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Senator Michael F.Q. San Nicolas

Chairman - Committee on Aviation, Ground Transportation,
Regulatory Concerns and Future Generations
i Mina’trentai Dos Na Liheslaturan Guahan | 3204 Guam Legislature

May 5, 2014

The Honorable Judith T. Won Pat, Ed.D.
Speaker

I Mina Trentai Dos na Likeslaturan Gudhan
I55 Hesler Place

Hagatna, Guam 96910

VIA: The Honorable Rory J. Respicw '
Chatrman ;

Committee on Rules, Federal, Foreign & Micronesian Affairs,
Human & Natural Resources, and Election Reform

RE: Committee Report on Bill No. 264-32 (COR)
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Dear Speaker Won Pat,

Hdfa adai! Transmitted herewith is the Committee Report on Bill No. 264-32 (COR) — “AN ACT RELATIVE TO
PROHIBITING THE SALE OR DISTRIBUTION OF ELECTRONIC CIGARETTES TO MINORS, BY ADDING A
NEW § 6101(1) TO ARTICLE I, AND AMENDING § 6400 OF ARTICLE 4, CHAPTER 6, TITLE 11 GUAM
CODE ANNOTATED.”

Committee votes are as follows:

78 ,,,,, _ T DO PASS

TONOT PASS

I TO REPORT OUT ONLY
TO ABSTAIN

,,,,,, - TO PLACE IN INACTIVE FILE

Respectfully,

K__“

MICHAEIYF.Q. SAN NICDLAS

155 Hesler Place Suite 203, Hagaltiia, Guam 96910
(671) 472 - 6453 | senatorsannicolas@gmail com | www.senatorsannicolas.com
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COMMITTEE REPORT

Bill No. 264-32 (COR),

Introduced by Dennis G. Rodriguez, Jr., Brant T.
McCreadie, Thomas C. Ada, Rory J. Respicio, Tina Rose
Muna Barnes, V. Anthony Ada, Tommy Morrison, and
Christopher M. Duenas

“AN ACT RELATIVE TO PROHIBITING THE SALE OR
DISTRIBUTION OF ELECTRONIC CIGARETTES TO
MINORS, BY ADDING A NEW § 6101(1) TO ARTICLE
1, AND AMENDING § 6400 OF ARTICLE 4, CHAPTER
6, TITLE 11 GUAM CODE ANNOTATED.”
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Senator Michael F.Q. San Nicolas

Chairman - Committee on Aviation, Ground Transportation,
Regulatory Concerns and Future Generations
I Mina'trentai Dos Na Liheslaturan Gughan | 32% Guam Legislature

May 5, 2014

MEMORANDUM

TO: All Members
Committee on Aviation, Ground Transportation,
Regulatory Concerns and Future Generations

RE: Committee Report on Bill No. 264-32 (COR)

Hife adei! Transmitted herewith for your consideration is the Commitiee Report on Bill No. 264-32 (COR) ~ “AN
ACT RELATIVE TO PROHIBITING THE SALE OR DISTRIBUTION OF ELECTRONIC CIGARETTES TO
MINORS, BY ADDING A NEW § 6101{1) TO ARTICLE |, AND AMENDING § 6400 OF ARTICLE 4,
CHAPTER 6, TITLE 11 GUAM CODE ANNOTATED.”

This report includes the following:

Committee Voting Sheet

Report Digest

Copy of Bill No. 264-32 (COR)

Public Hearing Sign-in Sheet

Copy of COR Retferral of Bill No. 264-32 (COR)
Notices of Public Hearing

Copy of the Public Hearing Agenda

Public Testimony

Supplemental Documents
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Please take the appropriate action on the attached voting sheet. Your attention to this matter is greatly appreciated.
Sheuld you have any questions or concerns, please do not hesitate to contact my office.

Respectfully, :

MICHAEIM.Q. SAN NICOLAS

155 Hesler Place Suite 203, Hagdtina, Guam 96910
(671) 472 - 6453 | senatorsannicolas@gmail.com | www .senatorsannicolas.com
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COMMITTEE VOTING SHEET

Bill No. 264-32 (COR) - “AN ACT RELATIVE TO PROHIBITING THE SALE OR
DISTRIBUTION OF ELECTRONIC CIGARETTES TO MINORS, BY ADDING A NEW § 6101(1)
TO ARTICLE 1, AND AMENDING § 6400 OF ARTICLE 4, CHAPTER 6, TITLE 11 GUAM CODE
ANNOTATED.”
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Senator Michael F.QQ. San Nicolas

Chairman - Committee on Aviation, Ground Transportation,
Regulatory Concerns and Future Generations
P Minatrentai Dos Na Liheslaburan Gudhan | 3204 Guam Legislature

COMMITTEE REPORT DIGEST

I. OVERVIEW

Bill No. 264-32 (COR) was introduced on January 17, 2014 by Senators Dennis G. Rodriguez, Jr., Brant T. McCreadie.
Thomas C. Ada, Rory I. Respicio, Tina R. Muna Barnes, V. Anthony Ada, Tommy Morrison, and Chris M. Duenas. The
bill was subsequently referred by the Committee on Rules to the Committee on Aviation, Ground Transportation,
Regulatory Concerns, and Future Generations on January 17, 2014,

The Committee on Aviation, Ground Transportation, Regulatory Concerns and Future Generations convened a public
hearing on March 12, 2014 at 9:31 a.m, in [ Likeslatura’s Public Hearing Room. Among the items on the hearing agenda
was Bill 264.32 (COR). The hearing was adjourned at 10:15 am.

Public Notice Requirements
Public Hearing notices were disseminated via electronic mail to alf senators and all main media broadcasting outlets on
March 5, 2014, and again on March 10, 2014. Notice was also posted on [ Liheslatura’s website beginning on March 5,

2014.

Senators Present

Senator Michae] F.Q. San Nicolas, Chairman
Senator Thomas C. Ada, Vice Chairman
Senator V. Anthony Ada, Committee Member
Senator Dennis G. Rodriguez, Jr.

Senator Frank B. Aguoen, Jr.

Senator Brant T. McCreadie

Senator Tommy Mormison

Senator Chris Duenas

Oral Testimony

Ken Leon Guerrero

Chuck Tanner, Guam Comprehensive Cancer Control

James Gillan, Director, Department of Public Health and Social Services
Peter Cruz, Non-Communicable Disease Consortium Tobacce Control Team
Dr. Thomas Shich

Beverly Encamacion

Evan Diras

Written Testimony

Dr. Felix Cabrera

By, Thomas Shich

Dr. Annette M. David, Health Partners, L1LC

Dr. John Ray Taitano, Guam Medical Society

Cerina Mariano and Renata Bordallo, Guam Comprehensive Cancer Control
James Gillan, Director, Department of Public Health and Social Services
Peter Crur, Non-Communticable Disease Consortium Tobacco Control Team
American Cancer Soctety, Cancer Action Network

Ken Leon Guerrero

155 Hesler Place Suite 203, Hagatita, Guam 96910
{671} 472 ~ 6453 | senatorsannicolas@gmail.com | www senatorsannicolas.com



1. TESTIMONY & DISCUSSION

Chairman Michael San Nicolas: We will now begin public testimony on Bill 264-32, 1 would like to
give the primary sponsor of the bill Senator Rodriguez an opportunity to make his opening statement.

Senator Dennis Rodriguez: Good morning and thank you very much, Mr. Chair. Thank you all {for being
here. This tegislation, Bitl 264-32, is an act relative to prohibiting the setl or distribution of electronic
cigareties fo minors. As we all know, these electronic cigarettes, commonly known as e-cigarettes, are
really unregulated bere on our island. In federal law, there are few regulations currently in the books
regarding e-cigarettes. The FDA is working on their regutations and their position paper as well. There
are many studies that are out there, but none have really gotten to a state where it has been adopted by the
FDXA. There is some language that has been prolfered by the FDA, and | will leave that up to the health
professionals to share that with us this morning. However, when there are 2 lot of unknowns especialty
when it deals with the health of minors, for me and the co-sponsors of this legistation, it is better to gear
on the side of caution to be able to protect our minors. What this bill does is essentially prohibit the sell
and distribution of e-cigareties to minors. It was meant as | worked with the stakeholders the NCB, the
American Cancer Society, Public Health, Guam Fire Departiment, and many other stakeholders, we
agreed that this would be the first of a lot of other discussions of e-cigarettes. We know now that on the
plane, not only are tobaceo simeking prohibited but e-cigarettes as well are prohibited on the plane. We
know that a lot of studies and we have to wait and see where they stand, however, when it comes to the
protection of minors this is the way we like to go and to ensure that we will protect them. Thank vou very
much, Mr. Chair.

Chairman San Nicolas: Thank vou Senator Rodriguez. Also, to acknowledge my fellow senators who
have joined us are Senators Chris Duenas, Tommy Morrison, and Tony Ada. We do have indicated
testimony in favor from 3 individuals. I do have one individual who indicated oral testimony, Peter Cruz,
but didn’t indicate in lavor or against. Is Peter Cruz here? Okay, | have five in favor and two not in favor,
Let’s go ahead and have the ones in favor take the table first if we may.  have Ken Leon Guerrero, Chuck
Tanner, James Gillan, and Peter Cruz. I'm sorry only four. Thank you for joining us this morning. ! have
first on the list Mr. Ken Leon Guerrero if you can state your name first for the record.

Ken Leon Guerrero: My name is Ken Leon Guerregro. 1 am here (o testify in favor of Bill 264, I agree in
principle with the hill but 1 think it doesnt’t go far enough to protect the children of Guam. | am here to
testify that there is a sense of urgency about this bill, and we need to recognize e-cigarettes for what they
are, They're cigarettes. 1 bave submitied written testimony so P11 just sum up the 20 pages so that we
don’t take up too much of the committec’s time on this. I have seen a lot of anecdotal evidence that backs
up an assertion by the CDC which did a research study and said 90% of smokers were smoking before
they reached age 18. We have gone a long way to improve that here on Guam over the past decades as we
have enacted smoking regulations. We have seen the changes in our commumnity that benefited from those
regulations. But what I'm seeing now is with these e-cigarettes, they’re making a comeback. Because in
offices where people are not allowed to smoke, you see people smoking e-cigarettes. | have even seen
people at GPO sitting there in the walkway smoking e-cigarettes. But particularly, the thing that concerns
me most is the children. Children are going to live forever so they don™ worry about things like that. It is
incumbent upon us to take advantage of the lessons we learned when we were younger and for those of
vou who were smoking, How many people smoked when you were voung? Raise of hands. Okay. a few
willing to admit it. What we know is when we were young we were going to live forever so we didn’t
worry about things like cigarettes back then. And what we found out later is by the time we got around to
worrying about i, it was too late. The people who were smoking were probably going to fighting that
battle for life. E-cigarettes are an casy way to get children, the primary target market for the smokers,
because they are investing heavily in their future profits of their business, Why else will they make
chocolate flavored, strawberry flavored, butterscotch flavored inhalant? 1 not to make it more appealing



to children. The reason why this is concerning to me is, 1 walk every day, and when I'm walking through
the village. I"'m seeing more and more children in front of the bus stops and in front of the village stores
with their e-cigarettes. That's why | think this is important we enact it. Not only is the fact that it delivers
nicoting is important. According to the FDA, there is a toxic cockiail of chemicals that are included in
this chemicat solution. One of them which | found particutarly disturbing was diatholene glyeol an active
ingredient in anti-ireeze. I documented my testimony in 2006, when over 700 people were poisoned by
tainted cold medicine from China had a hint of anti-freeze for sweetener. And out of those 700 people,
123 died. [didn’t want to keep throwing it in there but I'm sure vou remember few vears ago there was
dog food and baby formula that caused thousands of children be sent to the doctor’s office and
emergency room when it too was sweetened with anti-frecze. So when did we think giving children and
adults anti-freeze through an inhaler. One of those chemicals, can’t even pronounce this one, it irritates
the resprotory system and damages the liver. The next one is Benzene it irritates the tungs and air ways
and can cause internal bleeding. In large enough doses can be fatal, Cadmium, one of the most toxic
elements known to man. Once absorbed to the human body it accumulates through life. What we are
perpetuating here with these cigarettes but it perpetuates these chemicals into the bodies our children’s
body. At some point in time, we as a society have to deal with it. We will be dealing with a different type
of an addict. Phameldahide, lead, nickel the cocktail list goes on. In my written testimony. | wanted to
testify today, F-cigarettes are cigarettes; we should treat them as cigarettes. Tax them as cigarettes,
Maybe in the legislation make provisions for the advances in technology because just as we have an e-
cigaretie that claims to be tobacco-less. K has chemicals to simulate all the good and bad things of
cigarettes. There are more products coming down the road as we’ve seen with spice. When they tried to
regulate spice out, what did they do, changed the chemicals. Now they are technically legal again.
Amend the law to They re technically legal again. | think we should amend the law classilying cigarettes
and cigarette type products and any nicotine or simulated nicotine delivery system to be recognized as
cigarettes and treated appropriately. That concludes my verbal testimony: you’ve got the 20 pages of my
written., Thank vou.

Chairman San Nicelas: Thank you Mr. Leon Guerrero. Mr, Tanner.

Chuck Tanner: Hafa adai, my name is Chuck Tanner. 1 am the Chair for the policy and advocacy
committee for the Guam Comprehensive Cancer Control Coalition and also the Non-communicable
Disease Consortium. You have my written testimony. I'd just like to read it into the record.

Chairman San Nicolas: Thank you, Mr. Tanner. Director Gillan.

James Gillan: Thank vou Mr. Chairman. Chuck stole my festimony. Most of the numbers | had were
similar. What I want to admit, from a public health standpoint, we are way behind, We just didn’t see this
coming. We see now what’s obvious. They're recruiting a whole new generation of addicts, finding
another way to get nicoting into people’s systems, and touting it as a fairly harmless way to do so. There
is some discussion that we have heard in the community about # being an effective tobacco sensation
tool. It is not. The American Cancer Society stitl doesn™ recogmize it as such. We dor’t know what’s in
there, We don’t know what the strength is. T did it anyway. It wouldn’t technically be second hand smoke.
I think 1 have the right to tell people not fo have it around me. It targets the children. We did the same
thing with the alcohol argument. | think we cught to tax i as such. It's the solution in the carfridge. We
find there is an association between e-cigarettes and picking up cigarettes again. This doesn’t offer a safe
way 1o deal with anything. I think it is a very clever, insidious way. There is a public interest. It you're
going to do this, pay for it. The FDA promised to have regulations by October. We don’t know when final
regulations will come out. We haven’t done any long term studies, We need to get on this quickly. Thank
vou for vour time.

Senator San Nicelas: Thank vou, Director Gillan. Mr. Peter Cruz.



Peter Cruz: Thank vou Mr. Chairman. Senators, good morning. [ sit before you on behalf of the Non-
Communicable Disease Consortium and Tobacco Control Team in giving our full support of Bill 264.
Originally known as Flectronic Nicotine Delivery Systems or ENDS was banned in 1963 but resurlaced
as electronic cigareites in 2003, Tts popularity in the last 11 years has brought sales over 1 billion dollars.
Locally, the surge of popularity has seen several businesses rooting up to fill this demand. The recent
demand of electronic cigarettes has been accompanted by misguided information that in reality has the
possibility to adverse consequences to health in our health. { like to concentrate on the main ingredient in
e-cigarelies 18 nicotine, Nicotine use disorder and nicotine induced disorder 15 cited, Nicotine induced
disorder examines withdrawal symptoms such as depressed moods, insomnia, difficulty concentrating,
frustration, anxiety, irritability, anger, restlessness, increased heart rate, and weight gain are the major
symptoms one can experience. The second point Id like to touch on is the usage of the under aged. 25%
of high school students have used electronic cigaretics. The absence of regulatory moniloring has put this
population in dire risk. Locally. public school drivers have witnessed the popularity and usage at bus
stops and on the bus. Simply put we do not know the long term ramifications of tlus product. It can be as
deadly as other forms of tobacco products on the market. Please pass bill 264 for a healthier Guam.

Chairman San Nicolas: Thank you Mr. Cruz. And thank vou gentlemen Tor your testimony. Dr. Shieh.

Dr. Thomas Shich: 1 am speaking on behalt of myself. I am in support of Bill 264. it is really quite
simple. E~cigarettes are tasteful. Anvbody under the age of 18 shouldn’t be purchasing these products.
The argument that comes into play with some of my colleagues is whether or not there is a benefit versus
a risk. Which is the lesser of two evils? E-cigarettes are worse than smoking tobacco. This device can be a
vehicle. These are the devices that have to go through the FDA. I want to encourage Public Health to
educate the public on this product.

Chairman San Nicolas: Thank vou Dr. Shieh. Are there any senators that have questions for Dr. Shich?
Senator Rodrigues.

Senator Rodriguez: Thank vou very much Mr. Chair and thank vou Dr. Shich for taking time out of vour
busy schedule to be here. When you reference lines 7-9, the sentence is saving that the belief isn’t safe for
minors.

Pr. Shieh: The benefits are very little. 1f you're going to pass legistation, be consistent. The device in the
Fature can have medical uses. The study needs more research.

Senator Rodriguez: | think we are on the same page.

Dy, Shieh: Alright.

Chairman San Nicolas: Thank you Dr. Shich. The next panel indicated their opposition to the
tegistation. I have two individuals that signed up to present oral testimony. Mr, Even and Ms. Beverly,
please join us,

Beverly Encarnacion: | am the owner of Vaporize. I am pro for not allowing minors to vape, but 1 am
not okay with the taxation of the product. There have been a lot of studies; however, the product has
changed within the past few yvears. The products we carry are made in U.S. labs. They are grade A

products. Customers can also opt 1o not have nicotine.

Chairman San Nicolas: Thank vou, Beverly. And Evan,



Evan Diras: Hello my name is Evan and | own Vape Guam. Just to let you guys know, since [ opened up
my doors | have always posted up “You must be 18 or over.” | can speak for the rest of the other stores;
we all agreed that we won’t sell to minors. Although we see a lot of minors using e-cigarettes, it is beyvond
our control. I the parent agrees to purchase it for their child, it is out of our hands. Thank vou.

Chairman San Nicolas: Thank you Evan. Do any of my colleagues have any questions for this panel?
Senator Rodriguez.

Senator Rodriguez: Thank you very much, Mr. Chair. And thank you very much Evan and Beverly. 1
want to thank you for taking that corrective step in not selling to minors. This bill is very much needed as
we said that we have seen minors vaping. This legislation addresses this issue. It not only prohibits the
sale of e-cigarettes but it also prohibits its distribution to minors. | look forward to working closely with
you and 1 consider you an important stakeholder in this as well.

Chairman Sap Nicolas: Any other Senators? Senator Duenas.

Senator Duenas: | want to join the sponsor in thanking you. I understand your view from a business
standpoint. We need to protect our voung people for things they don’t foresee. However, as a government,
we have to act responsibly as well. What happens to those tax dollars goes to taking care of our people. |
just want you to be mindful and understanding that when the government is going to do this it does so in
the best inferest of our people.

Senator San Nicolas: Thank you Senator Duefas. | would also like to join my fellow senators in
thanking everyone who presented testimony here today. If there be no further individuals wishing to
testify, we will have Bill 264 officially heard.

I11. FINDINGS AND RECOMMENDATIONS

The Committee on Aviation, Ground Transportation, Regulatory Concerns, and Future Generations
hereby reports out Bill No. 264-32 (COR) with the recommendation TP D PACE




I MINA'TRENTAI DOS NA LIHESEATURAN GUAHAN
2014 (SECOND) Regular Session

BILL No. 4% -32(COR)

Introduced by: DENNIS G. RODRIGUEZ, Ir. 7
BRANT T. MCCREADIE &
THOMAS C. ADA2 <
RORY J. RE&;PiCIO)q‘
TINA MUNA BARNES
/. ANTHONY ADA G
TOMMY MORRISON 7/~
CHRISTOPHER M. DUENAS 44—

AN ACT TO RELATIVE TO PROHIBITING THE SALE OR

DISTRIBUTION OF ELECTRONIC CIGARETTES TO

MINORS, BY ADDING A NEW § 6101¢]) TO ARTICLE 1, AND

AMENDING § 6400 OF ARTICLE 4, CHAPTER o, TITLE 11

GUAM CODE ANNOTATED.

