Let’s Not Meet By Accident Program: one of several developers of this
program at SMC. Collaboration between NYS Police, SMC ED and staff,
SUNY Trauma Center, Guilfoyle Ambulance. Driver’s Education
students are shown in a 2 hour session the consequences of bad decision
making while behind the wheel. NYS Police and an ED physician discuss
the legal and medical consequences. The students rotate through the
morgue, organ donating session, ambulance bay. The session culminates in
observing and partaking in a Level 1 trauma simulation.

Development of Children and Fever Clinical Pathways, 2005.

Yearly Chairman review and update of Emergency Department polices.
Create new polices as needed — ex. Guidelines for Treatment of
Envenomations - NYS Living Museum at the Thompson Park.

Yearly Chairman review of HIV/Postexposure Prophylaxis for Sexual
Assault, Occupational/Nonoccupational Exposures with Infectious Disease
Specialist at SMC and SUNY

New York Medical College, Valhalla, NY
Student Senator, 1991 — 1995; Vice President, 1994 — 1995
Chairperson, Student Liaison Program for Clinical Years, 1993 — 1994
Chairperson, Alumni Student Phonathon, 1991 — 1993
Chairperson, Improve Student Life Committee, 1991 — 1992
Committee to form Policy for Student Harassment, 1992 —1993
Emergency Medicine Club, 1993 — 1995



Trinity College, Hartford, CT
Alumni Interviewer, 1989 — present
Chemistry Society, 1985 — 1989, Vice President 1988 - 1989
Biology Club, 1985 — 1989
Junior Varsity Field Hockey, 1985 — 1986

Publications
-Lundborg M, Heeren JK. Semi-microscale preparation on n-butyl bromide. Microscale
Newsletter, Bowdoin College, 1988.

Lundborg M, Wang J, Xu X, Ochoa M, Schustek M, Zeballos G, Hintze TH. Mechanism of
nitro-L-arginine induced hypertension in conscious dogs: reflexes, endothelin, and distributing
of blood flow. Am J Phys, submitted for publication.

Lundborg M, Wang J, Hintze TH. Mechanisms of nitro-L-arginine induced hypertension in
conscious dogs. The FASEB Journal, vol. 7, no. 4, February 1993: 4313A.

Hintze TH, Shen W, Wang J, Lundborg M. Role of EDRF/shear rate in the control of blood flow
during exercise. JACC, vol. 21, no. 2, February 1993: 432A.

Shen W, Lundborg M, Wang J, Xu X, Hintze TH. An endothelium-derived relaxing factor-
mediated mechanism buffers renal and splanchnic vasoconstriction during acute exercise in
conscious dogs. Circulation, vol. 88, no. 4, Part 2, October 1993: 2019A.

Shen W, Lundborg M, Wang J, Stewart J, Xu X, Ochoa M, Hintze TH. The role of EDRF in the
regulation of regional blood flow and vascular resistance at rest and during exercise in conscious
dogs. J of Appl Phys, vol. 77, no. 2, July 1994: 165 —172.

Awards
Emergency Medicine Physician of Excellence Award,
Jefferson County EMS, May 2000

Residency, 1998 Toxicology Award

New York Medical College, 1995
Walter Redisch MD Memorial Research Award
Bessie Morais MD Memorial Research Award
Parents Council Service Award
Cor et Manus Award

Educational Activities
1998 — present Active participant in medical education of osteopathic and allopathic
interns/residents/students rotating through SMC

1998 — 2004 New York Osteopathic Medicine, Faculty



2004 — present Univer.  of New England College of Osteopatl  /edicine, Clinical
Asst Professor of Family Medicine (Emergency Medicine)

March 1998 Chief Resident, Emergency Medicine Residency Program
1997 — 2000 ACLS Instructor
1995 — 1998 Clinical Instructor, Clinical Skills Course, Allegheny University School of

Medicine, Philadelphia, PA

1995 — 1998 Volunteer, Doctor-Lawyer Drug Abuse Prevention Project, elementary
school, Philadelphia, PA

1989 — 1990 High School Teacher (Chemistry, AP Chemistry) and Coach, Miss
Porter’s School, Farmington, CT

1988 — 1989 Teaching Assistant: Physical Chemistry, Physical Biochemistry, Organic
Chemistry I and II, Trinity College, Hartford, CT

Professional Organizations
American Academy of Emergency Medicine, 1994 — present
American College of Emergency Physicians, 1994 — present