BE IT ENACTED BY THE PEOPLE OF GUAM:

Section 1. Legislative Findings and Intent. [ Lihesluturan Gudhan finds
that the increasing populanty and unregulated distribution of electronic cigarettes
is resulting in its widespread utilization by the vouth in our island community.

I Liheslaruran Guahan finds that it has been clearly been scientifically
determined that nicotine is a harmful and highly addictive drug, the use of which
may lead to illness or premature death. It further finds that the prevalent belief that

e-cigarettes are simply safe smoke cessation devices is not applicable when

AR
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considered within the context of its use by a minor.  Although the matter of

10
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13

regulation has not vet been determined by the US, FDA, its utilization by minors
is a reverse application of a product which leads to addiction, not the cessation of
tobacco product utihization. The current usage of e-cigarettes has been reported to

be highty prevalent amongst Guam’s middle and high school students.
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A number of states, principally California, Colorado, and Maryland, have
succeeded in passing legislation banping the sale of electronic cigarettes to minors.
Likewise, the states of Hawaii, Iowa, and New York have pending legislation
under consideration with the similar intent of banning the sale or distribution of

these products to minors.

{ Liheslaturan Guahan {inds that ¢lectronic cigarettes contain nicotine,
which is highly addictive substance, as is simtlarly found in tobacco products. For
the purposes of this Act, [ Liheslaturan Gudhan duly notes that according to the
U.S. Food and Drug Administration, “Electronic cigarettes”, also known as “E-
Cigarettes”, are battery operated products designed to deliver nicotine. {lavor and
other chemicals. They fturn nicotine, which ts highly addictive, and other

chemicals into a vapor that is inhaled by the user.

It is the intent of [ Likeslaturan Gudhan to include, regulate and prohibit
under 11 GCA Ch 6 the sale or distribution of electronic cigarettes to a minor, or
possession by a nunor. 1t 1s, further, the wtent of [ Likeslatmran Guahan that
prohibition pursuant to this Section solely pertains to minors, and sha/l not prohibit
the use or possession of an electronic cigarette by a person eighteen (18) years of

age or older.

it is the itent of [ Likesiatuwran Guahan to protect Guam’s youth from
nicotine addiction, as well as the potentially harmful effects of chemicals present in
unregulated e-cigarette devices, by prohibiting the sale or distribution of electronic
cigarettes fo, or use by minors. It s, further. the intent to accomplish this objective
by regulating electronic cigarettes along with tobacco products for the purposes of

the enforcement of this prohibition, which shafl apply solely to minors.
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Section 2. A new subsection (1) 1s hereby added to § 6101 of Article 1.

Chapter 6, Title 11, Guam Code Annotated, to read:

“(Iy  Electronic cicarette. also known as “E-Cigarettes”, are battery

operated products desizned to deliver nicotine, flavor and other chemucals. They

turn nicotine, which 1s highly addictive, and other chemicals into a vapor that s

inhaled by the user.

(1) For the purposes of this Chanter and the prohibition pertaining

solelv to a minor pursuant to & 6400, rebacce product shall also be

deemed to include and shall be similarly applicable to an electronic

cigarette,”

Section 3. § 6400 of Article 4 of Chapter 6, Title 1l, Guam Code
Annotated, is hereby amended, 10 read:

*§ 6400. Sale or Distribution of Tobacco Products and Electronic

Cigarettes to Minors Prohibited.

It shall be a violation of this Chapter for any person to sell or distribute

tobacco products or electronic cigarettes to minors. 1t shall not be a violation of

this Chapter for any person to refuse to sell or distribute tobacco products or

electronic cigareties to any person whom the seller or the distributor reasonably

believes to be under twenty-seven (27) years of age, and who is unable to produce
acceptable photographic identification and proot that he is over the age of eighteen

(18) vears.

The sale or distribution of electronic ciearettes (¢ mMINOrs, or is possession

by a minor, 1s prohibiied and shq/! be regulated and enforced pursuant to this

Chapter. Anv provision of this Chapter applicable 1o the regulation and prohibition
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of the sale or distribution of a tobacco product to a minor, or possession by a

minor, shall be applicable to electronic ¢igarettes and shall be reculated and

enforced n the same manner as a tobacco product, to include the applicability of

all penalties and fines.

(a2} Vending machines selling tobacco products or electronic cigarettes
shall be located so that they are accessible only to persons over the age of
eighteen (18) or are under the constant, direct supervision and unobstructed
line-ot sight of the person authorizing the installation or placement of the

tobacco or_electronic cigarette vending machine upon the premises he

manages or otherwise controls, or his agent or emplovee. Said supervising
adult shall ensure that minors do not purchase tebacco products or glectronic
cigarettes from vending machines. A person who authorizes the installation

or placement of the tobacco or glectronic cigareite vending machine upon

premises he manages, or otherwise controls, and who knows or should know

that the tobacco or electronic cigarette vending machine will likely be used

by minors, shall be liable if minors purchase tobacco products or electronic

cigarettes from sard machines.

(b} A licensee or an employer may distribute tobacco products or

electronic ¢igarettes to any employee who handles tobacco products or

electronic products in the course of the commercial distribution or sale of the

products. In any proceeding, for the suspension or revocation of any license,
and based upon a violation of this Section, proof that the defendant licensee
or his agent or emplovee demanded and was shown, before furnishing any

tobacco product or electronic cigarette to a minor, an identification card,

shall be a defense to the charges.”
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Section 4: Severability, /f any provision of this law or its appheation to
any person or circumstance 1s found to be mnvalid or contrary to law, such
invahidity shall not affect other provisions or applications of this law which can be
given effect without the invalid provisions or application, and to this end the

provisions of this law are severable.

Section 5: Effective Date. This Act shall be immediately effective upon

enactment.
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I Mina’ Trentai Dos na Liheslaturan Guahan
Committee on Aviation, Ground Transportation,

Regulatory Concerns, and Future Generations

SENATOR MICHAEL F.Q. SAN NICOLAS

Bill No. 264-32 (COR)

March 12, 2014

Introduced by Dennis (. Rodriguez, Brant T. McCreadie, Thomas . Ada, Rory J. Respicio, Tina Muna
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March 11, 2014

Henorable Michael F. (. San Nicolas
Chair, Committee on Aviation,
Ground Transportation,

Regulatory Concerns and

Future Generations

155 Hesler St

Hagatna, GU 96910

Dear Senator San Nicolas,

My name is Dr. Felix T. Cabrera. [ am an internal medicine physician at IHP Medical
Group, Guam Memorial Hospital Authority and Guam Regional Medical City. I am
writing this letter in support of Bill 264-32 {COR), AN ACT RELATIVE TO
PROHIBITING THE SALE OR DISTRIBUTION OF ELECTRONIC CIGARETTES TO
MINORS.

Thank you for accepting my written testimony. My apologies for not being available
to provide this testimony in person.

E-cigarette use is becoming a hot topic of discussion through out the world as well
as for the people of Guam. However, | feel there are two very separate debates that
are occurring simultaneously and may be blurred by each other.

The first debate deals with regulation needs. The second deals with discussion of the
medical risk and benefits as a smoking cessation tool. This bill deals with one aspect
of regulation needs, therefore 1 will begin with this.

A recent report showed that already 1 in 5 U.S. middle school children -~ who have
never previously smoked tobacco - have tried using e-cigarettes. lf they become
addicted to nicotine this way, this may be their gateway into using tobacco products.

Tobacco is arguably one of the most deadly substances known to man. Prevention is
absolutely key. A vector for introducing a nicotine habit absolutely must be kept
away from our youth. Therefore, this proposed ban on the sale and distribution of
electronic cigarettes to minors is necessary.

Nonetheless, the use of e-cigarettes as a tool for smoking cessation in adults is still a
topic that requires more study and education. It would be irresponsible (and almost
unethical) to quickly disregard a potential weapon that may significantly decrease
tobacco use in some people, particularly in those who desperately need it.

There have been false statements that state there is no evidence that e-cigarettes
can be used as a smoking cessation tool. Major studies are certainly in their infancy
but in September of 2013 a study was published in the prominent medical journal



The Lancet. It compared e-cigarettes with nicotine patches and found similar early
results in smoking cessation and reduction.

Like anything else in medicine, this has to be applied under the principles of risk
versus benefit. In the end, for many of my own patients who smoke heavily, [ do not
have a combination of medications powerful enough to prescribe them that will do
more good for their overall health than if they just quit smoking.

I strongly agree with the American Cancer Society’s plea to the Food and Drug
Administration to offer guidance and provide proper restrictions in the
manufacturing and distribution of e-cigarettes. As a corollary, the smoking cessation
medication varenicline {Chantix) has its own set of risks. However, it is an FDA
approved and regulated medication that requires a physician’s prescription. In some
people the benefits significantly outweigh the risk.

In summary, my current stance on e-cigarette use is that we need to regulate it,
especially to protect our youth. This is why | support Bill 264-32 {COR}. However,
we need to be patient and allow our community to learn and explore this more as a
possible tool for smoking cessation in those who desperately need it. Many times
when cure is out of reach, reaching for harm reduction can still save lives.

Thank you so much for your time and attention to this matter.

Best Regards,

Felix T. Cabrera, MD, MT {ASCP)
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Electronic Cigarettes and Conventional Cigarette Use
Among US Adolescents
A Cross-sectional Study

Lacren M. Dhstra, 5cD; Stanton AL Glartz, PhD

Co : : : g Fditorial
IMPORTANCE Electronic cigarette {eagarette) use is :ncreas ng rapidly among adolescents, Suppremental content at
and e—clgarettes arecurrerrﬂyunregulated - o jamapediatrics.com

- ."omst'rws -?o m’ta'mine&ci'géréttet&e'ahd cmvéhfrcnai agarettésmoking

. DES!GN mnm AND Pmmmms Cmss-sectimat ana!yses of survey data from a. o
i representatlve sam[ﬂe of US middle and 'igh school studentsin 2011 (=17 353) and 2012
N {n = 22 529) who compieted thezmt andzmz Nationat Youth Tobacco Survey :

.EXPOWRES Everandmrrente csgamttem S

! MAIRGUTCOMES ARD mkﬁs Expeiimentamn wnth ever and current smokmg. and
: smokmg abstlnence '

RESULTS Ambrig mgareue expenmenters (>1 puff) ever e-cngarette use was assoaated wath
hngha.' odds of ever smoking cigarettes (=100 cigarettes ‘odds ratic [OR] = 6;31;85% Cl,:
5.39- 739) and aurrent ciga:ettesmoldng {OR=5 86; 95% CI,'5,67-6.27). Current e-agarette
uSe Was pos:twely assouated with eversmoicngﬂgarettes {OR = 7.42; 95% €), 5.63-9.79)
and current cigarette smokmg(OR 7.88: 95% CI; 6.01-10.32). In 2011, current cigarette -
snmkers who had ever iisad e-cxgaretteswere rnore fikely taifitend to quit smoking within
thenextyear {OR =153:95% C1.1. 032 23} Amang experimentars with convertional
cigarettes, everise of e-agarettes was asscdated with lower 30~day (OR = 0.24; 95% I,
0.21:0.28), 6- ﬂmn‘l‘h(()ﬁ 024 QS%G 0:21:0.28), and 1- year(OR 0.25,95% (i,
0.21:0.30) abﬁinence from clgarettas Current e-clgarette tise was also associated with lower

30»day(OR x 031 QS%CI 008 015 6 mﬁnth{OR on; 95% I, 0.08-0.15), andi- year
{OR=012; 95%{2& 007{)18) abstsnemce Aﬂmgeverﬁﬂokm of dgarettes {=100:

: mgare-ttes} evere—agarette L8 was negazxve?y associated with 30-day (OR = 0.6} 95% Q.

- 0A42:0.89),6- mmth{DR 0.53 95% L3430 83), and 12 year(OR e (3,32, 95% a,:

0 18 Bss}absnnence from convenumai cgarettes Currentﬂ-ﬂgafette use was alsg .

95%0 013 osa) andl year(OR 0'34 gs%a 013- 037) abstmente

_ coﬂausioﬂs AND azuzvmcs useof wgaretteswas assoclated with hlgher odds of ever o
cuirrent ugarette smoking, hlgherodds ofﬂs!abfished seioking, hlgi'ter odds of planting to

| quit smoking. 3mnng current 5mokers, and; amngexpenrrmers {ower odds of abstinence
from conventionaf ogarettes UseofEﬁgarettes does not discourage; and may encaurage
cowwenticnat clgarette use among US adaiescents
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lectronic cigarettes (e-cigarettes) are devices that de-

liver a heated aerosol of nicotine in a fashion that mim-

ics conventional cigarettes white delivering lower lev-
els of torins than a conventional cornbusted cigarette.”™ They
are being aggressively marketed using the same messages and
media channels (plus the Internet) that cigarette compantes
used to market conventional cigarettes in the 1950s and 1960s,°
including on televiston and radio where cigarette advertising
has been prohibited for more than 40 years.

In addition tc these traditional media, e-cigarettes have
established a strong advertising presence on the Internet,
and e-cigarette companies feavily advertise their products
through etectronic communicarion. Studies have demorn-
strated for decades that youth exposure to cigarette adver-
tsing causes youth smoking.” Electronic cigarettes are also
sold using characterizing flavors {(eg, strawberry, licorice,
chocolate) that are banned in cigarettes in the United States
hecause they appeat to youths, The 2011 and 2012 National
Youth Tobacco Survey (NYTS) revealed that e-cigarette use
arriang youths in grades 6 through 12 doubled between 2011
and 2012, from 3.3% to 6.8%.7 As with adults, " concurrent
dual use of e-cigarettes and convengional cigarettes was also
high, with 76.2% of current e-cigarette users reporting ¢oin-
current use of conventional cigarettes in 2012.7 Likewise,
e-cigarettes were introduced to Korea in 2007 using market-
ing techniques similar to those used in the United States,
and use among adolescents tapidly increased: in 2011, 4.7%
of Korean adolescents wese using e-cigasettes, 76.7% of
whom were dual users,”

The prevaience of e-cigarette use s also rising among adults
in the United States. In & web-based survey,' 3.3% of adults
in 2010 and £.2% in 2011 had ever used an e-cigarette. In ad-
dition. awareness of these products among adults increased
from 40.9% in 2010 t0 57.9% in 2011. Cugrent cigarette smok-
ers had significantly higher levels of ever e-cigarette use than
former and never cigarette smokers in bath yearss,

Electronic cigarettes are marketed as smoking cessation
aids®**"* and many adult e-cigarette users cite the desire to
stop smoking conventional cigarettes as their reason for using
them.™'*" However, the value of e-cigarettes as a cigarette sub-
stitute has been questioned because of high levels of duaj use
with conventional cigarertes. *#9 V%20 [y addirton, 2 longitu-
dinal population studies of adult smaokers contradict claims that
e-cigarettes are effective cessation aids: one (in the United
States, United Kingdom, Canada, and Australia) found that e-
cigarette use is not assoclated with quitting conventional
cigarettes?! and the other ¢in the United States) found signifi-
cantiy tess quitting 7 {A randomized clinical trial** found that
e-cigarettes were Not superior to nicotine patches for smok-
ing cessation, but both interventions showed tow guit sates and
there was no control group of spontaneous quitters.) A cross-
sectional Us study”! also Found that ansuccessful cigaretre guit-
ters were significantly more likely to have ever tried e-
cigarettes in comparison with individuals who had never tried
toquit. Likewise, a cross-sectional study of Korean adolescents?
found that they were using e-cigareties as smoking cessation
aids (odds ratin |[OR} = 1.58; 95% CI, 1.39-1.74 for e-cigarette use
amang students who had made a quit attempt compared with

JAMA Pedigtrics  Published onfine March 6, 2014
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those who had not) but were tess likely to have quit smoking
(OR = 0.10,95% Cl, 0.09-0.12).

To further understand the relationship between
e-cigarette use with contventional cigarette use and quitting,
this study used data from the 2011 and 2012 NYTS 16 exam-
ine the relationship between e-cigarette use and both con-
ventional cigarette smoking and smoking cessation among
US adolescents,

AR
Methods

Data Source

The NYTS s a nationaily representative cross-sectional sample
of students frem US middle and high schools (grades 6-12) lo-
cated in all 50 states and the District of Columbia that was de-
veloped to inform national and state tobacco prevention and con-
trol programs.® The 2013 sample inciuded 18 866 students
(88.0% response rate) from 178 schools (83.2% response 1ate),
and the 2012 sample included 24 658 students (51.7% response
rate} from 228 schools {80.3% response rate). The NYTS is an
anonymous, self-administered, 81-item, pencit-and-paper ques-
tionnaire that lcludes indicators of tobacco use (including ciga-
retfes, vigars, smokeless tobacco, kreteks, pipes, and esmerging
tobacco products}, tobacco-related beliefs, attitudes abourt to-
haceo products, smoking cessation, exposure to secondhand
smoke, ability t¢ purchase tebaceo products, and exposure to
protobacco and antitobacco influences. ™ {t uses a 3-stage clus-
tered probabiity sampiing design without replacement fo se-
lect primary sampling units (ceunty, several small counties, por-
tion of large county), schools within evch prisnary sampling unit,
and students within each school. Non-Hisparic black and His-
panic students are oversampled. Written permission to partici-
pate is obtained from parents or legal gaardians. ™ Institutional
review board approval was waived because we itsed data from
a deidentified public-use data sat,

Variables
Conventional cigarette experimenters were defined as ado-
Jescents who responded yes to the question “Have you ever
tried cigarette smoking, even 1 or 2 puffs?” Ever smokers of con-
ventional cigarettes were defined as those who replied “100
or mote cigarettes (5 or more packs)” to the question “About
how rrany cigarettes bave you smoked m your entire lifa?” Cur-
rent siokers of conventional cigarettes were those who had
smoked at feast 100 cigarettes and stnoked in the past 30 days.
In 2011, intention to guit smoking within the next year was
measured among current cigarette smokers using the ques-
tion 1 plan to stop smoking cigarettes for good within the
next... " Respondents who chose any time within the next year
(7 days, 30 days, 6 moenths, or 1 year) were classified ag mntend-
ing 10 quit; those whe responded *1. do not plan to stop smok-
ing cigarettes within the next year” were classified as not in-
tending to quit. This question was not asked in 2012, We
nmreasured qust atternpts with the question “bBuring the past 12
months, how many times did you stop smoking for 1 day or fon-
ger because you were trying to quit smoking cigarettes for
good?” Those who responded 1 or more times were consid-

famapedatiics com

Copyright 2014 American Medical Association. Al rights reserved.



Electronic and Conventional Cigarette Use

Grigina tnvestigation Research

Table 1. Sociodemographic Characteristics of Respondents in the 2013 and 2012 National Youth Tobacco Survey by Ever and Current Use of Blectronic

Cigarettes in 2011 and 2012*
LR Coanit. 2012
{n % 17:353) - (n=22 539
: R - iE-cigarétte Use® - ) E-cigarette Use® .
Characteristic ©©° - Lo COUAHR ST gvers, o . Coremt Al Ever Carrent
Respandarits; Mo (6] =10 e mat o EI{FLy. 0 174{11) ¢ L 1450106.5) 462420}
: - CUISB0IP U 153007 14E(00) 159 ©.1)° 157 6.1y
_ 863 (1Y 305 2.7
11 436 (49.97 587 (5.3) 157 (1.4}
CRTOE T 11317 (547 878 (78 2576223
12108 CU28BB(135) - 79(2.8) 28111
TEBD BTED T e
Tsernyd U Bvaayr

CBBE(AT) -

TIEG06) U Ee0 ) - sessrat. 230257y
COBADIGY - .21 660(96:0) 945 (44) 232111y
o A ETTEE R

Abbreviation: e-Cigarette, electronic cgaretie

* Respondents with missing values for e-cigarette use, cigarette smoking. and
Covariatas are excluded,

Y Percentages ara by columin

© Percentages are by row. Ever e-cigarette use indicates having ever tned an
e-cigaretta, and current e-Cigarelte use INICates having used an e-Cigareite in
the past 30 days.

ey

P 05

' Smoked at feast 100 cigarettes in lifetima.

% Percentages are of the entire sample who have ever used e-cigarettes and
el smoked conventionat cigsrettes.

" Srnnked at least 100 eigarettes in ffelime and at keast a puff of a digarette in
the past 30 days,

' Percentages are of the entire sample who are currently using e-cigarettes and
conventional cigaretios

ered having made an attempt; those who responded “1 did not
try to quit dunng the past 12 months” were considered not hav-
ing made a quit attempt.

Abstinence from convertional cigarettes for 30 days, 6
moiths, and 1 year was based on responses 10 the guestion
“When was the last time you smoked a cigarette, even 1 or 2
puffs?” “Not in the past 30 days but in the past 6 months” was
coted as 30-day abstinence, “not i the past 6 months but in
the past year” as 6-month abstinence, and “1 to 4 years égo“
o S OF more years ago” as 1-year abstinence,

Ever e-cigarette users were defined as adolescents who re-
sponded “electronic cigareties or e-cigareties, such as Ruyan
or NJOY,” to the question “Which afthe following tobaceo prod-
ucts have you ever tried, even just 1 ime?” Current e-
vigarette users were those who responded “e-cigarettes” to the
question “During the past 30 days, which of the following to-
bacco products did you use on at least 1 day?”

Covariates included race, gender, and age {in vears, con-
tinuousy. Race and ethnicity were coded based on answers to
the guestions “Are you Hispanic or Latino?” and “What race
orraces do you consider yourself to be?” (white, black, Asian,
American Indian/Alaskan Native, or Native Hawaiian/Pacific
islander;. Responses were collapsed into nen-Hispanic white,
non-Hispanic black, and other {o obtam at least 20 ever ¢-
cigarette users in each category.

Jamapediathies Com

Statestical Analysis
The g2.0% of respondents (17 353 of 18 B66) in 2011 and 91.4%
of respondents (22 526 of 24 658) in 2012 with complete data
of: conventionai cigarette use, e-cigareffe use, and covariates
were included inthis anal ysis using SAS-callable SUDAAN (SAS
version 4.3, SAS Institute, In¢; SUDAAN version 11.0.0, RTi [n-
ternationaly, which accounted for the stratified clustered sam-
pling design of the NYTS, and Stata version 12.) (StataCorp LP),
which was used to pooi the data from bath years. Sampling
weights were used in all analyses to adjust for nonresponse and
the prabability of selection and to match the sample’s sociode-
mographic characteristics with those of US middle and high
school students in 2011477

The PROC CROSSTAB procedure was used for y* analyses
of categorical demographic varizbles by e-cigarette use. The
PRCC DESCRIPT and PROC REGRESS {(generalized linsear
model) procedures provided means and P values for bivariate
analyses of continuous and ordinal variables. All descriptive
statistics and ORS wese adjusted for stratification variables and
weights. The PROC RLOGIST procedure was used to obtain ORs
and g5% confidence intervals from multivariable logistic re-
gresszon models of e-cigarette use and cigarette smoking, in-
tention to qui, quit attempts, and abstinence from cigaretfes,
adjusting for demographic covariates. Because the NY'TS study
designs in 2011 and 2012 were essenfially identical, we pooled

JAMA Pediatrics  Published pnline March &, 2014
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Figure. Electronic Cigarette Use and Conventional Cigarette Smoking in 2011 and 2012
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adjusted ORs for e-cigarette use in 2011 and 2012 using a fixed-
pffects meta-analysis with the Stata metan command. As ex-
pected, there was nto evidence of heterogeneity between the 2
years (median P value for heterogeneity = .32: range, 0% 08).

PR
Results

IR 2011, 3.1% of the study sample had sver tied e-cigarettes (L7%
dual ever use, 1.5% only e-cigarettes) and ¥.1% were current e-
cigaretie users (0.5% duai use, 0.6% only e-cigarettes). In 2012,
6.5% of the sample had tried e-cigareties (2.6% dual use, 4.1%
only e-cigarettes)and 2.0% were curment e-cigarette users (1.0%
dualuse, .19 only e-cigarettes). Ever and cument e-cigaretie use
vared significantly by sociodemographic characteristics (Table 1)
Ever e-cigarette users were significantly more hikely to be male
(P < .01, white (7 < .01}, and older {P < 01). Ever conventional
cigarette smokers (2100 cigarettes ip lifetime) were sigmifi-
cantly more likety than never smokers to have tried a-
cigarettes (F < .01) and to be clitent e-cigarette users (P = .01).
Compared with nonsmokers {never and fonmer smaokers), cur-
rent cigarette smokers were significantly more tikely to have used
e-Clgareties (F < .01} and tobe current e-cigarette users (F < (1)
In 2011, 45.4% of ever e-cigarette users had never been estab-

JAMA Pediatrics  Pubiished online March 6, 2014

lished smokers of conventional cigarettes and 44.7% of current
e-cigarette users were current smokers of conventional ciga-
rettes. In 2012, 61.2% of ever e-cigaretie users had never heen
astablished smokers and 49.8% of current e-cigaretie users were
current cigarette smokers.

Reflecting high levels of dual use, ever and current e-
cigarette use was associated with very high cdds of experi-
mentation with cigarettes, ever cigarette smoking, and cur-
rent cigarette smoking (eTable 1 and eTable 2 in Supplement).

Among current sarokers, CUrTent e-Clgarette Gse was as-
sociated with higher levels of cigarette smoking (£ = .003 for
201L; P = 0ol for 2012) {Figure}.

In pooled analyses, among experimenters (ever smoked
a puff), ever e-cigarette use was positively associated with
being an established smoket (2100 cigareties; OR = 6.31; 95%
Cl, 5.39-7.39}) and cusrent cigaretts smoking (100 cigarettes
and sinokad in past 30 days; OR = 5.496; 65% CI, 5.67-6.27). {ur-
rent e-cigarette use was also associated with ever cigarette
simoeking (OR = 7.42; 95% CI, 5.63-9.79} and current cigarette
smoking (OR = 7.85; 95% C1, 6.01-10.323{Table 2}. Table 3shows
separate arsalyses by year,

Use of e-cigarettes was also associared with lower odds of
abstinence. Among experimentars, ever e-cigarette use asso-
ciated with lower odds of 30-day (OR = ©.24; 95% Ci, 0.21-

jdmapeiatnics Lam
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Table 2. Pooted Analysis of Ever and Current Electronic Cigarette Use and Cigarette Smoking in the 2018 and 2012 National Youth Tobacco Survey”

DR (95% €1}

. Cigareite Smoking Statizs®

Abstinence From Cigarattes®

: Cm'ﬁﬁt

f

3040 6 ma* iy

Dependant Variable ' o Everto
Clgaretteexpaﬁmenters(n 10 BSU}“ 3 b

Ever gvt garette use"
Current e-ﬂgarette use

075 (0.21-6.30)
T 17 (0.67-0.18)

0.24 {0.21-0.28)
0.12 (0.08-0.15)

024 (0.21-028)
T e 0sas

061 (5.42-0.8%)

0.53 (033083
0.35 (0.18-0.69)

030 {0,13-0.68)

032 (0. 1B-0.56)
034 {0.13-0.87)

Abbreviativns: e tgarette, electionic cigarette: OR, odds ratio; effipses, not

apphcable

* Excludes respondents with missing values for e-cigaretie use, cigaretie
smicking, and covanares.

2 Ever cigarette smoking indicates having smoked at least 100 cigarettes in
Hterime, and current cigarette smoking indicates having smoked at keast 100
cigarettes in lifetimea and ar least a puff of a cgaretie in the past 30 days.

 Based on answers to “When was the last time you smoked a cigarette, even 1
oF 2 pruffs?”

FResponded ot in the past 30 days but in the past & months” to the

abstinence question,

“ Responded "rot it the past 6 manths but in the past year” to the abstinence
qQu=stion

! Responded "1t 4 years ago” of T5 of ore years ago” 1o the abistinence
question.

B5rooked at least 1 puff of acigarette.
" Ever tned an e-Cigarerte.
' Itsed an e-cigarette in the past 30 days

Tabie 3. Assaciation of Electronic Cigarette Use With Ever and Current Smaoking Arnong Adotescents Reporting
Expenmentatm With Conventional Clgarettes in the 2011 National Youth Tobacco Survey®

Smakdng, OR (95% Cl}

- 2011

: : 2012
: (nw5188)° {n = 5681)
Dependent Yariabte Evert o Cu'rrem‘ - Ever® Currents
£vere»tygaretteme“ S G :
; _'?Eé (5.44-1079) 7 P 39 0, 22) 599 (5.07-7.18) 561 (4.66-6.76)

Adjusted = .

1. 30%1"20 1. 41)

133 3('1' lz_a'l'i',lé':i)

'.'2'4 ('1'.1'11”,'3','3)'""':

ALlireviations: e-Cigaralie, efecteonic

L3511 16-3.35) cigarette; Of, odds ratio.

* Exeludes respondents with imissing
values for e-cigarette use, cigarette

[Reference]
smoking. ard covariates.

. R P i R - 29{}69) v 047 .(D 319, ?2) fxpenmentation indicates ever
Nor-Hispamic sther - -0.72 (0.54-0.97) . 0.76.0.57-2.01) ~ -0.72 (0.56-0.92)  0.77 {0.60-0.59) teiad smoking cigarettes, aver I o 2
Mate 1391131 1 4401 16-1.78) 153 {1.26-1.86) YA4(1.18-1.74) putts.
Unadjusted B2 (6061298 8. 3G 02 -11.46) s 7 (5 15-8.448) - $.51(5.37.7.9%) “"?fm“d al least 100 cigarettes in
3 sl L - S ifenime.

L6 (812:13.39) (34-{5.5551'1.34]'

1[Referenta}
0 31 {ﬂ 20 (}4?)

138 (113170) . Lad (16177

. _.fa.m:a_.miﬁ 1) s (9107

741 (s 41-10. 14)
129(1 22 137)

) i{ftef'erente]' T
032(0.21:050)
061 (0.48-0.77)
155 (1271800
7,57 (5.69-9.93)

©Smoked st least KM cigarettes in
litetnne ard at teas a puffof a
cigarette in the past 30 days

B 24 (6. 0411, ?3)
1 364122 1 39)
“Evar tnied an e-cigarette Gn 2001
1 = 468 1919 of experirmenters]; in
2012 0= 1213 {23 0% of
experimenier]).

l[Refereru:e}
6.35 (G 730, 53)
0.64 (U 49- -0 8-4)

1A5(1191.77)
8.31 (6.28-11.00}

“Used an e-cigasette in the past 30
days (in 200, 1 = 154 {3.0% of
experimenters in 2012, n = 423
[7 4% of experimenters]

0.28), 6-month {OR = 6.24; 95% CI, 0.21-0.28), and 1-year
{OR = 0.25; 95% Cl, .21-0.30) abstinence from conventional
cigarettes. Current e-cigarette use was also associated with
lower odds of 30-day (OR = 0,115 95% Cl1, 0.08-0.15), G-month
(R = 0.11; 95% Cl, 6.08-0.15), and 1-vear (OR = 0.12; 5% CJ,
.07-13.18) abstinence from conventional cigarettes. Table 4
shows analyses by year.

Among ever cigarefte smokers (=100 cigarettes), ever e-
cigarette use was negatively associated with 20-day (OR = 0.61;
g5 Cl, 0.42-0.89), 6-month{OR = 0.53; 95% CI, 0.33-0.83), and

jamapediatiics.coim

[-year (OR = 0.32; 95% CI, 0.18-0,56) abstinence from conven-
tional cigarettes, Curtent e-cigarette use was also negatively
associated with 30-day (OR = 0.35; 95% Cl, G.18-0.69), 6-month
(OR = (1.30; 95% C1, ©.13-0.68), and 1-year {OR = 0.34; 95% CF,
0.13-6.87) abstinence from conventional cigarettes. Table §
shows analyses by year.

Inadjusted analyses for 2011, among current smaokers, ever
e-cigarette use was asseciated with planmng to stop smoking
within the next year (OR = 1,53; 95% Cl, 1.02-2.28), buf cur-
fent e-cigarett2 use was not ({JR = £.34;95% CI, 0.62-2.90). In

JAMA Pediatrics  Published onbne March 6 2014
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Table 4. Ever and Current Elertronic Cigarette Use by Abstinence From Smoking Conventional Cigarettes Among Adolescents Reparting
Experimentation With Conventional Cigarettes i the 201 National Youth Tobacco Survey®

ST " Apstimence, OR (95% CBY
T3 2012
. {11 = 5169} {n = 5681)
Sl30dE B 1 6 me? 1y”

022016029 021(0.16028)

0 osianosy 09090058

7 HiRsference] T -

1y 30 o

0.21¢0.15-0.31)
0,98 {034-1.02)

il {ﬁéfg'ﬁé_rééj' .

T

0.1940.13-028)

Corr e

T iReferonce]

0.27 {0.72-0.33
595 091-100)

.25 (0.21-.36)

625 (021629)
©0.34(0.69-0.99)

t[Reference] - 1iReference]

C13T(L06-168) 198 (154254) 207 (1.65:2.60)

109 (004:1.26) 125 (1.06.1.48) 136113165}

0.90 (0.77-1.05)
0.24 (0.1%-0.29)

087 (0.76-1.00)
0.22 (0.19-0.77}

083 (072.093)
023 (0.20:0.28) -
" 0.10 (0.06-0.17)

010 (0.67-0.14) . 0.10(3.065.16)
0.93 (6.89-0.98)

| DEE(9.54-083)  0.92(057-6.98)

1[Reterence] . 1[feference] 1 [Referetice]

233 (178-3.03)

Non-ispanic - 157 (116-2.42) 237018028 162(127206) 2,39 (1,883 07)
Nor-Hispanie -+ 126 (104151 1. 158(138-181)  123{L05-1.44)  L3E(117-164)  1.49(122-181)
Male T DBIOTE106) - 0.89; 081{067-099  0.83(0.74-093%) 087 (0.75-0.9)  0.90(6.78-1.03)
Unadfusted. - - 0:154008-027) 014006031 015{0.67-035) GOBM.06-0I4)  LOSI006-015F 010 (008-0.16)

Abbreviations: e-cigarette, electronc Ggaceite; OR. odds ratio

* Excludes respondents with mising vatuas for e-cigarette use, cigarette
sMokIng, and covariates, Experimentation indicates over tried smoking
cigarettes even ) ar 2 puffs

v Based on answers t"When was the last time you smoked 3 cigarette, evert )
or 2 puffs?

“ Responded Dot in the past 30 days but i the past & manths” to the
abstinence question

“Responded “not in the past £ menths but inthe past yeai” to the abstinerce
Question

* Responded "1to 4 years g7 O "5 Of More years ago’ to the abstinence
RIEFSTHN,

7 Ever tried an e-cigaratte {in 2071 0 = 468 [91% of experimenters]; in 2012,
= 1213 [23.1% of exparmernters]}

#iJsad an e-cigarette it the past 30 days (in 204, n= 354 [3.0% of
experimentars) in 2012, 1 = 423 {7 4% of experimenters|).

contrast, in peoled analyses, neither ever e-cigarette use
{OR = 1.01; 95% Cl, 0.77-1.34) nor current e-cigareite use
(OR = 0.89; 5% Cl, 0.61-1.30) was significantly assooated with
having made a quit attemipt in the past 12 months after adjust-
ing for covariates.

We alsoran all analyses unadjusted by demographic vari-
ables, with Httle impact on the effects of e-cigarette use, in-
dicating that the resuits were not due to confounding by demo-
graphic varibles (Tables 3, 4, and 5).

Discussion

As with adults,®”" dual use of e-vigarettes and conventional
cigarettes is high among adolescents and increasing rapidly.
Adolescents who had ever experimented with cigarettes
(smoked at least a puff) and used e-cigarettes were more
ikely to report having smoked at {east 100 cigarettes and 1o
he current smokers than adelescents who never used
e-cigarettes, Thus, in combination with the ohservations
that e-cigarette users are heavier simokers and less hkely to

JAMA Pediatrics  Published oniine March 6, 2004

have stopped smoking cigarettes, these results suggest that
e-cigarette use s aggravating rather than ameliorating the
tobacco epidemic among youths. These results call inro
<7 that e-cigarettes are effective as

guestion claims!
smoking cessation aids.

Cur US results are consistent with those for Korean youths,’
with high levels of dual use in both populations. Cusrent e-
cigarette users {past 30 days) were much less likely to have ab-
stained from smoking cigarettes in the past 10 days in both
popalations (=1 puff byt not in past 30 days: OR = 0.10; 95%
ClL 0.09-0.2 in Kovean youths vs OR = 0.t5; 95% C}, 0.08-
0.28 for experimenters with cigarettes in US youths). Among
awrrent cigarette-smoking youths in Korea, there was a sig-
nificant association between current e-cigarette use and at-
tempting to quit smeking in the past 12 months (OR = 1.67; 95%
C1, 1.48-1.90}, but there was not a significant association for
US youths {OR = 1.20; 95%, Cl, 0.65-2.22). This difference may
reflect behavioral differences between the 2 countries but may
also refiect the lower power in our study. The Korean sample
was much larger than ours (75 643 vs 17 320 mdividnals, re-
spectively)y with higher prevalence of current {12.1% vs 5.0%)

famareTalnls com
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Table 5. Ever and Current Electronic Cigarette Use by Abstinence From Sroking Conventional Cigarettes Among Ever Smokers in the 2011 National

Youth Tobacco Survey”

Depesident Variable

“2011{n = 850)

" Abstinence, OR (95% CI)®

2012 (7 = 9723

1y

| 304d°

6 mo?

1y

Non-tispanic ..

white. .

Hon-Hispanlc ©

k-

681 (02230D T L5 038 T0n

Non-Hispanic 112 (0.72-174) ©
. Dthes A SDOL R
Malg - (0,87 {0.53-1.42) - 1,89 (0.67:3.34)
0.56 (0.31-1.02) 7

Unadlusted

- 0.40.(0.10-3
0.99 (085-1.15)

T[Reference} . | 1[Referance]

i
255 (0.24-14.80)

159 (0.60-4.19)

U187 (0.72:5.40)

 0.38(0.10-1.48)

078 (614442)
Co99(gesLis)

STrdeed

X YCSTR
i ines 65
BRSE T
089 (0.16-4.95)

0.40 (0.15-0.99)

"1.08 (065-1.79)
153 (0.98-7.38)
.69 (0.44-1,59)
£.27 (0.09-0 36)
092 (0.78-1.07}

0.40(6.A7-094)

216 (0.69-1.98)

181 (1042 4%)
025 010081

064 (0.46-1.09)
0,34 (0.801.10)

. 1[Reference]

T LiReference] -

654 (G.32-0.90)

0.34 (0.80-1.107

1 [Reference]

¢57(0.14-1.87)

1731(0.62:2.45)

0.57 {0.35-0.97)

017 {006-0.49)

0.91 {0.75-1.08)

1 fReference]

1,55 (01.85-2.86)

Toseiiriey

135 (0.67-2.73)

160 (0.50-284)
820 (0.67-0.53)

0.30 {0,16-0.56)
093 (0.77-1.12)

1iReference]

0,48 (0,10-2.23}

122 (061241

1,74 (D.82-3.69}
0.31 (¢,17-0.58)

(.24 ((.08-D.75)

0.50 (0.74-1.09)

" 1 [Referentce]

0.65 (0.16-2.58)

1.38 (0.68-2.78)

(71082 357)
027 @.09-0.81)

Abbreviatians e-cigarette, electrone cigarerte: OR, odds iatio.

* Exchudes respondents with missing values 100 e-cigarette use, cigarette
smoking, and covariates. Ever smokers are those who have smoked at l8ast
W2} cigareties in lifetime

T gased on answers 10 "When was the 1ast nme you smoked a cigaretta, even |
o7 2 puffs?”

< Responded “Aot 0 the past 30 days but in the past 6 months™ (o the
abstinence gquestion.

JResponded "ot nthe past & months but in the past year™ ta the abstinence
QUESTION,

* Responded "1to 4 years ago” or “Sor more years ago” 1o the ahstinence
queston

" Ever Triad an e-cigarette (1 200 = 234 127 2% of ever cigaree sokers] in
2012, 1= 562 [57.8% of ever smokers];

¥ Used an e-cigarette i the past 30 days (in 2011, n = 80 [9.3% of ever cigacette
smokers): in 2012, 237 [24 4% of ever siokeis])

and ever (26.3% vs 5.6%) cigarette smoking and carrent (4.7%
Vs 1.1%) and ever {9,4% Vs 3.12) e-cigarelte use.