References Upon Request







Drug Enforcement Administration
Office of Diversion Control

Drug & Chemical Evaluation Section
Washington, D.C. 20537

SALVIA DIVINORUM AND SALVINORIN A
(Street Names: Maria Pastora, Sage of the Seers,
Diviner's Sage, Salvia, Sally-D, Magic Mint)

Introduction:

Salvia divinorum is a perennial herb in the mint family
native to certain areas of the Sierra Mazateca region of
Oaxaca, Mexico. The plant, which can grow to over three
feetin height, has large green leaves, hollow square stems
and white flowers with purple calyces, can also be grown
successfully outside of this region. Salvia divinorum has
been used by the Mazatec Indians for its ritual divination
and healing. The active constituent of Salvia divinorum has
been identified as salvinorin A. Currently, neither Salvia
divinorum nor any of its constituents, including salvinorin A,
are controlled under the federal Controiled Substances Act
(CSA).

Licit Uses:
Neither Salvia divinorum nor its active constituent
salvinorin A has an approved medical use in the U.S.

Chemistry and Pharmacoiogy:
Salvinorin A, also called Divinorin A, is believed to be

the ingredient responsible for the hallucinogenic effects of
Salvia divinorum. Chemically, it is a neoclerodane
diterpene found primarily in the leaves, and to a lesser
extent in the stems. Although several other substances
have been isolated from the plant, none have been shown
to be psychoactive.

in the U.S., plant material is typically either chewed or
smoked. When chewed, the leaf mass and juice are
maintained within the cheek area with absorption occurring
across the lining of the oral mucosa (buccal). Effects first
appear within 5 to 10 minutes. Dried leaves, as well as
extract-enhanced leaves purported to be enriched with
salvinorin A, are also smoked. Smoking pure salvinorin A,
at a dose of 200-500 micrograms, results in effects within
30 seconds and lasts about 30 minutes.

Alimited number of studies have reported the effects of
using either plant material or salvinorin A. Psychic effects
include perceptions of bright lights, vivid colors and shapes,
as well as body movements and body or object distortions.

Other effects include dysphoria, uncontrolled laughter, a
sense of loss of body, overlapping realities, and
hallucinations (seeing objects that are not present).
Adverse physical effects may include incoordination,
dizziness, and siurred speech.

Scientific studies show that salvinerin A is a potent and
selective kappa opioid receptor agonist. Other drugs that
act at the kappa opioild receptor also produce
hallucinogenic effects and dysphoria similar to that
produced by salvinorin A. Salvinorin A does not activate
the serotonin 2A receptor, which mediates the effects of
other schedule | hallucinogens.
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Salvinorin A and Salvia divinorum products are abused
for their ability to evoke hallucinogenic effects, which, in
general, are similar to those of other scheduled
hallucinogenic substances.

User Population:

According to a National Survey on Drug Use and
Health Report published by SAMHSA in February 2008, it
is estimated that 1.8 million persons aged 12 or older used
Salvia divinorum in their lifetime, a approximately 750,000
did so in the past year. Use was more common among
young adults (18 to 25 years old) as opposed to older
adults (>26 years of age). Young adults were 3 times more
likely than youths aged 12 to 17 to have used Salvia
divinorum in the past year. Use is more common in males
than females.

Illicit Distribution:

Salvia divinorum is grown domestically and imported
from Mexico and Central and South America. The Internet
is used for the promotion and distribution of Salvia
divinorum. \tis sold as seeds, plant cuttings, whole plants,
fresh and dried leaves, extract-enhanced leaves of variocus
strengths (e.g., 5x, 10x, 20x, 30x), and liquid extracts
purported to contain salvinorin A. These products are also
sold at local shops (e.g., head shops and tobacco shops).

Control Status:

Salvia divinorum and salvinorin A are not currently
controlled under the CSA. However, a number of states
have placed controls on Salvia divinorum and/or salvinorin
A. As of November 2008, thireen states have enacted
legislation placing regulatory controls on Salvia divinorum
and/or salvinorin A. Delaware, Florida, lllinois, Kansas,
Mississippi, Missouri, North Dakota, Oklahoma, and
Virginia have placed Salvia divinorum and/or salvinorin A
into schedule | of state law. California, Louisiana, Maine
and Tennessee enacted other forms of legislation
restricting the distribution of the plant. States in which
legislative bills proposing regulatory controls died are
Alabama, Alaska, Hawaii, Indiana, lowa, Minnesota,
Nebraska, Oregon, South Carolina, and Utah. Legislative
bills proposing regulatory controls are pending in Michigan,
New Jersey, New York, Ohio, Pennsylvania, Texas and
Wisconsin.