Although e-cigarettes deliver many fewer toxins and at
much lower fevels thatconventional cigarettes, ™ they con-
tain rcotine, a highly addictive substance,” i doses de-
signed to mimic cigarettes. Animal models suggest that,
through it effect on cholinergic pathways, nicotine may have
permanent effects on the brain and behavior*® 3 such as dys-
regulation of the limbic system, which can lead to long-term
difficulties with behavioral regulation, attention, memory, and
motivation, among orher functions.**** The adolescent hu-
maret brain may be particularly vulnerable to the effects of nico-
tine because it is still developing *%%

Thisisacross-sectional study, which only allows us ro iden-
tify associations, not caysal relationships, Qur results are also
linited by the lack of information about motivation for using
e-cigarettes (eg, popularity, trendy, smoking cessation) and the
fact that they only apply to middie and high schoot students,
net all Us youths.

In comparison with the 8.0% and 8.6% of respondents who
had missing data in 2011 and 2012, respectively, and were

jamapediatiics.com

dropped, our analytical sample had stightly mare girls (2011
42.9% VS 49.4%, P = .007; 2012: 38.3% vs 49.0%, P« 00t} and
more white respondents (2011: 39.5% vs 56.6%, £+ 001; 2012
39.8%vs 54.7%, P« 001) (eTable 2in Supplement). In 2042 only,
our sample compared with students with missing data also had
atower prevalence of e-cigarette use (6,5% vs 10.2%; P = .002)
and was slightly younger (mean age, 14.6 vs 14.2 years; P < 061,
There were no significant differences by any of the other demo-
graphic, e-cigaratte use, or cigaretie smoking variables.

nhi———
Conclusions

While rhe cross-sectional nature of our study does not allow us
toidentify whether most youths are initiating smoking with con-
ventional cigarettes and then moving onto (usually dual uge of)
e-cigarettes or vice versa, our results suggest that e-cigareftes
ate not discouraging use of conventional cigarettes. Among ex-
perimenteys with conventional cigarettes, e-cigarefte tse 1s as-
soclated with established cigarette smoking and lower rates of
abstinence from conventional cigarettes. The debate over

FAMA Pegiatrics  Published online March 6, 2014
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e-cigarettes ¥ HM-4530 has cantered on whether e-cigatettes could
be usetul as a harm-reduction strategy in estzblished adult ciga-
retie sokers, The results of our study together with those from
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Fwd: Urgent Guam doctor for smoking

Dr. Shieh's Clinic & Associates <doctorshieh@yahoo.com> Tue, Mar 11, 2014 at 5:05 AM
To: michael cruz <mwcruzin@hotmail.com>, Chris Bieling <drbielingsaipan@gmail.com>,
"senatorsannicolas@gmail.com” <senatorsannicolas@gmail.com>, Pramila Sullivan <pramilaQ08@hotmail.com>

Dear Board

Please see below. | was unable to load the YouTube on my iPhone so dont know who Public health is referring
to as the doctor on Guam. When | can get to a desk top | can try to view. Any comments and support for
public health on e cig, | am against any types of smokin.... Smoke is smoke.

Thomas Shieh, MD, FACOG
Board Certified, ABOG
www. ShiehClinic.com
Office: 671 648-2229

Pager: 671 635-8360

Cell: 671 777-8360

Sent from my iPhone 55

Begin forwarded message:

From: "Roselie V. Zabala" <mselie zabala@hdphss. guam gow>

Date: March 10, 2014 at 11:15:00 PM GMT+10

To: Dr John TAITANO <dratanc@gmail come>, doctorshiehd@yahoo com, Annette David
<girdavdgbguam net>, napufive <napufie@yashoc.com>, Marisha Artero

<marisha arterofcancer. org>, senator <senator@toduguam com>, Joseph Anthony Mesngon
<jmesngon senatordrodriguez fpgmail com=

Cc: James Gillan <james. giflang@dphss. guam. gov>, "Suzanne S. Kaneshiro”

<guzanne kaneshiro@dphss guam.gov>, Elizabeth guerrero <elizabeth querercfidphss.
guam.gov>, Christopher Surla <christopher surla@@dphss guam gov>, Lee Buenconsejo-Lum
<lhuencon@hawai edu>, waganivaluT <waganialuTgwpro who.int>, Masatomo Nadeau
<masatomoe nadeau@dphss. guam.gov>, roselie zabala <roselie zabala@@dphss guam. gow
Subject: Fwd: PNC E Cig video

Dear ALL

Please see the fink httpr/www voutube comvwatch?ve JZ8DR2IYwG. 1t is so disappointing to
hear that a Guam Clinician is justifving the use of'e-cigarettes. It is alarming how the local radio
stations are promoting e-cigareties.

I am paging both the Guam Medical Society and the Guam Medical Association to issue their
stand against the use of electronie cigarettes. There 1 a Public Hearing on Wednesday, March
12, 2014 at 9:30am on Bill 264-32 relative to E-Cigarettes introduced by Sen. Dennts
Rodriguez.



I am attaching a Letter of Testimony written by our Tobacco Control Consultant and WHO
Tobacco COntrol Adviser, Dr. Annette David.

[ am also attaching an e-mail and documents courtesy of Dr. Lee Buenconsejo-Lum from
JABSOM, University of Hawaii:

There s a short summary article (attached) from Medscape. I've also attached
the actual study and the editorial from vesterday’s Journal of the American
Medical Association Pediatries issue.

Conclusions and Relevance Use of e-cigarettes was associated with higher odds ofever
or current cigarette smoking, higher odds of established smoking, higher odds of planning to
Gquit smoking among current sinokers, and, among experimenters, lower odds of abstinence

from conventional cigarettes.

Use of e-cigareties does not discourage, and may encourage, conventionat cigarette use
among US adolescents.

Flectronic cigareties {(e-cigarettes) are devices that deliver a heated aerosol of nicotine in a
faghion that mimics conventional cigarettes while delivering lower levels oftoxins than a
conventional combusted cigarette.i - 4 They are being aggressively marketed using the same
messages and media channels (plus the Internel) that cigarette companies used to market
conventional cigarettes inthe 10508 and 1960s,5 including on television and radio where

cigarette advertising has been prohibited for more than 40 vears.

In addition to these traditional media, e-cigarettes have established a strong advertising
presence on the Internet, and e-cigarette companies heavily advertise their products
through electronic communication. Studies have demonstrated for decades that vouth

ex posure to cigaretie advertising causes vouth smoking.s Electronic cigareties are also sald
using characterizing flavors (eg, strawberry, llcorvice, chocolate) that ave banned in
cizareites in the United States because they appeal to vouths,

The 2011 and 2012 National Youth Tobacco Survev (INYTS) revealed that e-cigarette use
among youths in grades 6 throuah 12 doubled between 2011 and 2012, from 3.3% to
6.8%.7 As with aduits.7- 10 concurrent dual use of e-cigarettes and conventional cigarettes was also
high, with 76 3% of current e-cigarette users reporting concutrent use of conentional cigarettes in
20127 Likewise. ecinarettes were introduced to Korea in 2007 using marketing techniques simiiar

to those used in the United States, and use among adolescents rapidly increased: in 2011, 4.7% of
Korean adolescenis were using e-cigareties, 78 7% of whom were dual users. 2

The prevalence of e-cigaretie use is also rismg among adults in the United States. In a web-
based survey 11 3.3% ofadultsin 2010 and 6.2% 1n 2011 had ever used an e-cigarette. In
addition, awareness ofthese products among adults inereased from qo.0% in 2010 to 57.0%
in 2011, Carrent cigarette smokers had significantly higher levels of ever e-cigarette ase than

former and never cigaretie smokers in hoth vears.

Electronie eigarettes are marketed as smoking cessation aidss 1 o- 14 and many adalt e-
cigarette users cite the desire to stop smoking conventional cigarettes as their reason for
using them. s 1a- 7 However, the value of e-cigareties as a cigaretie substitute hag been

questioned because ot high levels of dual use with conventional cigarettes .y 89110820 In



addition, 2 longitudinal population studies of adult smokers contradict claims that e~
cigarettes are effective cessation aids: one (in the United States, United Kingdom, Canada,
and Australia) found that e-clgarette use is nol associated with guitting conventional
cigareftessy and the other (in the United States) found significantly less quitting. 2 (A
randomized clinical trialz 2 found that e-cigarettes were not supervior to nicotine patches for
simoking cessation, but both interventions showed low quit rates and there was no control
group of spontaneous quitters.) A cross-sectional USstudy = also found that unsuecessiul
cigarette quitters were significantly more likely to have ever tried e-cigareties in comparison
with individuals who had never tried to quit. Likewise, a cross-sectional study of Korean
adolescentssfound that they were using e-cigareties as smoking cessation aids {odds ratio
[OR]=1.58:05%CI, 1.30-1.7 g for e-cigarette use amonyg students who had made a quit
attempt compared with those who had not) but were less likely to have quit smoking (OR =
0100 95%CLL 0.00-0.12).

To further understand the relationship between e-cigarette use with conventional cigarette
use and quitting, this study used data from the 2011 and zo12 NYTS 10 examine the
refationship between e-cigarette use and both conventional eigarefte smoking and smoking

cessalion among US adolescents.

‘Thank you.

Roselie V. Zabala, MSW

Health Services Administrator

Bureau of Community Health Services

Department of Public Health & Social Services

Contact Number: (671} 735-7304

F-mail Address: roselie zabalacodphss. cuameov rzabaladphssie gnmil com

Mission Statement: “To improve the health and guality of life in our community by eliminating
health disparities; increasing access fo health care; early disease detection; disedse prevention
and controt; and promoting healthy lifestyles through policy development, implementation,
surveillance and intervention, and providing social services in collaboration with community

partners and stakeholders.”

Confidentiality Notice:

This e-mail message, including any attachments, is for the soke use of the intended recipient(s)
and may contain confidential and privileged mformation. Any unauthorized review, use,
disclosure or distribution is prohibited by law. If you are not the intended recipient, pkase
contact the sender by reply e-mail and destroy all copies and attachments of the original
message.




Erom: "Christopher Surla” <christopher sula@@dphss guam.gov>
To: "Roselie V. Zabala" <roselie. zabala@dphss guam.gov>

Cc: "Elizabeth guerrerc” <elizabeth.guerrero@dphss.guam.gov>
Sent: Monday, March 10, 2014 4:59:49 PM

Subject: Fwd: PNC E Cig video

ms rose, please watch this MD¥'s statement regarding e-cigarettes,

Christopher Surta | Health Educator | Tobacco Prevention and Control Program | Department of Public Health and Social

Services | Bureau of Community Health Services | tel 671,735, 7334 | fax: £71.735. 7506

From: "Christopher Surla” <christopher surla@dphss.guam gov>
To: "Elizabeth guerrero" <elizabeth guerrero@dphss guam.gov>
Sent: Monday, March 10, 2014 4:54.18 PM

Subject: PNC E Cig video

Ritp: /7 fvewwy . youlube com/watchive jZ8DR2Yw0

Christopher Suria | Health Educator | Tobacco Prevention and Control Program | Depar tment of Public Health and Sociat

Services | Bureau of Community Health Services | telr 871,735 7334 | fax: 67173575300



Contidentiality Notice:
This e-mail message, Including any attachments, 15 for the sole use of the intended recipientis| and may ontain confidentiat and
e bvibeged infor mation. Ay unauthor ized reviev, use, distloser @ or distribution is prohibited by e I you are sol the intended

recipient, please contact the ssnder By repdy e-mail and destr oy all copies and attachments of the original message.

14 attachments
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e-Cigs No Deterrent, Likely Contributor, to Teen Smoking
Caraline Cassels | March 06, 2014

Far from claims that electronic cigareties (e-cigareltes) may help curb conventional cigarette use in youth, new
research suggests that these increasingly popular products may actually contribute to nicotine addiction,

A large, cross-sectional study of US middle school and high school studenis showed that current e-cigarette
smokers were more than 7 times more likely to be current cigarette smokers than their counterparts who had not
used e-cigareties.

“The debate ower e-cigarettes has centered on whether e-cigarettes could be useful as a harm-reduction sirategy in
established adult cigarette smokers. The results of our study...suggest that e-cigareties may contribute to nicotine
addiction and are unlikely to discourage conventional cigarette smoking among youths,” authors Lauren M. Dutra,
Sch, and Stanton A, Glantz, Phi3, both from the Center for Tobacco Research and Education, University of California,
San Francisco, write.

The study was published onfine March 6 in JAMA Pediatrics.

Use Doubles

Battery-operated products, e-cigarettes vaporize nicotine, flavor, and other chemicals that are then inhaled by the
user, Currently unregulated, these products are aggressively marketed as a "safe” alternative to conventional tobacco
products and as smoking cessation aids.

Howewer, previous research showing high rates of dual use of e-cigarettes and conventional cigarettes brings into
question the products’ efficacy as cigaretie substitutes and/or smoking cessation aids.

To gain a better understanding of the relationship between e-cigaretie use and conventional cigarette use and
smoking cessation, the investigators examined surey data from middle school and high school students in 2011 {(n =
17.353) and 2012 (n = 22,529) who completed the National Youth Tobaccoe Suney.

The investigators found that in 2011, 3.1% of adolescents had ewer tried e-cigarettes at least once (1.7% use with
cigarettes, 1.5% with only e-cigarettes). Results also showed that 1.1% were current e-cigarette users (0.5% use
with cigarettes, 0.6% with only e-cigarettes).

By 2012, 6.5% of adolescents had tried e-cigarettes {1% use with cigarettes, 1.1% with only e-cigarettes).

The investigators report that among cigarette experimenters (21 puff), ever using e-cigarettes was associated with
higher odds of ever smoking cigarettes (2100 cigarettes; odds ratio [OR} = 6.31; 95% confidence interval [Cl], 5.38 -
7.39) and currently using e-cigarettes (OR, 5.96; 95% C|, 5.67 - 6.27).

They also report that current e-cigarette use was positively assocciated with ever smoking cigarettes {OR = 7.42; 85%
Cl, 5.63 - 0.79) and current cigarette smoking (OR = 7.88; 95% Cl, 6.01 - 10.32).

The results also showed that in 2011, current cigarette smokers who had ever used e-cigareties were more likely 1o
intend to quit smoking within the next year. However, e-Cigarettes were associated with lower abstinence rates from
conventional cigarettes.

"Use of e-cigarettes was associated with higher odds of ever or current cigarette smoking, higher odds of established
smoking, higher odds of planning to quit smoking among current smokers, and, among experimenters, lower odds of
abstinence from conventional cigarettes. Use of e-cigarettes does not discourage, and may encourage, cenventional

hitp fiwwe medscape. comewarticle/B821549_print 12
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cigarette use among US adolescents,” the investigators conclude.
Need for Quick Action

In an accompanying editorial, Frank J. Chaloupka, PhD, University of lilinois in Chicago, notes that the use of e-
cigarettes, which are also known as electronic nicotine delivery systems (ENDS), is projected by some analysts to
surpass sales of traditional cigarettes in the not-too-distant future.

The current study, he writes, "highlights some of the concems about the potential public health harms" from these
products, including the doubling of ever use among teenagers between 2011 and 2012 and the link between the use
of these products and reduced likelihcod of abstinence from conventional cigarettes.

"While much remains to be learned about the public health benefits and/or consequences of ENDS use, their
exponential growth in recent years, including their rapid uptake among youths, makes it clear that policy makers
need to act quickly. Adopting the right mix of policies will be crifical to minimizing potential risks to public health
while maximizing the potential benefits,” Dr. Chaloupka writes.

The authors and Dr. Chaloupka report no refevant financial relationships.

JAMA Pediatr. Published online March 6, 2014. Abstract, Editorial

Medscape Medical News © 2014 WebMD, LLC

Send comments and news tips to news@medscape.net,

Cite this article: e-Cigs No Deterrent, Likely Contributor, to Teen Smoking. Medscape. Mar 06, 2014,

ntp /A medscape comiiewarticier821549_print i
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Tobacco Control Policy and Electronic Cigarettes

Frark 1 Chaloupka, PhiD

Trring the past few vears, the use of electronie nicotine de-
fvery systems (ENDS), commonly known as electronic ciga-
rettes {e-cigarettes), hus rigern rapidlyin the United States, with

some analysts suggesang thay
g ENDS sales could surpass
Related article sales of traditional cigarettes

i the not-too-distant fu-
ture. This rapid rige has stimulated a vigorous debate in the
tobaceo control community over the potential public health
mmpact of ERDS and about how best to regulate thein. The ar-
ricfe by Durra and Glaniz' ighlighis some of the concerns about
the potential public health harms from ENDS, documenting the
enagers between

more than doubling of ever use amnong US
2011 and 2012 and the associations of ENDS use with more es-
tablished smoking and, among experimenters, reduced like-
hhood of shstinence from conventional cigarettes, At the same
time, theiy article highlights the potential promise of ENDS,
with their use associated with greater interest in quitting among
current voung smmokers. The same phenomena aresecn among
adult smokers, with awareness and ever use of ENDS rising
sharply from 2010 40 2011 and high rates of dual use among us-
ers of ENDS and conventional cigarettes, while many users re-
port using KNS i an effort to guit smoking ® 7o date, how-
ever, the empirical evidernce on the effectiveness of ENDS use
in promoting smoking cessation is mixed at best, with some
studies finding either no association or 4 negative assodation
between ENDS use and quitting and others suggesting effec-
tiveness equivalent to that of nicoline patches. »?

As ENDS use has erown in the United States, federal. state,
and local governments have struggled with how 1o treat ENDS
under existing tobaces contral policies andfor with develop-
ing and implementing new policies. In part, this struggle re-
Herts the desire to maximize the use of ENDS as a smoking ces
sation tool, while at the same time preventing vouths from
starting with ENDS and moving on 1o conventional ¢iga-
rettes, While not harmiess, moving cusrent smickers from ciga-
rettes to ENDS would almost certalnly lead to significant re-

ductions in the health and economic consequences of

smoking.* However, the high rates of use of both ENDS and con-
venttanal clgareties among current ENDS users suggest that
iy are using then as a way 1o satisfy their nicotine addic-
fron i venues where sinoking is not allowed rather than asa

means to quit sinoking entively, raising concerns that the pob-
e health fmpact of ENDS could be minimal,

The inclusion of ENDS under seme tobacco control poli-
cies seans clearly appropriate. The rising rates of ENDS use
among youlhs and concerns that ENDS will become g gate-
way to conventional cigarettes provide a strong rationale for
minimam purchase age laws, requirements that ENDS he

jamagediatr

placed behind the counter, and other policies aimed at pre-
venting youths' access 1o them. As of mid-November 2013,
vouth access laws in 22 states included ENDS {Camille K. Gour-
det, JD,MA, Jamie F, Chrgut, P, and F.LC,, unpublished data,
November 20173, while local policies in many jurisdictions deo
the samne, Similarly, given the growing evidence that the va-
pors produced by ENDS contain nicotine, benzene, cad-
mium, formaldehvde, isoprene, toluene, and other poten-
tially harmful chemicals,” including ENDS use under state and
local policies prohibiting smoking in workplaces, restau-
rarts, bars, and other public places would be an important step
i protecting nonusers from exposure Lo secondhand vapors,
In mid-November 2042, siioke-free air policies in 13 states ex-
plicitly addressed ENDS use (Camille K. Gousdet, 1D, MA, Ja-
mie . Chrioul, PhI, and F.LC, unpublished data, Novemnber
20133, while local policies in 108 communities did the same in
early fanuary 20147

Bringing ENIS under the junsdiction of the US Food and
rug Admirstration {(FDA) over tobacco products will be an-
other key step. This would subject them to the FDA's existing
regulations on cigaretfes, mchuding its efforts o reduce youth
access urad 1ts ban o the sale of flavored products, which would
help reduce the appeal of ENDS to youths, A1 the same time, it
would open the possibility of future FDA regulations that would
restrict ENDS marketing, regulate lubeling, require disclosure
of ingredients, establish product standards, and more. The FAs
past efforts to assert jurisdiction over ENDS have been unsuc-
cesstul, but the agency 1s soon expected to release a proposed
deeming rute that would encompass the vartety of other to-
baceo products currently not subject to FRA regulation, includ-
ing ENDS. Constraming FNDS marketing and including them un-
der comprehensive smoke-fres policies would helpensure that
the strong socral norms against sioking that have developed
i the 50 years since the release of the first U8 Surgeon Gener-
ab's report on the health consequences of smoking would net
be eraded, 33 may be happening in the wake of extensive ENDS
advertising on television, radio, and biliboards and in newspa-
pers end magazines ag well ag widespread ENDS use in venties

where Cigaretie smoking is prohibived.

Less clear s whether ENDS should be taxed and, i they
are, at what level 1o rax them. Extensive research shows that
axes that raises tobacoo prod-

asignificant increase in tobaceo
uet prices s the single most effective policy for reducing to-
vong people 18 particu-

baceo use arxd shows that use amo
“while new research shows that ENDS
sales are highly responsive 1o changes in their prices (idong
Huang, Phiy Johin AL Tauras, Phid, and FLC, unpublished da,
Drecember 2013, Additionailv, many ENDS users report that the
fow cost of ENDS relative 1o cigarettes 15 a key veason for use

tarly sensitive to pric

»

FAMA Pediatrics  Published onfine March &, 2004

Copyright 2014 American Medical Association. All rights reserved.
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(Maansi Bapsal-Travers, PhD, Andrew Hyvland, PhD, Cheryi Ri-
vard, MPH, F.LC, Bdong Huang, PhD, and Dianne Barker, MHS,
unpublished data, January 2014). This imphes that taxing ERDS
at rates comparable to cigarettes would be highly effective in
deterring vouths” initiation of ENDS use but at the same time
would discourage many current smokers from switching 1o
ENDS. At the other extreme, fatling o levy a tax on ENDS would
keep their prices relatively low, which could lead fo youths’ ex-
perimentation with ERDS and subgaguent progression to con-
ventional cigarelte sypoking. This suggests that governmenis
that decide 1o levy taxes on ENDS should at the same time
adopt significantincreases in thedr other tobacco taxes so that
the prices of cigarettes and other combusted tobacew prod-
1S, Such a policy would have

wets rise relative to prices for E1
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Carpenter KM

the benefit of deterring initiation of all tobacco use, including
ENDS use, among voung people while increasing cessation
among current tobaccs users, at least i part by eRCOUTaging
substitution o ENDS. To date, only Minnesota levies
c1se tax on ENDS, with sirmilar taxes vider consideration in
aral othess states (Camille K. Gourdet, 1D, MA, Jarie F. Chrigui,
PhD, and FLE., unpublished data, Novemnber 2013,

While much remains to be learned about the public health
benefits and/or consequences of ENDS use, thelr exponential
growth i recent years, including their rapid uptake among
youths, makes it clear that policy makers need to ot quickly,
Adopting the vight mix of policies will be critical to minmiz-
g potential risks 1o public healtth while mavimizing the po-

tential benefits.
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March 10, 2014

Hongrable Senator Dennis G. Rodrigues, Jr.
32™ Guam Legislature

176 Serenu Avenue Suite 107

Tamuning, Guam 96913

RE: Bill No. 264-32 (COR) — An Act reiative to prohibiting the sale or distribution
of electronic cigarettes to minors

Dear Senator Rodriguez:

Hafa adaif

As physicians and health professionals who actively advocated for Guam’s previous
health-related policies, we are writing you once more to express our strong support for
Bill 264-32 (COR) prohibiting the sales and distribution of electronic cigarettes to minors.

Electronic cigarettes, also known as e-cigarettes or electronic nicotine delivery systems
(ENDS) are unregulated products, and the evidence regarding their impact on health is
slowly emerging. What is known gives cause for serious concern.

E-cigarette cartridges generally contain up to 20 mg of nicotine', and nicotine is
one of the most addictive substances known to man. Even when e-cigarettes are
labeled as having “no nicotline,” tests by the US Food and Drug Administration
showed detectable levels of nicotine in all but 1 sample.”

Analyses conducted by the US Food and Drug Administration {(FDA) from 2
leading brands of e-cigarettes found diethylene glycol and nitrosamines in e-
cigarette cartridges.® These are highly toxic substances. Diethylene glycol is a
potentially lethal human toxin, which has been implicated in numerous mass
poisoning incidenis worldwide; because of its adverse effects on humans,
diethylene glycol is not allowed for use In food and drugs. Nitrosamines are
established human carcinogens.

There is growing evidence that the vapors produced by e-cigareties contain
nicotine, benzene, cadmium, formaldehyde, isoprene, toluene, and other
potentially harmful chemicals. Thus, “second-hand e-cigarette vapor” may be as
dangerous as second hand smoke.”

A very recent study published in the Journal of the American Medial Association
Pediatrics tast March 6, 2014 demonstrated that use of e-cigarettes among teens
in the LIS has doubled from 3.1% in 2011 to 6.5% in 2012. Moreover, teens who
reported ever using e-cigareltes were more likely to be current smokers and less
likely to be successful in their attempts to quit tobacco use. The study authors
concluded “"Use of e-cigarettes was associated with higher odds of ever or
current cigarette smoking, higher odds of established smoking, higher odds of

wentita http://www heaiihoar GUaMLCom




planning to quit smoking among current smokers, and, among experimenters,
lower odds of abstinence from conventional cigaretles. Use of e-cigarefies does
not discourage, and may encourage, conventional cigarette use among US
adolescents.™

In Guam, we are seeing increasing use of e-cigarettes by our young peopte. Our
community-based participatory research project mapping tobacco advertising at
the point-of-sale demonstrated widespread advertising of e-cigarettes, several of
which come in candy and fruit flavors which appeat to youth.”

Because the safety of e-cigarettes is under guestion, and the evidence base for its
adverse health impact is growing, countries and US States and local jurisdictions have
begun passing legisiation to restrict its use.

-

As of mid-November 2013, youth access laws in 22 states included e-cigarettes
(Camille K.Gourdet, JD,MA, JamieF. Chrigui,PhD,andF.J.C., unpublisheddata,
November 2013). California, Minnesota, New Hampshire, New Jersey, New
York, Kansas, Vermont, and Utah have prohibited the sale of e-cigarette to
minors since March 2011.%

Additionally, e-cigarettes are being added to smoking bans in public places.
Nationally, several state and local governments, including New Jersey™ and King
County,”™ Washington, have included or are in the process of adding e-cigarettes
to their smoking bans. Furthermore, the U.S. Department of Transportation has
proposed banning the use of e-cigarettes on planes.” Already, several airlines
have prohibited smoking e-cigarettes on their aircrafts on their own initiative.”, *
Locally, the Guam Community College and the Department of Public Health and
Social Services ban e-cigarette use within their premises.

Globally, several countries, including Australia, China, and Brazil have banned
the sale and marketing of e-cigareftes.”™

Currently, e-cigareties remain unregulated by federal law. In Guam, e-cigarettes can be
sold without restrictions, even {o children. However, the mounting evidence highlighting
the negative health effects of these products requires action to protect our youth. Thus,
passing Bill No. 264-32 (COR) is a sound and urgently needed law to safequard the
heaith of Guam’s youth.

We strongly support enacting this Bill into iaw. We also recommend that your office
consider incorporating e-cigarettes into the Natasha Protection Act, to minimize the
harmful effects of “second hand vapor.”

Thank you, cnce again, for taking a health champion’s role to ensure a healthy future for
our island!

Sincerely,

AU

Annette M. David
Senior Partner
Health Partners, L.L.C.

YR
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* JetBlue Ailines. Electronic/Smokeless Cigarettes. Retrieved Jan 6, 2043, from
hitp://help jetblue.comiSRVS /CGI -
BiN/webisapi.diif /?5t=276,E=0000000000113349029 K=9756,8xi=1,Case=0b|%28385995%29

% American Airlines. 2008. Keeping Passengers and Employees Safe at All Times. Retrieved
June 8, 2013, from Mip/iwww aa.com/iiBniamrcom/corporatelnformation/facts/safety jsp

“ WHO Study Group on Tobacco Product Regufation. Report on the scientific basis of tobacco
product regulation: Third report of a WHO study group.
whglibdoc. who.int/publications/2009/978824 1209557 _eng.pdf. Accessed Jan 13, 2014
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Anjaneen Taitano <aplaitano@gmail.com> Fri, Jan 31, 2014 at 10:57 AM
To: senatorsannicolas@gmait.com
Ce: theguammedicalsociety @gmail.com

1/31/2014

Hafa Adai Senator San Nicolas,

Piease find attached herewith Dr. John Ray Taitano's Letter in Support of Bill 264-32
Any questions or concerns can be directed to telephone: (671) 300-0343 or Email:
theguammedicalsociety@amail com

Regards,

A.P. Taitano, RN for

Dr. John Ray Taitano

sy Lettter_in_Support_of Bili_264-32.pdf
~ 49K
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Honorable Michael F.Q. San Nicolas
Committee on Aviation, Ground Transportation,
Regulatory Concerns, and Future Generations
32" Guam Legisiature

155 Hesler St.

Hagatfia, Guam 96910

RE: Letter in Support of Bill 264-32 (An Act Relative to Prohibiting the Sale or Distribution of
Electronic Cigarettes to Minors, by Adding a New § 6101(1), to Article 1, and Amending § 6400 of Article
4, Chapter 6, Title 11, Guam Code Annotated).

Dear Senator San Nicolas,

Hafa Adai! As a member of the Guam Comprehensive Cancer Control Coalition {Cancer Coalition) and
resident of Guam, I strongly support Bill 264-32 (An Act Relative to Prohibiting the Sale or Distribution of
Electronic Cigarettes to Minors, by Adding a New § 6101(1), to Article 1, and Amending § 6400 of Article 4,
Chapter 6, Title 11, Guam Code Annotated).

The use of electronic cigareties or electronic nicotine delivery systems has steadily increased in the past couple
of years. Its popularity can be attributed to how this product is being marketed in our community: that it is a
better alternative to tobacco smoking, that it is safe, and that it 1s an effective way to quit smoking.

According to the U.S. Centers for Disease Control and Prevention, the use of electronic cigareties among U.S,
middle school and high school students doubled during 2011-2012. In 2012, an estimated 1.78 million students
reported having ever used electronic cigarettes. One hundred sixty thousand (160,000) of these students who
used electronic cigarettes had never used conventional cigarettes. The numbers are alarming since the impact of
using electronic cigarettes on public health is still uncertain. However, a growing body of knowledge can
already be shared.

The World Health Organization has stated that the safety of these products and its efficacy to help people stop
smoking has not been scientifically demonstrated. Electronic cigarettes contain nicotine which is a chemical
that has been proven to be harmiful to children, nursing mothers, pregnant women, the elderly, and people with
heart conditions. In fact, a nicotine cartridge of 2dmg may cause acute nicotine poisoning when accidentally
swallowed by a child. Nonsmokers of tobacco products may be at risk for addiction to smoking electronic
cigarettes.



In addition, although electronic cigarettes do not generate smoke via burning tobacco, this does not mean it is
safer to use than conventional cigarettes. Chemicals in electronic cigarettes have not been fully disclosed and
there has been no adequate information on their emission. However, the American Cancer Society has stated
that in initial lab tests, the FDA found carcinogens (chemicals that cause cancer) and other toxic chemicals in
detectable levels from a couple of electronic cigarette brands and cartridges.

[ believe that prohibiing minors from purchasing electronic cigarettes will discourage our youoth from
developing poor health behaviors and will limit their exposure to a new product whose impact on health is still
unknown. We commend you for making the right choice for our people and we encourage your colleagues to do
the same. Please act now and pass Bill 264.

Than¥ you,

NPV AR A

Johij Ray Taitano, MD, MSS, FACP

Preskient
Guam Medical Society



January 27, 2014

Honorable Michaal F.Q. San Nicolas

Committee on Aviation, Ground Transportation,
Regulatory Concerns, and Future Generatlons

32" Guam Legislature

155 Hesler St

Hagatfia, Guam 86910

Dear Senator San Nicolas,

Thank you for sponsoring Bill 264-32 (An Act Relative to Prohibiting the Sale or Distribution of Electronic
Cigarettes to Minors, by Adding a New § §101{1), to Article 1, and Amending § 8400 of Article 4, Chapter
8, Title 11, Guam Code Annotated).

The use of electronic cigarettes or eélectronic nicotine delivery systems has steadily increased in the past
couple of years. Iis popularnity can be attributed to how this product is being marketed in our community:
that it is a better alternative to tobacco smoking, that it is safe, and that it is an effective way to quit

smoking.

According to the U.S. Centers for Disease Control and Prevention, the use of electronic cigarettes among
U.S. middle school and high school students doubled during 2011-2012. In 2012, an estimated 1.78
milifon students reporied having ever used électronic cigareites. One hundred sixty thousand (160,000)
of these students who used alectronic cigarettes had never used conventional cigarettes. The numbers
are alarming since the impact of using electronic cigareties on public health is still uncertain. However, a
growing body of knowledge can already be sharad.

The Worid Health Organization has stated that the safety of these products and its efficacy to help people
stop smoking has not been scientifically demonstrated. Electronic cigarettes contain nicotine which is a
chamical that has been proven to be harmful to children, nursing mothers, pregnant women, the elderly,
and people with heart conditions. In fact, a nicotine cartridge of 24mg may cause acute nicotine
polsoning when accldentaily swallowed by a chiid. Nonsmokers of tobacco products may be at risk for
addiction to smoking electronic cigarettes.

In addition, although electronic cigarettes do not generate smoke via burning tobacco, this does not mean
it is safer to use than conventionai cigareftes. Chemicals In electronic cligarettes have not been fully
disclosed and there has baen no adequate information on their emission. However, the American Cancer
Society has stated that in inltial lab tests, the FDA found carcinogens (chemicals that cause cancer) and
other toxic chemicals in detectabie levels from a couple of electronic cigarette brands and cartridges.

The Guam Comprehensive Cancer Control Coalition supports Bill 264. We believe that prohibiting
minors from purchasing electronic cigarettes will discourage our youth from developing poor heaith
behaviors and wiil Iimit their exposure to a new product whose impact on heslth is stili unknown. We
commend you for making the right choice for our people and we encourage your colleagues to do the
same. Pleasa act now and pass Bill 264.

Sincerely, muf{k M 0&

Ce Y. Mariano Renata Bordallo
Ch Vice-Chair
S O YL T A REFTINEF JRRNIERTIRME ST, EET e O For mm infom‘aﬂm e wnw: _— A R e A S L e DL L e e e 3 e e

DPHSS, Guam Comprehensive Cancer Control Program
123 Chalan Kaweta, Mangilac, Guam 58813-8304
Telephone: (671) 735-7335 Fax: (671) 734-2086

hitp-/fdphss.guam.gov



Lo ety

Bill 264-32 Re E-smoking

James Gillan <james.gillan@dphss.guam.gov> Thu, Feb 13, 2014 at 10:54 AM
To: senatorsannicolas@gmail.com, roryforguam@gmail.com, "Dennis G. Rodriguez, Jr." <senator@toduguam.com>,
"Benjamin J.F. Cruz” <senator@senatorbjcruz.com>, senatortonyada@guamiegisiature.com,
aline4families@gmail.com

Dear Senator San Nicolas:

| know you all have been quite bust lately, but | am hopeful that your Committee will address this bill in a hearing
soon. | am requesting that you not only restrict the sale of these Electronic Nicotine Delivery Systems (ENDS) to
those over 21 years of age, but also tax them and their cartridges as tobacco products. Additionally, | would hope
that at a minimum these ENDS wouid not be allowed to be used in Govemment Buildings.

Respectfully,

James W._ Gillan
Director, DPHSS



GOVERNMENT OF GUaM
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Honorable Michael F.Q. San Nicolas

Chair, Committee on Aviation, Ground Transportation. Regulatory Concerns and Future
Generations

155 Hesler St

Hagatna, GU 96910

BEPUTY DIRECTOR

RE: Letter in Support of Bill No. 264-32(COR), AN ACT RELATIVE TO PROHIBITING
THE SALE OR DISTRIBUTION OF ELECTRONIC CIGARETTES TO MINORS, BY ADDING
A NEW § 6400 OF ARTICLE 4, CHAPTER 6, TITLE 11 GUAM CODE ANNOTATED.

Dear Senator San Nicolas,

My name is James Gillan and I am the Director of the Department of Public health and Social
Services.

Thank vou for the opportunity to provide testimony on Bill 264-32(COR), relative to the
Prohibition and Sale or Distribution of Electronic Cigarettes to Minors.

As you know, Electronic Cigarettes or e-Cigarettes are a vapor based delivery system for
nicotine, inhaled directly into the lungs. Nicotine is a highly addictive drug and may cause
health and safety concerns when inhaled, ingested or comes in direct contact with skin. It can
also cause nicotine poisoning in small children when ingested.’

Currently e-Cigarettes are not regulated by U.S. Food and Drug Administration {FDA), so there
is no requirement to report on the actual contents of each cartridge. Cartridges contain a mixture
typically made up of nicotine, propyvlene glycol and other chemicals, as well as a choice of
flavors that are attractive to youth, like “vivid vanilla,” “cherry crush” and chocolate.> However,
mnifial lab tests conducted by FDA found detectable levels of carcinogens and toxic chemicals,
including an ingredient used in anti-freeze in two brands of e-cigarettes and numerous
cartridges.’

Nationally, e-Cigarette experimentation and recent use among Middle and High School vouth
has more than doubled. between 2011 and 2012, Approximately 1.8 million students have ever

! World Health Organization. Questions and answers on electronic cigarettes of electronic micotine delivery systems {ENDS). Stutement by
WHO. July 92013 Avialable online af bip ey whoimfobscoy/communioasiom/siomants argiiosion
* Campaign for Tobacco Free Kids. CDC Survey Finds Youth E-Clgaretie Use More than Doubled from 20112012, Shows Urgent Need for
hew L. Myers, President, Campaign for Tobacco-Free Kids, September 53,2013, Available onfine at

o 138 = 2y hoswdnim i “paronseldintm, campaiznshome
Laboratory Analy loctronic Cigarettes Conducted by FDA. July 22, 2009,
hohealthFoousiuem 73140 im
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Erirector James Gillan, Testimony on Bill 264-32(COR)

January 21, 2014

Page2of 2

used an e-Cigarette, and just over 80% of those high school students also reported current
conventional cigarette smoking.*

E-Cigarette advertising mimics the look and the behaviors of smoking a traditional cigarette.
The two BIG Tobacco companies are joining in, Altria Group Inc., makers of Marlboro
cigarettes and Reynolds American Inc., makers of Camel,” and are easily spending millions of
dollars in their marketing campaign to re-glamorize ‘smoking” by using celebrities, sexual
innuendo and play on words, to promote their products and entice youth to try their product and
become addicted. New ads are out on television, giving the industry a wider audience. Not since
1971 have there been any advertisements allowed on television for cigarettes, E-Cigarette sales
in 2013 were expected to be over S1 billion dollars. That amount is expected to jump over $3
billion by 2015.° This smacks of history repeating itself with cigarette and other tobacco product
advertising, and a new generation of addicted e-Cigarette users.

E-Cigarettes are not regulated and actual content in the cartridges are unknown which poses
health and safety concerns, especially in the wellbeing and normal growth of our youth. In
addition, Nicotine is a highly additive drug and the probability that continued use of e-Cigarettes
will lead to use of traditional cigarettes and other tobacco products is great.  Additional efforts to
be considered in reducing youth access would be to require the e-Cigarettes and it's
paraphernalia to be kept behind counters like other tobacco products, as well as requiring clearly
marked signage that includes No E-Cigarette Sales to Minors.  We must do what we can to
protect our children from those unforeseen hazards.

Forty State Attorneyvs General and all State and Territorial Health Officials have requested the
Food and Drug Admimstration to prioritize the regulation of this product. Indeed, we perhaps not
just limit the sale of these Nicotine Delivery Systems to persons under 18 years of age, should
consider very seriously tax the devices and the nicotine solutions as we do every tobacco product.