Salvinorin A and/or Salvia divinorum have been placed
under regulatory controls in Australia, Belgium, Denmark,
Estonia, Finland, ltaly, Japan, Spain, and Sweden.

Comments and additional information are welcomed by the Drug
and Chemical Evaluation Section, FAX 202-353-1263 or
telephone 202-307-7183.







Drug Fact Sheet

Kratom

Overview

Kratom is a tropical tree native to Thailand, Malaysia, Burma, and other areas of Southeast Asia. Consumption of its
leaves produces both stimulant effects (in low doses) and sedative effects (in high doses) and can lead to addiction.

The leaves from Kratom trees are widely available on the internet and sold as crushed leaves that can be smoked or
steeped for tea and as gel caps.

Street names

Thang, Kakuam, Thom, Ketum, Biak

Looks like

The kratom tree can reach heights of 50 feet with a spread of more than 15 feet. Forms available through the Internet
include leaves (whole or crushed), powder, extract, encapsulated powder, and resin “pies,” {pellets made from reduced
extract).

Methods of abuse

Kratom is mainly abused orally as a tea. Chewing kratom leaves is another method of abuse.

Affect on mind

At low doses, kratom produces stimuiant effects with users reporting increased alertness, physical energy,
talkativeness, and sociable behavior. At high doses, users experience sedative effects. Effects occur within 5to 10
minutes of ingestion and last for 2 to 5 hours. Kratom consumption can lead to addiction. Several cases of psychosis
resulting from use of kratom have been reported, where individuals addicted 1o kratom exhibited psychotic symptoms,
including haliucinations, delusion, and confusion. Withdrawal effects include symptoms of hostility, aggression, mood
swings, runny nose, achy muscles and bones, and jerky movement of the limbs

Affect on body

Kratom's effects on the body include nausea, itching, sweating, dry mouth, constipation, increased urination, and loss
of appetite. Long-term users of kratom have experienced anorexia, weight loss, insomnia, skin darkening, dry mouth,
frequent urination, and constipation.

Drugs causing similar effects

The dominant effects of kratom are similar to those of psychostimulant drugs.

Overdose effects

Kratom has been abused as a recreational drug arcund the world. In low doses, Kratom works as a stimulant and in
high doses as a sedative. In low doses (10 grams) kratom induces mild euphoria and reduces fatigue, and generally
does not interfere with ordinary activities. With strong doses (20-50 grams) the effects are said to be profoundly
euphoric and immensely pleasurable. ’

Legal status in the United States

Kratom is not controlled under the Controlled Substances Act. There is no legitimate medical use for Kratom in the
United States. However, it is marketed on the internet as “alternative medicine” for use as a pain killer, medicine for
diarrhea, and other ailments and for the treatment of opiate addiction. Kratom is legal in the United States but is on the
DEA list of Drugs and Chemicals of Concern.

Common places of origin

The kratom tree grows in areas of Southeast Asia, but various forms of kratom are widely available on the Internet.

Drug Enforcement Administration « For more information, visit www.dea.gov
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Bad Bug Book

Handbook of Foodborne Pathogenic Microorganisms and
Natural Toxins

Introduction

Food safety is a complex issue that has an impact on all segments of society, from the general
public to government, industry, and academia. The second edition of the Bad Bug Book,
published by the Center for Food Safety and Applied Nutrition, of the Food and Drug
Administration (FDA), U.S. Department of Health and Human Services, provides current
information about the major known agents that cause foodborne illness. The information
provided in this handbook is abbreviated and general in nature, and is intended for practical use.
It is not intended to be a comprehensive scientific or clinical reference.

Under the laws administered by FDA, a food is adulterated if it contains (1) a poisonous or
otherwise harmful substance that is not an inherent natural constituent of the food itself, in an
amount that poses a reasonable possibility of injury to health, or (2) a substance that is an
inherent natural constituent of the food itself; is not the result of environmental, agricultural,
industrial, or other contamination; and is present in an amount that ordinarily renders the food
injurious to health. The first includes, for example, a toxin produced by a fungus that has
contaminated a food, or a pathogenic bacterium or virus, if the amount present in the food may
be injurious to health. An example of the second is the tetrodotoxin that occurs naturally in some
organs of some types of pufferfish and that ordinarily will make the fish injurious to health. In
either case, foods adulterated with these agents are prohibited from being introduced, or offered
for introduction, into interstate commerce.

Our scientific understanding of pathogenic microorganisms and their toxins is continually
advancing. When scientific evidence shows that a particular microorganism or its toxins can
cause foodborne illness, the FDA may consider that microorganism to be capable of causing a
food to be adulterated. Our knowledge may advance so rapidly that, in some cases, an organism
found to be capable of adulterating food might not yet be listed in this handbook. In those
situations, the FDA still can take regulatory action against the adulterated food.

The agents described in this book range from live pathogenic organisms, such as bacteria,
protozoa, worms, and fungi, to non-living entities, such as viruses, prions, and natural toxins.
Included in the chapters are descriptions of the agents’ characteristics, habitats and food sources,
infective doses, and general disease symptoms and complications. Also included are examples of
outbreaks, if applicable; the frequency with which the agent causes illness in the U.S.; and
susceptible populations. In addition, the chapters contain brief overviews of the analytical
methods used to detect, isolate, and/or identify the pathogens or toxins.
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However, while some general survival and inactivation characteristics are included, it is beyond
the scope of this book to provide data, such as D and z values, that are used to establish
processes for the elimination of pathogenic bacteria and fungi in foods. One reason is that
inactivation parameters for a given organism may vary somewhat, depending on a number of
factors at the time of measurement. For more information on this topic, readers may wish to
consult other resources. One example is the International Commission on Microbiological
Specifications for Foods, the source of a comprehensive book (Microorganisms in Foods 5.
Characteristics of Microbial Pathogens) on the heat resistance (D and z values) of foodborne
pathogens in various food matrices, as well as data on survival and growth in many foods,
including data on water activity and pH.

The Bad Bug Book chapters about pathogenic bacteria are divided into two main groups, based
on the structure of the microbes’ cell wall: Gram negative and Gram positive. A few new
chapters have been added, reflecting increased interest in certain microorganisms as foodborne
pathogens or as potential sources of toxins.

Another new feature is the brief section for consumers that appears in each chapter and is set
apart from the main text. These sections provide highlights of information, about the microbe or
toxin, that will be of interest to consumers, as well as information and links regarding safe food-
handling practices. A glossary for consumers is included at the end of the book, separately from
the technical glossary.

Various chapters link readers to Federal agencies with an interest in food safety, including the
FDA, the Centers for Disease Control and Prevention (CDC), and the U.S. Department of
Agriculture Food Safety Inspection Service. These are the primary agencies that collaborate to
investigate outbreaks of foodborne illness, prevent foodborne illness, and advance the field of
food safety, to protect the public’s health. In addition, some technical terms have been linked to
the National Library of Medicine’s Entrez glossary.

Links to recent articles from the CDC’s Morbidity and Mortality Weekly Reports are provided in
selected chapters, to provide readers with current information about outbreaks or incidents of
foodborne disease. At the end of selected chapters about pathogenic microorganisms, hypertext
links are included to relevant Entrez abstracts and GenBank genetic loci.
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Introduction for Consumers: A Snapshot

Each chapter in this book is about a pathogen — a bacterium, virus, or parasite — or a natural toxin
that can contaminate food and cause illness. The book was prepared by the Food and Drug
Administration (FDA) and contains scientific and technical information about the major
pathogens that cause these kinds of illnesses. A separate “consumer box” in each chapter
provides non-technical information, in everyday language. The boxes describe plainly what can
make you sick and, more important, how to prevent it.

Most foodborne ilinesses, while unpleasant, go away by themselves and don’t have lasting
effects. But you’ll read about some pathogens that can be more serious, have long-lasting
effects, or cause death. To put these pathogens in perspective, think about how many different
foods and how many times you eat each day, all year, without getting sick from the food. The
FDA and other Federal agencies work together and with the food industry to. make the U.S. food
supply one of the safest in the world.

You also play a part in the safety of what you eat. When you read the consumer boxes, you’ll
see that different pathogens can be risky in different ways, and that a safety step that’s effective
against one might not be as effective against another. So what should you do? The answer is to
follow some simple steps that, together, lower the risk from most pathogens.

Washing your hands before and after handling food, and in between handling different foods, is
one of the most important steps you can take. Do the same with equipment, utensils, and
countertops.

Wash raw fruits and vegetables under running water. These nutritious foods usually are safe, as
you probably know from the many times you’ve eaten them, but wash them just in case they’ve
somehow become contaminated. For the most part, the less of a pathogen on a food — if any —
the less chance that it can make you sick.