The DPHSS supports the intent of Bill 264-32(COR) to prohibit the sale or distribution of
electronic cigarettes to minors and will to work in partnership to aid in policies that aim to
reduce tobaceo use and increase a healthier population and environment.

/ amcs‘w lela;“%’“
4 s A0
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“m“i““‘ E-Cigarettes

Are they safe? Will they help smokers quit?

Electronic cigarettes or “e-cigarettes” are battery-operated devices Th ; "

ere is no scientific
that allow the user to inhale a vapor produced from cartridges filled | .iqance that e-ci garettes
with nicotine, flavor and other chemicals. E-cigarette companies are safe or that they can
promote them as healthier, convenient, and more gocially help smokers quit

acceptable alternatives to traditional cigarettes.

What are E-Cigarettes?

According to the U.S. Food and Drug Administration (FDA), e-cigarettes are combination
drug-device products designed to deliver nicotine or other substances to a user in the form
of a vapor." FDA does not consider e-cigarettes to be tobacco products.

Despite FDA's view on these products, a federal appeals court has ruled that e-cigarettes
are tobacco products rather than drug-devices. Unless manufacturers make therapeutic
claims, e-cigareties may only be regulated as tobacco products under the court’s current
decision. While the court denied a subsequent request for appeal from FDA and public
health advocates, the case may still be appealed to the U.S. Supreme Court.

B-cigarettes are not traditional cigarettes. They are typically composed of a rechargeable,
battery-operated heating element, a replaceable cartridge that may contain nicotine or
other chemicals, and an atomizer that uses hﬁdt to convert the contents of the cartridge
into a vapor, which is then inhaled by the user.”

Some e-cigarettes contain nicotine, a highly addictive drug’,

Safety and Cessation Concerns

There is currently no scientific evidence about the safety of e-cigareties. In initial lab tests,
FDA found detectable levels of carcinogens {nitrosamines) and toxic chemicals, including
an ingredient used in anti-freeze, in two brands of e-cigarettes and numerous u[tudgex
FDA determined that users could patentially be exposed to these chemicals.’ This
contradicts manufacturers claims™ that their products are safe alternatives to tobacco.
E-cigarettes have not been approved by the FDA im use in smoking cessation. No
evidence exists to show they help people quit smoking,”
More research on e-cigarettes is needed to determine what ingredients they contain, how
they are beng used, and what eftect they have on users.

Marketing and Youth Access Concerns

Despite the fact that e-cigarettes have not been shown to be effective tobacco ceaaazlou
tools, some distributors are marketing them either directly or indirectly for that purpose.”
tn one study, FDA found that some e-cigarette cartridges claiming not to contain nicotine
actually did.™

Government agencies and medical organizations, such as the FDA, the Centers for Disease
Control and Prevention, and the American Academy of Pediatrics have also expressed
concern that e-cigarettes could increase nicotine addiction and tobacco use n youth.”'
f-cigaretfes are often made to resemble traditional cigarettes and can be available in
Tavors appeahng to youth, E-cigarettes may also lead vouddy to try raditionad umu fhes or
other tobaeco Jimuu sowhich are known to cause disease and prematinre feath.'

Many nicotine relilf bottles or cartridges are not adequately packaged to prevent chitdren’s
access or acctdental mgestion of toxic smounts of meotine.

Updated lanuary 2011




ACS CAN's Current Views

Recent Court Ruling on
E-Cigarettes *  ACS CAN believes that because nicotine is a drug,
In December 2010, rhe DC Cirewt Courf e-cigarettes are drug-delivery devices, rather than
of Appeals struck down FDIA's uuthority tobacco products, and should be regulated under

gareties us drig-defvery FI3A's drug and device anthority and pot avadable

urtess manufactiirers make ) oy A 1 : -

y or cessation claims for thel for sale until FIJA determines ih@‘sf are safe.

i),mjmt, IA wanted o e o » !%o DC Circuit (mri s Deceraber 2016 ruling

ice” regnlations lexplained at left) is problematic because ?hz faws

wr the products g}u‘vummg i,nbeu,(.o products allow them to be on
irtecd o I I ; .

pitted on the market the market under different product and marketing

court hokd that o : Larel
L ov stanedards

[ ore appropristely be Ly stabualds

s “tobuaceo products,” now

standards than the safety and effic
z-:]};)iir;‘:ib e to drugs and medical devices. Allowing

A has the authority to regulate e FDA to regulate e-cigarettes ag drug-delvery
f“h'*('i‘”P“"f‘“‘f"?““d‘:’rm,” Family L]@VH,US} would give them the authority to study the
smoling Prevention ar d Tobaceo products, as well as take g greater selion 1o o otect

Control Act CAYL This declsion
means that Wni; respect 1o e-cigareties,
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and advance the public health.

*  ACS CAN supports including e-cigaretles in new

focality can require mmmi:z’zw different smoke-free laws or amendments to existing laws.
arin '“"‘ﬁ““““" to the FDAs tobacea However, due to the legal action ‘i!ii'ft)ii"ii'ﬁlliﬁ%hﬁ

regulation of e-cigarettes, they should cleatly be
defined as different from tobacco products and
isk claims. addressed separately in the law.

However, states and localities CAN enact . }%gxgm'd]e sg of the p"[;i;;'](@ﬁ;}u tactics that e~
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advertising or promotion of, or use of %h(‘)W*ﬁ that these products are not harmful.

facts, = Laws that only prohibit sales to minors do not go
far encugh Lo protect public health.
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Honorable Senator Dennis G, Rodrigues, Ir.

32" Guam Legislature
176 Serenu Avenue Suite 167

Tamuning, Guam 96913

Hafa Adait

I sit before you on behalf of the Nen-Communicable Disease Consortium Tobacco Control Team in giving
our full support of 8ill 264-37 (An Act Relative o Probibiting the Sate or Disribution of Elecironic Cigareties 1o
Minors, by Adding a New § 0101(1), to Article 1, and Amending § 6400 of Articie 4, Chapter 6, Title 1, Guam
Code Annotated).

Originally known as Flectronic Nicotine Delivery System (ENDS), it was patented in 1963 but resurfaced as
Electronic Cigarettes n 2003 us popularity in the fast 10 vears has bronght sales 1o over $1 biflion dollars in the
United States. It is expected that sales will eclipse over $3 billion dollar, next vear. just in the United States alone.

Locally, the surge of its popularity has seen several businesses rooting up to fulfill this demand. The recent demand
for Flectronic Cigareties has algo gecompanted misguided information that in reality has the possibibiy of adverse
health consequences 1o our istand

I would ftke 10 concentrate on two important facts pestaining o Electronic Cigarettes.
Fiest is the main ingredient of the Electronie Cigarettes: nicotine.

The Diagnostic & Statistical Manrual (DSM-IV) which is typically considered the “Bible” for Psvehiatric/Substance-
Related diagnoses clearly cites Nicotine Use Disorder and Nicotine-Induced Disorder.

Nicotine Use Disorder specifically keys on Nicotine Dependence (305.1) and us criteria with or withowt
Physivlogical Dependence. The tolerance developed over a period of time creates the level of dependence the user
experiences during any rime frame of ahsences. Currently, the uncertainty of fong term use of nicotine just has not
been established.

Nicotine ~Induced Disorder examines Nicotine Withdrawal (292,03 and the characteristic syndrome/sympioms that

develops because of ns use. Dysphoric or depressed moed/ insomnia/ drritabitity, frustration, or anger/ anxiety/

difficulty concentratng/ restlessness/ decreased heart rate/ increased appetite or weight gain are the major symploms
¥ L bp gnt g 0T 8)

One Can experience.

Clearly. the Electronic Cigarettes simply put is just another {orm of delivery to mantain nicotine into the human
body. Because of the path electronic cigarenes has created the second important fact T would fike to touch on i3 the

concern of underage use.
Currently, CDC has estimated 25% of high school students have used electronic cigarettes,

Big tobacco companies have found vel another method of delivery speaifically anmed at the vounger generation of
society. The absence of any regulatory monitoring has put this population al dire risk. s accessibility, simplicity of
operaton and endless amount of flavors or commonly known as e-juicing has made this product so popular with the
youth.



Locally, public school bus drivers have witness a surge 1n the use of e-cigarefies both at bus stop locations as well ag
on-board during transport. Use of e-cigarefies at various schools of GBOE has administration concerned. GDOE is
currently taking action to coatrol this epidemic.

The absences of any regulation of the produciion of electronic cigarettes also gquestions # use as a replacement
therapy. The inconstancy of the nicotine hquid puls any user in danger especially used as a Nicotine Replacement
Therapy {NRT. Currently, this device has not been approved as a cessation ool for assisting individuals wanting 1
live a tobaceo-free lifestyie.

Simply put. we carrently do not know the long erm ramification Electronic Cigareties or Nicotine has on the human
biody.

The two reasons that | have stated. should clearly send a message that Nicotine can be as deadly as any form of
{fobacco product that are currently on the market.

For this reason, on behalf of the Tobacco Control Group of the Non-Communicable Discase Consortium we strongly
urge you to pass Bill 264-32 for a healthier smoke free/vap free Guam.

Sineerety,

foz T Y.

Pet )Cruz
C ader, Tobacco Control Group
Non-Communicable Disease Consortium
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32" Legislature of Guam

Committee on Aviation, Ground
Transportation, Regulatory Concerns, and Future Generations
Senator Michael F.Q. San Nicolas, Chair
Senator Thomas C. Ada, Vice Chair

Speaker Judith 7. Won Pat, Ed.D., Member
Vice-Speaker Benjamin LF. Cruz, Member
Senator Aline A. Yamashita, Ph.D., Member
Senator Vicente C. Pangelinan, Member
Senator Rory J. Respicio, Member

Senator V. Anthony Ada, Member

Senator Tina Rose Mufia Barnes, Member

Bill 264-32: An act to relative to prohibiting the sale or distribution of electronic
cigarettes to minors, by adding a new § 6101(l) to Article 1, and amending § 6400 of
Article 4, Chapter 6, Title 11 Guam Code Annotated.

Cory Chun, Government Relations — Hawaii Pacific Region
American Cancer Society Cancer Action Network

Thank you for the opportunity to provide written comments in support of Bill 264-32,
which prohibits the sale of electronic cigarettes to minors.

The American Cancer Society Cancer Action Network {ACS CAN] is the nation's leading
cancer advocacy organization. ACS CAN works with federal, state, and local government
bodies to support evidence-based policy and legisiative solutions designed to eliminate
cancer as a major health problem.

According to the U.S. Food and Drug Administration (FDA), e-cigarettes are combination
drug-device products designed to deliver nicotine or other substances to a user in the
form of a vapor. They are not traditional cigarettes. They are typically composed of a
rechargeable, battery-operated heating element, a replaceable cartridge that may
contain nicotine or other chemicals, and an atomizer that uses heat to convert the
contents of the cartridge into a vapor, which is then inhaled by the user. Some e-
cigarettes contain nicotine, a highly addictive drug.



E-cigarettes are often made to resemble cigarettes and available in flavors that may
appeal to youth. E-cigarettes may also lead youth to try traditional cigarettes or other
tobacco products, which are known to cause disease and premature death.

We would recommend a definition of electronic cigarette to include all types of
electronic devices, delivering nicotine or other chemicals, included in the following
definition:

"Electronic smoking device" means any electronic product that can be used to
simulate smoking in the delivery of nicotine or other substances to the person
inhaling from the device, including but not limited 1o an electronic cigarette,
electronic cigar, electronic cigarillg, or electronic pipe, and any cartridge or other
component of the device or related product.

The use of e-cigarettes has the potential to result in smoking again becoming a socially
acceptable behavior, undoing decades of work that has made smaking socialiy
unacceptable and substantially decreasing the death and disease from traditional
cigarette use. Prohibiting the sale of these devices, regardiess of nicotine content,
would prevent youth from normalizing the use of these products and becoming
accustomed to the act of smeking.

Thank you for the opportunity to provide written comments on this important issue.



Testimony on Legislative Bill #264-32:
Prohibiting Sale of e—cigarettes to Minors

By Ken Leon-Guerrero

I agree with this bill, in principle, but I think it doesn’t go far enough to protect the children and
people of Guam. Iam here to testify today about the urgency we have here on Guam to pass a
bill that recognizes e-cigareties for what they really are cigarettes.

This is a good first step and I appreciate that the legislation as written recognizes the risks these
devises pose to the youth of Guam. Every morning I walk my dogs through the Village of Santa
Rita, and along the way I pass numerous school bus stops. Over the past year I have noticed an
increasing number of pre—teens and teenagers smoking e-cigarettes at the bus stops. On March
6" of this year, a study released by the University of California at San Francisco (Attachment 1)
reported that a study ot 40,000 middle and high schools students on smoking behaviors found e-
cigarettes are leading to a dramatic increase in smoking by pre-teens and teenagers. The same
study cited and I quote:” They are sold in flavors such as chocolate and strawberry that are
banned in conventional cigarettes because of their appeal to youth.”

The fact that e-cigarettes are offering a selection of “Youth Favored™ flavors becomes important
when you consider the fact that another recent study released on Youth Smoking Habits by the
CDC in November of 2013 (Attachment 2) revealed that 90% of all adult smokers were smoking
by the time they were 18,

[ remember back when [ was a kid and the stores sold cigarette bubble gum. I remember how all
the kids would blow the powder out of them pretending they were smoking, and most of them
went on to become smokers. I am concerned that growing use of e-cigarettes by adults as a way
of circumventing existing laws on cigarette smoking in public places and the ease of purchase of
the devices by minors combined with the availability of “flavored nicotine formulas,” will create
a simple pathway to a lifelong addiction and health problems for new generations of child
nicotine addicts,

The authors of the UCSF study supports my concerns when they documented troubling trends
heir report:

“The (report) authors found that the devices were associated with higher odds of
progression from experimenting with cigarettes to becoming established cigarette
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smokers. Additionally, adolescents who smoked both conventional cigarettes and
e-cigarettes smoked more cigarettes per day than non-e-cigarette users.”

But this bill as written does not go far enough. Every day I see evidence that backs up the
research findings claim that smokers who use e-cigarettes smoke more than they did before they
began using e-cigarettes. Most of the people | know who still smoke cigarettes; smoke more
than they did before they began using e-cigarettes. They are smoking in their offices and they
are smoking in public places. Smokers I know who would never smoke in the house, or in a car
with passengers now smoke in their homes and in their cars with passengers. Worse than that,
they think nothing of smoking them around small children.

When we look at the history of cigarette evolution, there has been a consistent effort by cigarette
manutacturers to build market share and profits by making tobacco more addicting. I have yet to
see or read any study that says conclusively that the e-cigarettes are safer than regular cigarettes.
In fact the fact the delivery systems of e-cigarettes all chemical based leads me to believe the
opposite. How can anyone claim they are safer for children or adults when e-cigarettes contain
nicotine like conventional cigarettes?

In preparing tor my testimony today, I read an FDA analysis of the chemicals used in e-
cigarettes and was surprised to learn that among long list of toxic chemicals used in e-cigarette
solutions, the FDA detected diethylene glycol which is a toxic compound found in antifreeze.

In 2006, in Panama more than 700 people were poisoned ingesting cold medicine tainted with
diethylene glycol; and of that number 123 people died, before the product was pulled from the
shelves. Since when do we think having children or even adults inhale antifreeze is a good idea?

Let’s look at a few of the other chemicals found in the e-cigarette solution by the FDA:

Acetaldehyde is a harmful compound as it reacts with other compounds within the body
common to everyday life. When acetaldehyde cannot be converted into acetic acid in the body,
problems can arise. Acetaldehyde is absorbed through respiratory and oral passages and then
distributed throughout the body through different metabolic tracts. The most common tracts in
which this occurs are in the respiratory and liver tracts.

Benzene irritates the linings of the airways. Exposure to low concentration benzene vapors can
cause inflammation of the nasal airways and throat. High-level exposure can severely damage
the lungs causing fluid accumulation and bleeding, which is often fatal. When abused in large
doses through hutfing, benzene is rapidly absorbed into the blood stream and travels to the brain
with devastating effects. Stupor, delirium, and drowsiness give way to seizures and coma. Fluid
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accumulates in the lungs compromising breathing; there is poor oxygen absorption from the air.
Intensive freatment is necessary to prevent death.

Cadmium is one of the most toxic elements to which man can be exposed at work or in the
environment, Once absorbed, Cadmium is efficiently retained in the human body, in which it
accumulates throughout life. Cadmium is primarily toxic to the kidney, especially to the
proximal tubular cells, the main site of accumulation. Cadmium can also cause bone
demineralization, either through direct bone damage or indirectly as a result of renal
dysfunction. In the industry, excessive exposures to airborne Cadmium may impair lung
function and increase the risk of lung cancer.

Formaldehyde exposure can cause irritation and burning of the mucous membranes of the nose,
mouth and upper respiratory tract. Some adverse effects following acute exposure to large
amounts of formaldehyde may include weakness, headache, nausea, vomiting, pneumonia,
dyspnoea, wheezing, coughing, laryngeal and pulmonary oedema, bronchospasm, laryngeal
spasm, respiratory depression, obstructive tracheo-bronchitis, central nervous system depression,
convulsions and coma.

Lead poisoning is a very serious matter. When gets inside the body, the body confuses it with
calcium and other essential nutrients. This confusion can cause permanent damage to the health
of both children and adults. Lead is a “developmental toxicant” and the harmful effects of lead
on children's development can occur without signs or symptoms according to the CDC.

Even at low levels, lead can be harmful and be associated with:

« Learning disabilities resulting in a decreased intelligence (decreased Q)
« Attention deficit disorder

« Behavior issues

« Nervous system damage

« Speech and language impairment

» Decreased muscle growth

« Decreased bone growth

« Kidney damage

Nickel expose is currently under study, but so far reporst has shown that the there have been
respiratory effects reported in humans from inhalation exposure to nickel. Human and animal
studies have reported an increased risk of lung and nasal cancers from exposure to nickel
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refinery dusts and nickel subsulfide. Animal studies of soluble nickel compounds (i.e.. nickel
carbonyl) have reported lung tumeors.

Nicotine is an active chemical substance present in tobacco that contributes to the negative
reputation of tobacco. This chemical, when abused (through smoking or chewing) has harmtul
effects on the human body and it is also found to be as addictive as illegal drugs. The below are
a few harmful and addictive effects of nicotine on humans, later followed by long and short-term

effects.

Harmful effects: Nicotine harms every organ of the body. It affects lungs, heart, kidneys,
digestive system, liver, eyes and many other vital organs in the body. Further, people who
smoke tobacco get their sense of smell and taste weakened. Also 'passive smoking' or
'secondhand smoking' harms non-smokers. The tobacco smoke contains harmful
chemicals, When inhaled by non-smokers in the smoker's proximity, it causes coughing,
phlegm and decline in the functionality of the lungs. Studies show that it can cause heart
diseases even among non-smokers who are subjected to secondhand smoking.

Addictive effects: Nicotine is absorbed into the body when an individual smokes or
chews tobacco. Nicotine causes elevation of mood. This is the principal reason for
nicotine causing addiction. The nicotine absorbed by a smoker reaches the brain via
bload. This leads to numerous chemical reactions in the brain and causes feeling of high.
It Tasts for a short span. Once the nicotine level declines, there is no longer the high-
feeling. To have a similar feeling again, the smoker has to smoke again, thus it causes
addiction.

Short-term effects of nicotine: In the short-term, nicotine is found to cause high blood
pressure, increased pulse rate and cough. The abuse of nicotine also has immediate
effects on oral cavity which causes bad breath and staining of teeth. In severe cases, it
may also lead to oral cancer.

Long-term effects of nicotine: Long-term effects of nicotine include addiction, increased
risk of heart diseases, and decline in insulin levels, cancer and premature aging. Long-
term effects of nicotine are very harmful and may also lead to fatalities in many cases.

N-Nitrosonornicotine a nitrosamine compound that is toxic if ingested and may be harmful if
inhaled or absorbed through the skin. It may cause irritation to the gastrointestinal tract,

respiratory tract, skin, and eyes. It is classified by IARC as Group 2B, possibly carcinogenic to
humans. N-Nitrosonornicotine is used as a research chemical. It is found in a variety of tobacco
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products. N-Nitrosonornicotine is toxic if ingested and may be harmful if inhaled or absorbed
through the skin. It may cause irritation to the respiratory tract, gastrointestinal tract, skin, and
eves. It is classified by IARC as Group 2B, possibly carcinogenic to humans. It may cause
adverse effects to the liver. Prolonged exposure may result in serious illness or death.