Cooking food to proper temperatures kills most bacteria, including Salmonella, Listeria, and the
kinds of E. coli that cause illness, and parasites.

Keep any pathogens that could be on raw, unwashed foods from spreading by keeping raw and
cooked foods separate. Keep them in different containers, and don’t use the same equipment on
them, unless the equipment is washed properly in between. Treat countertops the same way.

Refrigerate food at 40°F as soon as possible after it’s cooked. Remember, the less of a pathogen
there is in a food, the less chance that it can make you sick. Proper refrigeration keeps most
types of bacteria from growing to numbers that can cause illness (although if a food already has
high numbers of bacteria when it’s put in the refrigerator, it could still cause illness).

Here are a few examples of why following all of these steps is important. Some types of bacteria
form spores that aren’t killed by cooking. Spores are a survival mode in which those bacteria
make an inactive form that can live without nutrition and that develops very tough protection
against the outside world. After cooking, the spores may change and grow into bacteria, when
the food cools down. If any bacteria were present, refrigerating food quickly after cooking
would help keep them from growing. On the other hand, cooking does kill most harmful
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bacteria. Cooking is especially important when a pathogen is hard to wash off of a particular
kind of food, or if a bacterium can grow at refrigerator temperatures, as is true of Listeria
monocytogenes and Yersinia enterocolitica.

As you read about the differences among the pathogens, remember that there’s a common theme:
following all of the safety steps above can help protect you. The exceptions are toxins, such as
the poisons in some mushrooms and a few kinds of fish and shellfish. Cooking, freezing, and
washing won’t necessarily destroy toxins. Avoiding them is your best protection, as you’ll see
when you read the chapters.
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Table 1. Symptomatic diagnoses of mushroom poisonings

Onset Rapid (15 minutes to 2 hours after ingestion)

Symptoms

Nausea and abdominal
discomfort, sometimes with
diarrhea and vomiting

Profuse, prolonged sweating,
tearing (lacrimation), salivation
beginning 15-30 min after
ingestion

Inebriation or hallucinations
without drowsiness or sleep

Delirium with sleepiness or
coma developing within | or 2h
after ingestion

Symptoms
Persistent and violent vomiting,
abdominal pain, profuse,

watery diarrhea beginning
around 12 h after ingestion

Feeling of abdominal fullness
and severe headache about 6 h
after ingestion, vomiting, no
diarrhea

Cause

- Unknown toxins from
! numerous genera

Muscarine from

Clitocybe or Inocybe spp.

Psilocybin from
Psilocybe, Paneolus,
Gymnopilus, Conocybe,

- or Pluteus spp.

" Ibotenic acid/muscimol
¢ from Amanita muscaria
© or A. pantherina

Cause

alpha-, beta-, and gamma-

amanitins from Amanita
phalloides and its
relatives; Galerina
autumnalis and its
relatives; or Lepiota
Jjosserandii and its

relatives

. Gyromitrin and related

~ hydrazines from

- Gyromitra esculenta and
~its relatives

200

Prognosis

Generally, rapid and complete
. recovery; serious cases may
~last 2 to 3 days and require

fluid replacement

Generally, complete recovery

- within approximately 2 h

- Generally, complete and

spontaneous recovery within

© 5-10 h; may take up to 24 h,
with large doses

- Generally, alternating periods
. of drowsiness and excitement
. for several h, followed by

~ total recovery

Onset Delayed (6 hours to 3 days after ingestion)

Prognosis

Generally, apparent recovery
a few hours after onset of
symptoms, followed by a
symptom-tree period of 3 to 5
days, which precedes a
period of jrundice, loss of
strength, coma, and, o¥ten,
death

- Generally, complete recovery

within 2 to 6 days; may

~ require correction of

- metabolic acidosis; sume
Cdeaths have occurred, due 15
liver failure
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symptoms may be followed by abdominal pain, severe nausea, diarrhea, blurred vision,
and labored breathing. Intoxication generally subsides within 2 hours.

Deaths are rare, but may result from cardiac or respiratory failure, in severe cases.

Ibotenic Acid/Muscimol Poisoning: CDC/MMWR, NIH/PubMed, Agricola

The Fly Agaric (Amanita muscaria) and Panthercap (Amanita pantherina) mushrooms
both produce ibotenic acid and muscimol. Both substances produce the same effects, but
muscimol is app