Toeluene is an aromatic hydrocarbon, occurring naturally in crude oil and in the tolu tree. Once
inhaled, the extensive capillary surface of the lungs allows rapid absorption of toluene and blood
levels peak rapidly. Entry into the brain is extremely fast and onset of effects is almost
immediate. Toluene effects generally last several hours.

Toluene can cause brain, liver and kidney damage, hearing loss, memory impairment, and
attention deficits. Death can result from heart failure, asphyxiation or aspiration. Toluene also
owes its pharmacology to a mucosal irritant effect from an exothermic reaction with water. This
results in vomiting, lacrimation and ocular burning, cough, chest pain, wheezing and possible
interstitial edema, and kidney toxicity with tubular acidosis. Toluene exposure is also associated
with a transient liver injury.

Toluene is produced during the process of making gasoline and other fuels from crude oil, in
making coke from coal, and as a by-product in the manufacture of styrene. Toluene has
numerous commercial and industrial applications and is a solvent in paints, lacquers, thinners,
glues, correction fluid and nail polish remover, and is used in the printing and leather tanning
processes.

Due to its easy accessibility, low cost and ease of concealment, some U.S. states have placed
restrictions on the sale of these products to minors. It is frequently abused for its intoxicating
eftects. Recreational use is most common among younger adolescents primarily because it is
readily available, inexpensive and legal.

According to a report issued by the Cancer Prevention and Treatment Fund (Attachment 3):
“The percentage of teenagers who have tried e-cigarettes has more than doubled
in just a year, from 4.7% in 2011 to 10% in 2012. Over 1.78 million U.S. students in
middle school and high school tried e-cigarettes in 2012, according to the
National Youth Tobacco Survey. Furthermore, 1 in 5 middle schoolers who said

they had tried e-cigarettes also said they had never smoked conventional
cigarettes.

This is worrisome for two reasons:
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1) the younger people are when they begin smoking, the more likely it is they will
develop the habit: nearly 9 out of 10 smokers start before they are 18.

2) e-cigarettes will introduce many more young people to smoking who might
otherwise never have tried it, and once they are addicted to nicotine, some may
decide to get their “fix” from regular cigarettes.

Whether e-cigarettes end up being a “gateway” to regular cigarettes or not,
young people who use them risk becoming addicted to nicotine and exposing
their fungs to harmful chemicals.”

We are twenty to thirty years away from learning the “TRUE COST” and impact that e-
cigarettes and their toxic chemical cocktail are going to have on people from direct use and
secondhand exposure. Let’s not sacrifice another generation to the ravages of chemical
experimentation in pursuit of corporate profit.

The only positive thing that has been touted in all the reports and studies on e-cigarettes that I
have been able to read (and I have read a lot of them preparing for this testimony) is summed up
best 1n the quote below from a review on e-cigarettes 1ssued by the CDC:

“Despite positive reviews from e-cigarette users who enjoy being able to
smoke them where regular cigarettes are prohibited, very little is known
about their safety and long-term health effects.”

When you take that finding into consideration in addition to local observations; the same
circumstances are happening and growing here on Guam.

We need to follow the example of the California state senate (SB 648) which in May 2013,
proposed a law making e-cigarettes subject to all of the same regulations and restrictions as
traditional cigarettes and tobacco products.

[ think to protect our children and the rest of the people of Guam, we need to take the same
approach and call e-cigarettes what they are...cigarettes; and regulate their use in the same
manner as regular cigarettes,
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E-Cigarettes: Gateway to Nicotine Addiction for
U.S. Teens, Says UCSF Study

First National Analysis Strongly Associates E-Cigarettes with
Smoking for Many Adolescents

By Elizabeth Fernandez on March 06, 2014

E-cigarettes, promoted as a way to quit regular cigarettes, may actually be a new route to conventional
smoking and nicotine addiction for teenagers, according to a new UC San Francisco study.

In the first analysis of the relationship between e-cigarette use and smoking among adolescents in the
United States, UCSF researchers found that adolescents who used the devices were more likely to smoke
cigarettes and less likely to quit smoking. The study of nearly 40,000 youth around the country also
found that e-cigarette use among middle and high school students
doubled between 2011 and 2012, from 3.1 percent to 6.5 percent.

“Despite claims that e-cigarettes are helping people quit smoking,
we found that e-cigarettes were associated with more, not less,
cigarette smoking among adolescents,” said lead author Lauren
Dutra, a postdoctoral fellow at the UCSF Center for Tobacco
Control Research and Education.

“E-cigarettes are likely to be gateway devices for nicotine addiction
among youth, opening up a whole new market for tobacco,” she
said.

Lauren Dutra, ScD

The study was published online on March 6 in J4MA Pediatrics.

E-cigarettes are battery-powered devices that look like cigarettes and deliver an aerosol of nicotine and
other chemicals. Promoted as safer alternatives to cigarettes and smoking cessation aids, the devices are
rapidly gaining popularity among adults and youth in the U.S. and around the world. Unregulated by the
U.S. Food and Drug Administration, e-cigarettes have been widely promoted by their manufacturers as a
way for people to quit smoking conventional cigarettes. They are sold in flavors such as chocolate and
strawberry that are banned in conventional cigarettes because of their appeal to youth.

In the new UCSF study, the researchers examined survey data from middle and high school students
who completed the National Youth Tobacco Survey in 2011 and 2012.

The authors found that the devices were associated with higher odds of progression from experimenting

with cigarettes to becoming established cigarette smokers, Additionally, adolescents who smoked both
conventional cigareties and e-cigarettes smoked more cigarettes per day than non-e-cigarette users.
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Contrary to advertiser claims that e-cigarettes can help consumers stop smoking conventional cigarettes,
teenagers who used e-cigarettes and conventional cigarettes were much less likely to have abstained
from cigarettes in the past 30 days, 6 months, or vear. At the same time, they were more likely to be
planning to quit smoking in the next year than smokers who did not use e-cigarettes.

The study’s cross-sectional nature didn’t allow the researchers to identify whether most vouths initiated
with conventional cigarettes or e-cigarettes. But the authors noted that about 20 percent of middle school
students and about 7 percent of high school students who had ever used e-cigarettes had never smoked
regular cigarettes — meaning that some kids are introduced to the addictive drug nicotine through e-
cigarettes, the authors said.

“It looks to me like the wild west marketing of e~f.:1garettas is not a:miy encouraging youth to smoke
them, but also it is promoting regular cigarette smoking among youth,’ " said senior author Stanton A.
Glantz, PhD, UCSF professor of medicine and director of the Center for Tobacco Control Research and
Educatlcn.

The new results are consistent with a similar study of 75,000 Korean adolescents published last vear by
UCSF researchers, which also found that adolescents who used e-cigarettes were less likely to have
stopped smoking conventional cigarettes,

In combination, the two studies suggest that “e-cigarettes may contribute to nicotine addiction and are
unlikely to discourage conventional cigarette smoking among vouths,” said the scientists.

The federal Centers for Disease Control and Prevention reported last year that the majority of
adolescents who have ever smoked e-cigarettes also have smoked regular cigarettes. An estimated 1.78
million U.S. students have used the devices as of 2012, the CDC reported.

The research was funded by the National Cancer Institute (grants CA-113710 and CA-060121).

The Center for Tobacco Control Research and Education specializes in tobacco control research focused
on policy change, smoking cessation, nicotine addiction, health disparities in smoking, novel tobacco
devices and tobacco marketing. It also houses the Legacy Tobacco Documents Library, a rich resource
of previously confidential tobacco industry documents,

UCSF is a leading university dedicated to promoting health worldwide through advanced biomedical
rescarch, graduate-level education in the life sciences and health professions, and excellence in patient
care. It includes top-ranked graduate schools of dentistry, medicine, nursing and pharmacy, a graduate
division with nationally renowned programs in basic biomedical, translational and population sciences,
as well as a preeminent biomedical research enterprise and two top-ranked hospitals, UCSF Medical
Center and UCSF Benioff Children’s Hospital.
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Centers for Disease Control and Prevention

CERC 2477 Saving Lives. Protecting Peopie, ™

Tobacco Product Use Among Middle and High
School Students — United States, 2011 and 2012

Please note: An errarum has been published for this article. To view the erratum, please click here,

Weekly: November 15, 2013 / 62(45);893-897

Nearly 90% of adult smokers in the United States began smoking by age 18 years (/). To assess current
tobacco product use ameng vouths, CDC analyzed data from the 2012 National Youth Tobacco Survey
(NYTS). This report describes the results of that analysis, which found that, in 2012, the prevalence of

current tobacco product use among middie and high school students was 6.7% and 23.3%, respectively.

After cigarettes, cigars were the second most commonly used tobacco product, with prevalence of use at
2.8% and 12.6%, respectively. From 2011 to 2012, electronic cigarette use increased significantly
among middle school (0.6% to 1.1%) and high school (1.5% to 2.8%) students, and hookah use
mcreased among high school students (4.1% to 5.4%).

During the same period, significant decreases occurred in bidi* and kretekt use among middle and high
school students, and in dissolvable tobacco use among high school students. A substantial proportion of
youth tobacco use occurs with products other than cigarettes, so monioring and prevention of youth
tobacco use needs to incorporate other products, including new and emerging products. Implementing
evidence-based interventions can prevent and reduce tobacco use among youths as part of
comprehensive tobacco control programs.

In addition, implementation of the 2009 Family Smoking Prevention and Tobacco Control Act, which
granted the Food and Drug Administration (FDA) the authority to regulate the manufacture, distribution,
and marketing of tobacco products (/-3), also is critical to addressing this health risk behavior.

NYTS is a school-based, self-administered. pencil-and-paper questionnaire administered to U.S. middle
school (grades 6-8) and high school (grades 9--12) students to collect information on key tobacco
control outcome indicators used to monitor the impact of comprehensive tobacco control policies and
programs {#) and FDA's newly granted regulatory authority. NYTS was conducted in 2000, 2002, 2004,
2006, 2009, 2011, and 2012. The 2012 NYTS used a three-stage cluster sampling procedure to generate
a cross-sectional, nationally representative sample of students in grades 6-12. This report includes 2011
and 2012 NY'TS data to provide an updated definition of current tobacco use, which now also includes
hookahs, snus. dissolvable tobacco, and electronic cigarettes, to take into account nonconventional
products that are new to the market or are increasing in popularity; data for these four products were first
collected in 2011. The previous definition for current tobacco use did not include all of these products,
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thus vielding slightly lower estimates of current tobacco use. For example, in 2011, the previous
definition for overall current tobacco use resulted in estimates of 7.1% for middle school and 23.2% for
high school students (3), whereas the new definition resulted in 2011 estimates of 7.5% for middle
school and 24.3% for high school students (Tabie).

Of the 284 schools selected for the 2012 NYTS, 228 (80.3%) participated, resulting in a sample of
24,658 (91.7%) among 26,873 eligible students; the overall response rate was 73.6%. The 2011 NYTS
had a comparable overall response rate of 72.7% (3). Respondents were asked about their current use of
cigarettes, cigars$ (defined as cigars, cigarillos, or little cigars), smokeless tobacco, pipes, bidis, kreteks,
hookahs, snus, dissolvable tobacco, and electronic cigarettes. For each product, current use was defined
as using on =1 day of the past 30 days.

Data were adjusted for nonresponse and weighted to provide national prevalence estimates with 95%
confidence intervals for current tobacco use overall and by product, school level, sex, and race/ethnicity.
Point estimate differences between 2011 and 2012 were assessed using a two-tailed t-test for
significance (p<0.05).

In 2012, 6.7% of middle students reported current use of any tobacco product (Table). The most
commonly used forms of tobacco were cigarettes (3.5%), cigars (2.8%), pipes (1.8%). smokeless
tobacco (1.7%), hookahs (1.3%), electronic cigarettes (1.1%), snus (0.8%), bidis (0.6%), kreteks (0.5%),
and dissolvable tobacco (0.5%). Among high school students, 23.3% reported current use of any tobacco
product. The most commonly used forms of tobacco were cigarettes (14.0%), cigars (12.6%), smokeless
tobacco (6.4%), hookahs (5.4%), pipes (4.5%), electronic cigarettes (2.8%), snus (2.5%), kreteks (1.0%),
bidis (0.9%), and dissolvable tobacco (0.8%).

Dhring 2011-2012, among middle school students, for current electronic cigarette use, significant
increases were observed overall (0.6% to 1.1%) and among females (0.4% to 0.8%), males (0.7% to
1.5%), and Hispanics (0.6% to 2.0%) (Table). For hookahs, a significant increase was observed among
Hispanics (1.7% to 3.0%).

During 2011-2012, among high school students, for electronic cigaretie use, significant increases were
observed overall (1.5% to 2.8%) and among females (0.7% to 1.9%), males (2.3% to 3.7%). non-
Hispanic whites (1.8% to 3.4%;), and Hispanics (1.3% to 2.7%). For hookahs, significant increases were
observed overall (4.1% to 5.4%) and among non-Hispanic whites (4.3% to 6.1%). For cigars, a
significant mcrease in use was observed among non-Hispanic blacks (11.7% to 16.7%).

Reported by
René A. Arrazola, MPH, Shanta R. Dube, PhD, Brian A. King, PhD, Office on Smoking and Health,

National Center for Chronic Disease Prevention and Health Promotion, CDC. Corresponding
contributor: René A. Arvazola, rarrazolatiode ooy, 770-488-2414.

Editorial Note

The findings in this report indicate that during 2011-2012 significant increases occurred in current use
of nonconventional tobacco products, such as electronic cigarettes and hookahs, among middle and high

Testimony Supporting Passage of 264-32: Page 12



school students; in addition, an increase in cigar use occurred among non-Hispanic black high school
students. During this same period, overall current use of some tobacco products, such as bidis and
kreteks, szgmﬁcantiy decreased. These findings indicate that more efforts are needed to monitor and
prevent the use of both conventional and nonconventional tobacco products among youths.

During 20112012, cigar use increased significantly among non-Hispanic black high school students fo
16.7%, more than doubling the 2009 estimate (4). Further, cigar use among high school males (16.7%)
was approximately double that of high school females (8.4%) and similar to cigarette use among hzgh
school males (16.3%). Cigars include traditional premium cigars as well as cigarillos and "little cigars,’
which are similar to cigarettes in terms of appearance, but depending on their weight, can be taxed at
lower rates and legally sold with certain flavors that are banned from cigarettes (7).

Youths are known to have higher rates of cigar use than adults, which might be related to the lower price
of some cigars (e.g., cigarillos and "little cigars") relative to cigarettes, or the marketing of flavored
cigars that might appeal to youths (§).

Significant increases also were observed in overall use of current electronic cigareties (9) and hookahs.

Current use of electronic cigarettes doubled among middle and high school females, middle scheool
males, and Hispanic high school students. Among non-Hispanic white high school students, this increase
was slightly less than double (1.8% to 3.4%), and among high school males, this increase was slightly
more than 60% (2.3 to 3.7). For current hookah use, an increase of more than 75% (1.7% to 3.0%) was
observed for Hispanic middle school students; among high school students, an overall increase of more
than 30% (4.1% to 5.4%) was observed, but for non-Hispanic whites, this increase was more than 40%
(4.3% to 6.1%).

The increase in use of electronic cigarettes and hookah tobacco could be attributed to low price, an
increase in marketing, availability, and visibility of these products, and the perception that these tobacco
products might be "safer” alternatives to cigarettes. Cigars, electronic cigarettes, hookah tobacco, and
certain other new types of tobacco products are not currently subject to FDA regulation.

FDA has stated it intends to issue a proposed rule that would deem products meeting the statutory
definition of a "tobacco product” to be subject to the Federal Food, Drug, and Cosmetic Act ¥

The findings in this report are subject to at least six limitations.

¢ First, data were only collected from youths who attended either public or private schools and
might not be generalizable to all middle and high school-aged youths.

s Second, data were self-reported: thus, the findings are subject to recall and response bias.

»  Third, current tobacco use was defined by including students whe responded to questions about
at least one of the 10 tobacco products but might have had missing responses to any of the other
tobacco products that were assessed; missing responses were considered as nonuse, which might
have resulted in conservative estimates.

e Fourth, in 2012, the question wording for bidis and kreteks was modified, and cigar brand
examples were added to the heading and ever cigar use question of the survey; therefore, any
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observed changes in prevalence estimates across years might be attributed in part to these
wording modifications.

s Fifth, the NYTS overall response rate of 73.6% in 2012 and 72.7% in 2011 might have resulted
in nonresponse bias, even after adjustment for nonresponse.

e Finally, estimates might differ from those derived from other youth surveillance systems, in part
because of differences in survey methodology. survey type and topic, and age and setting of the
target population. However, overall relative trends are similar across the various youth surveys

).

Effective, population-based interventions for preventing tobacco use among youths are outlined in the
Surgeon General's report (/) and the World Health Organization's MPOWER package (10).
Interventions include increasing the price of all tobacco products, implementing 100% comprehensive
smoke-free laws and policies in workplaces and public places, warning about the dangers of all tobacco
use with tobacco use prevention media campaigns, increasing access to help quitting, and enforcing
restrictions on all tobacco product advertising, promeotion, and sponsorship.

Interventions are best implemented as part of comprehensive tobacco control programs, which are
effective in decreasing tobacco use in the United States (2). Full implementation of comprehensive
tobacco control programs at CDC-recommended funding levels, in coordination with FDA regulations
of tobacco products, would be expected to result in further reductions in tobacco use and changes in
social norms regarding the acceptability of tobacco use among U.S. youths (/,2,70).
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Are E-Cigarettes Safer Than Regular Cigarettes?

BY SARAH MILLER, RN AND JESSICA BECKER/UPDATED SEPTEMBER 2013

The key difference between conventional and e-cigarettes is that e-cigarettes don’t
contain tobacco. But, it isn’t just the tobacco in cigarettes that causes cancer.
Conventional cigarettes contain a laundry list of chemicals that are proven toxic, and e-
cigarettes have some of these same chemicals.

Nicotine is one of the chemicals found in both conventional and e-cigarettes. It is
addictive and has been shown to reduce bone health.

An analysis of e-cigarettes by the FDA in 2009 found that they “contained detectable
levels of known' carcinogens and toxic chemicais to which users could be exposed”. For
example, in e-cigarette cartridges marketed as “tobacco-free,” the FDA detected
diethylene glycol (a toxic compound found in antlﬁ‘f::eze), tobacco-specific nitrosamines
which are carcinogenic to humans, and other toxic tobacco-specific impurities. The
body’s reaction to-many of the toxic chemicals in conventional cigarette smoke causes
chronic inflammation, which in turn leads to chronic diseases like bronchitis,
emphysema, and heart disease. Since e-cigarettes also contain many of the same toxic
chemicals, there is no reason to believe that they will lessen the risks for these diseases.

You may have also heard that free radicals produced by the smoke from cigarettes can
damage veins and arteries and lead to heart disease. It is possible that the vapor from e-
cigarettes may contain fewer free radicals because it is not smoke. This does not mean,
however, that smoking e-cigarettes is safe for your heart.

There are no long-term studies to back up claims that the vapor from e-cigarettes is less
harmful than conventional smoke. Cancer takes vears to develop, and e-cigarettes were
only very recently introduced to the United States. It is almost impossible to determine if
a product increases a person’s risk of cancer or not until the product has been around for
at least 15-20 years. Despite positive reviews from e-cigarette users who enjoy being able
to smoke them where regular cigarettes are prohibited, very little is known about their
safety and long-term health effects.
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CAN E-CIGARETTES BE USED TO CUT DOWN OR QUIT SMOKING REGULAR
CIGARETTES?

If a company makes a claim that its product can be used to treat a disease or addiction,
like nicotine addiction, it must present studies to the FDA showing that its product is safe
and effective for that use. On the basis of those studies, the FDA approves or doesn’t
approve the product. So far, there are no good studies looking at whether e-cigarettes can
be used to cut down or quit smoking long-term. The few short-term studies that have
been done were with a small number of smokers who were not randomly selected.®

-
L

The FDA has not approved e-cigarettes for use in cessation, or quitting smoking.

In September 2010, the FDA sent a warning letter to five distributors of e-cigarettes who
were marketing their product this way: E-CigaretteDirect LLC, Ruyan America INC.,
Gamuccl America (Smokey Bayou INC.), E-Cig Technology INC. and Johnson’s Creek
Enterprises LLC. After this warning letter, four of the companies changed their position
to say that their e-cigarettes are not intended to be used as a way to quit smoking. E-Cig
Technology INC. hasn’t made any changes to their website in response to the warning
letter.

While some people say that e-cigarettes are helping them smoke fewer regular cigarettes,
those are just personal anecdotes, which is very different from science or evidence. It is
likely that e-cigarettes will lead to more people smoking since the laws prohibiting
smoking in many places do not apply to them.

TEENAGERS AND E-CIGARETTES

The percentage of teenagers who have tried e-cigarettes has more than doubled in just a
year, from 4.7% in 2011 to 10% in 2012. Over 1.78 million U.S. students in middle
school and high school tried e-cigarettes in 2012, according to the National Youth
Tobacco Survey. Furthermore, 1 in 5 middle schoolers who said they had tried e-
cigarettes also said they had never smoked conventional cigarettes. & This is worrisome
for two reasons: 1) the younger people are when they begin smoking, the more likely it is
they will develop the habit: nearly 9 out of 10 smokers start before they are 18:22) e-
cigarettes will introduce many more young people to smoking who might otherwise never
have tried it, and once they are addicted to nicotine, some may decide to get their “fix”
from regular cigarettes. Whether e-cigarettes end up being a “gateway” to regular
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cigarettes or not, young people who use them risk becoming addicted to nicotine and
exposing their lungs to harmful chemicals.

The sharp rise in young e-cigarette users highlights the need to stop distributors from
advertising e-cigarettes as a safe alternative to smoking tobacco.

HOW ARE E-CIGARETTES REGULATED?

Originally, the FDA tried to block the sale of e-cigarettes on grounds that they were an
untested drug-delivery device (nicotine is a drug), but in 2010 a federal ag)peals court
ruled that the FDA could only regulate e-cigarettes as tobacco products.” The FDA was
given the authority to regulate the manufacturing, labeling, distribution and marketing of
all tobacco products in 2009 when President Obama signed into law the Family Smoking
Prevention and Tobacco Control Act.

Even with this new Act, the FDA’s ability to regulate e-cigarettes is limited. However,
individual states have the authority to implement more strict laws, or even ban e-
cigarettes completely. For example, in May 2013, the California state senate proposed a
law making all e-cigarettes subject to the same regulations and restrictions as traditional
cigarettes and tobacco products.t

BOTTOM LINE

E-cigarettes have not been around long enough to determine if they are harmful to users
in the [ong run. Studies by the FDA show that e-cigarettes contain some of the same toxic
chemicals as regular cigarettes even though they don’t have tobacco.Unfortunately, many
people, including teenagers, are under the impression that e-cigarettes have been proven
safe. Unless you want to be a guinea pig, hold off on e-cigarettes until more safety
information is available. And if you want to quit smoking or reduce the number of
cigarettes you are smoking, check out these Quit Smoking Resources compiled by the
Centers for Disease Control (CDC).

1. Richard I. O’Connor Non-cigarette tobacco products; What have we learned and where are we headed?
Tob Control. Author manuscript; available in PMC 2013 July 19. Published in final edited form as: Tob
Control. 2012 March; 21{2): 181-190. doi: 10.1136/tobaccocontrol-2011-050281. A

2. G Wiestander,D Norback, and] Lindgren. “Experimental exposure to propylene glyco! mist in aviation
emergency training: acute ocular and respiratory effects”. Occup Environ Med. 2001 October; 58(10}:
649-655. < http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1740047/>. &
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CHAPTER 40
GUAM FOOD, DRUG AND COSMETIC ACT

NOTE: PL. 15-96 amended and renumbered Subchapter W of Chapier Viof Title X,
which appears here as Chapter 44 of this Tiile.

§40101. Title.

§ 40102, Definitions,

§ 40103, Prohibited Acts.

§ 40104, Furisdiction.

§ 40105. Penalty.

§ 40106. Tags for Adulterated Articles; Violations.

§ 40107. Institution of Proceedings.

§ 40108. Regulations under Federal Act Apply.

§ 40109, Adulterated Food,

§ 40110, Misbranded Food.

§ 4011 1. Imports.

§ 40112, Exemptions from Labeling Requirement.

§ 401 13. Unsafe Substances.

§ 40114, Adulterated Drugs.

§ 40115, Misbranded Drugs.

§ 401 16. Habit-Forming Drugs; Toxic Drugs.

§ 40117, Sale of New Drugs.

5 40118, Adulterated Cosmetics.

§ 40119, Misbranded Cosmetics,

§ 40120. Labeling Requiremenis.

§ 40121, Advertising.

§ 40122, Regulations.

§ 40123, Inspections.

§ 40124, Report of Minor Violations.

§ 40125, Emergency Permit Control.

§ 40126, Reports of hudgment and Pecrees.

§ 40127, Severability,

§ 40128, FEffective Date.

§ 40129, Authorization.

§ 40101, Title,

This Act may he cited as the “Cruam Food, Drie and Cosmetic
Act ™

SOURCE: GU § 9720,
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NOTE: The terms this Acr and Subchapier were used synonymousty in the original
version ol P.L. 13-143, with Subchapter being changed to Chapter here.

§ 40102, Definitions.
For the purpose of this Act:
(a) The effective dare means the date this Act shall be implemented.

(b) The Director means the Director of the Department of Public
Health and Social Services,

(¢) The term person includes individual, partnership, corporation and
association.

(d}y The term food means:
{ 1) Articles used for food or drink for man or other  animals;
{2) Chewing gum; and
{3) Articies used for components of any such article.

() The term drug means:

(ty Articles recognized in the official United States
Pharmacopoeia, official Homeopathic Pharmacopoeia of the United
States or ofticial Nations Formulary, or any supplement to any of
them; and

{2) Articles intended for use in the diagnosis, cure, mitigation,
treatment or prevention of disease in man or other animals; and

(3) Articles (other than food) intended to affect the structure of
any function of the body of man or other animals; and

{4y Articles intended for use as a component of any article,
specified in clause (1), (2) or (3} but does not include devices or their
components, parts of aceessories,

(1Y The term counterfei drug means a drug which, or the container or
labeling of which, without autherization, bears the trademark, trade name or
other identifying mark, imprint or device, or any likeness thereol, of a drug
manufactiurer, processor, packer or distributor other than the person or
persons who in fact manufactured, processed, packed or distributed such
drug and which thereby falsely purports or is represented to be the product
of, or to have been packed or distributed by, such other drug manufaciurer,
processor, packer or distributor.
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() The term device (except when used in Paragraph (o} of this Section
and in §§ 40103(k), 40110(f), 40115(c) and (o) and 40119c) means
mstruments, apparatus and contrivances, including their components, parts
and accessories, intended:

(1) For use in the diagnosis, cure, mitigation, treatment or
prevention of disease in man or other animals; or

(2) To affect the structure or any function of the body of man or
other animals.

(hY The term cosmetic means:

(1} Articles intended to be rubbed, poured, sprinkied or sprayed
on, introduced into or otherwise applied to the human body or any part
thereof for cleansing, beautifying, promoting attractiveness or altering
the appearance; and

(2) Articles intended for use as a component of any such articles,
except that such term shall not include soap.

(1) The term official compendinm means the official United States
Pharmacopoeia, official Homeopathic Pharmacopoeia of the United States,
official National Formulary or any supplement to any of them.

(i) The term consumer commaodity, except as otherwise specifically
provided by this Subsection, means any food, drug, device or cosmetic as
these terms are defined by this Act or by the Federal Act. Such term does
aot include:

(1) Any tobacco or tobacco product;

(2 Any commuodity subject to packaging or labeling requirements
imposed under the Guam Purchasing and Labeling Law (the Federa
Insecticide, Fungicide and Rodenticide Act) or the provisions of the
cighth paragraph under the heading "Barean of Animal Industry” of
the Act of March 4, 1913 (37 Star. 832-833; 21 US.C. 151157
commenly known as the Virus-Serum Toxin Act,

(3) Any drug subject o the provisions of §401106(a) or (b), or
&A1 15(k) ol this Act, or §503(b) (1) or §506 of the Federal Act;

{4) Anv beverage subject to or complying with packaging or
labeling  requirements  imposed under the Federal Alcohol
Administration Act (27 U.S.0, et seq.); or

fid
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{5) Any commodity subject to the provisions of the Federal Seed
Act (7 US.C 135116100

(k) The term label means a display of English fanguage written or
printed or graphic matter upon the immediate container of any article; and a
requirement made by or under authority of this Act that any word, statement
or other information appear on the label shall not be considered {0 be
complied with unless such word, statement or other information also
appears on the outside container or wrapper, i any there be, of the retail
package of sucly article, or is easily legible through the outside container or
wrapper.

(1) The term principal display panel means that part of a label that is
maost likely 1o be displayed, presented, shown or examined under normal
and customary conditions of display for retail sale.

{m) The term container does not includes package finers.

{n) The term package means any container or wrapping in which any
consumer commodity is enclosed for use in the delivery or display of that
consumer commodity to retai] purchasers, but does not include:

(1) Shipping containers or wrapping used solely for the
transportation of any consumer commodity in bulk or in quaniity to
manufacturers, packers or processors or to wholesale or retail
distributors thereof:

(2) Shipping containers or oufer wrappings used by retailers w
ship or deliver any commodity to retail customers if such containers
and wrappings bear no printed matfer pertaining to any particular
commodity.

(0) The term fubeling means all Jabels and other English Janguage
written, printed or graphic matter:

{1) Lipon an article or any of {8 containers or wrappers; of
{2y Accompanying such article.

(p) The term aelvertisement means all representations disseminated in
any manner or by any means, other than by labeling, for the purpose of
mducing, or which are likely to induce, dircetly or indirectly, the purchase
ol foad, drugs, devices or cosmetics.

(¢} The representation of a drug, in 18 labeling or advertisement, as an
antiseptic shall be considered to be a representation that it is a germicide,
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except in the case of a drug purporting to be, or represented as, an antiseptic
tor inhibitory use as a wet dressing, ointment, dusting powder or such other
use as involves prolonged contact with the body.

{r) The term new drug means:

(1) Any drug the composition of which is such that such drug is
not generally recognized, among experts qualified by scientific
training and experience to evaluate the safety and effectiveness of
drugs, as safe and effective for use under the conditions prescribed,
recommended or suggested i the labeling thereof; or

{2} Any drug the composition of which is such that such drug, as a
result of investigations to determine 1ts safety and effectiveness for use
under such conditions, has become so recognized, but which has not,
otherwise than in such investigations. been used to a material extent or
for a material time under such conditions,

(s) The term contaminared with filth applies to any food, drug. device
or casmetic not securely protected from dust, dirt or bacteria, and as far as
may be necessary by all reasonable means, from all foreign or injurious
contaminations.

(1) The provisions of this Act regarding the selling of food, drugs,
devices or cosmetics shall be considered to include the manufacture,
production, processing, packing, exposure, offer, possession and holding of
any such article for sale: and the sale, dispensing and giving ot any such
article, and the supplying or applying of any such articles in the conduct of
any tood. drug or cosmetic establishment.

tw) The term pesticide chemical means any substance which, alone, in
chemical combination, or in formulation with one or more other substances
is an "economic poison” within the meaning of (the Federal insecticide,
Fungicide and Rodenticide Act, 7 ULS.C. §§135-135K, as now enacted or as
hereafter amended) and which s used in the production, storage or
transportation of raw agricultural commodities.

natural state, including all fruits that are washed, colored or otherwise
treated in their unpeeled natural form prior to marketing.

(w) The term food additive means any substance, the intended use of
which results or may be reasonably expected to result, directly or indirectly,
in its becoming a component or otherwise affecting the characteristics of
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any food (including any substance infended for use in producing.
manufacturing, packing, processing, preparing, treating, packaging,
transporting or holding food; and including any source of radiation intended
for any such use) if such substance is not generally recognized, among
experts qualified by scientific training and experience 1o evaluate ifs safety,
as having been adequately shown through scientific procedures (or, in the
case of a substance used in a food prior to January 1, 1958, through either
scientific procedures or experience based on common use in food) to be safe
under the conditions of its intended use; except that such term does not
inchude:

(1) A pesticide chemical in or on a raw agricultural commodity:
or

{(2) A pesticide chemical to the extent that it is intended for use or
is used in the production, storage or transportation of any raw
agricultural commodity; or

(3) A color additive; or

{(4) Any substance used in accordance with a sanction or approval
granted prior to the enactment of the Food Additives Amendment of
1958, pursuant to the Federal Act; the Poultry Products Inspection Act
(21 U.S.C. 541 et. seq.) or the Meat Inspection Act of March 4, 1907
(34 Stat. 1260}, as amended and extended (21 U.S.C. 71 et. seqg.).

(x) (1) The term color additive means a material which (a) 18 a

dye, pigment or other substance made by a process of synthesis o
similar artificer, or extracted, isolated or otherwise derived, with or

without intermediate or final change of identity, from a vegetable,

animal, mineral or other source; or (b)Y when added or applied to a

food, drug or cosmetic. or 1o the human body or any part thereof, is

capable (alone or through reaction with other substance) or

imparting color thereto; except that such term does not include any

material which has been or hereafler is exempted under the Federal

Agt.

(2} The term color includes black, white and intermediate gravs.

{3} Nothing in clause (1) of Section 2 (x) shall be construed to
apply to any pesticide chemical, soil or plant nutrient, or other
agricultural chemical solely because of its effect in aiding. retarding or
otherwise alfecting, directly or indirectly, the growth or other natural

6
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physiclogical process of produce of the soil and thereby affecting its
color, whether before or after harvest.

(v) The term Federal Act means the Drug and Cosmetic Act (Title 21
U.S.C. 301 et. seq.) and the Federal! Fair Packaging and Labeling Act.

(#} The term pull date means the calendar date printed by the
manufacturer on the package or wrapping which represents the date after
which the manufacturer recommends that the preduct not be sold:

{aa) The term pack date means the complete date (month in
letters, day and year in numbers) printed by the manufacturer on the
package, which represents the date the product has been produced and
packaged.

SOGURCE: GC § 97201, as amended by PL. M-17.
§ 40103. Prohibited Acts.

The following acts and the ¢ausing thereof within the territory of Guam
are hereby prohibited:

(1) The manufacture, sale or delivery, holding or offering for sale of
any food, drug, device or cosmetic that is aduhterated or misbranded;

{23 The adulteration or misbranding of any food, drug. device or
cosmetic, except that, in the case of a food for which the pull date has
expired. it may be sold. provided that a sign or notice clearly expressing the
fact that the pull date has expired is placed in a conspicuous place next to
the items in such a manner as to clearly inform the consumer as (o the
aftected commuodities;

{3} The receipt in commerce of any foed, drug, device or cosmetic that
is adulterated or misbranded, and the delivery or proffered delivery thereof
for pay or otherwise;

(4) The distribution in commerce of a consumer commodity if such
commaodity is contained in a package, or if there is affixed to that
commodity a label, which does not conform to the provisions of this
Chapter and of regulations promulgated under authority of this Chapter:
provided, however, that this prohibition shall not apply to persons engaged
in business as wholesale or retail distributors of consumer commaodities
except to the extent that such persons:

(iyare engaged in the packaging or Jabeling of such commodities:
or



10 GCA HEALTH AND SAFETY
CH. 40 GUaM Foop, BReG axp CosMETICACT

(it} prescribe or specity by any means the manner in which such
commodities are packaged or labeled;

(5} The sale, delivery for sale, holding for sale, or offering for sale of
any article in violation of §840111 or 40117,

{6) The dissemination of anv false advertisement;

(7) The refusal to permit entry or inspection, or to permif the taking of
a sample, or to perniit access Lo or copying of any record as authorized by
§40123;

(8) The giving of a guaranty or undertaking which is false;

{93y The removal or disposal of a detained or embargoed article in
violation of §40106;

(10} The alteration, mutilation. destruction, obliteration or removal of
the whole or part of the labeling of, or the doing of any other Act with
respect to a food, drug. device or cosmetic, if such act is done while such
article is held for sale and results in such article being adulterated or
mishranded;

(11) Repackaging of food. drugs or cosmetics unless the repackaged
product conforms to all labeling requirements set out in this Act;

(12) Forging, counterfeiting, simulating or falsely representing, or
without proper authorily using any mark, stamp, iag, label or other
identification device, authorized or reguired by regulations promulgated
under the provisions of this Chapter or of the Federal Act;

{13) The using by any person to his own advantage, or revealing, other
than to the Consumer Counsel or his authorized representative or o the
Courts when relevant in any judicial proceeding of any information ac-
quired under authority of this Chapter concerning any method or process
which as a trade secret 15 entitled to protection;

{14} The using, on ihe labeling of any drug or in any advertisement
relating 1o such drug, or any representation or suggestion that an application
with respect to such drug is effective under §40117. or that such drug
complies with the provisions of such Section;

{15) In the case of a prescription drug distributed or offered for sale in
this Territory. the failure of the manufacturer, packer or distributor thereof o
maintain for transmittal or to transmit. to any practitioner licensed by
applicable law to administer such drug who makes writfen reguest for
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information as to such drug, true and correct copies of all printed matter
which is required to be included in any package in which that drug is
distributed or sold, or such other printed matter as is approved under the
Federal Act. Nothing in this Paragraph shall be construed to exempt any
person from labeling requirements imposed by or under other provisions of
this Chapter;
{16} (iy Placing or causing to be placed upon any drug or device or
container thereof, with intent to defraud. the trade name or other
tdentifying mark, or imprint of ancther or any likeness of any of
the foregoing: or

(i) Selling, dispensing, disposing of or causing to be sold,
dispensed of, or disposed of. or concealing or keeping in possession,
control or custody, with intent to sell, dispense or dispose of any drug,
device or any container thereof, with knowledge that the trade name or
other identifying mark or imprint of another or any likeness of any of
the foregoing has been placed thereon in a manner prohibited by
Paragraph (i} hereof; or

(iity Making, seling or disposing of, causing to be made, sold or
disposed of, keeping in possession, control or custody, or concealing
any punch, die, plate, stone or other thing designed to print, imprint or
reproduce the trademark, trade name or other identifying mark,
imprint or device of another, or any likeness of any of the foregoing
upon any drug or container or labeling thereof so as to render such
drug a counterteit drug;

(17} The doing of any act which causes a drug to be a counterfeit drug,
or the sale or dispensing, or the holding for sale or dispensing ol counterfeit
drug;

(18) Dispensing or causing to be dispensed a difterent drug or brand of
drug in place of the drug or brand of drug ordered or prescribed without the
express permission in each case of the person ordering or prescribing.

SOURCE: GU §9720.2
§ 40184, Jurisdiction,

In additton to the remedies hereinafter provided, the Consumer
Counsel or Director is hereby authorized to apply fo the Superior Court {or,
and such Court shall have jurisdiction upon hearing and for cause shown, 1o
grant a femporary or permanent injunction restraining any person from

9
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violating any provision of §40103; irrespective of whether or not there
exists an adequate remedy at Jaw.

SOURCE: GUC § 97283, as amended by PL., 13-90.
§ 40105. Penalty.

(a) Any person who vielates any of the provisions of §40103 shall be
guitty of a misdemeanor.

(b} No person shall be subject to the penalties of Subsection (a) of this
Section, for having violated Section 3(a) or {¢) if he establishes a guaranty
or undertaking signed by, and containing the name and address ol the
person residing in the territory of Guam from whom he received in good
faith the article, to the eftect that such article is not adulterated or misbrand-
ed within the meaning of'this Act, designated this Act.

(¢} No publisher, radio-broadcast licensee or agency or medium for the
dissemination ol an advertisement, except the manufacturer, packer,
distributor or seller of the article to which a false advertisement relates,
shall be liable under this Section lor the dissemination of such false
advertisement.

SOURCE: GC § 9720.4, as amended by P.L. 13-187.

NOTE: Subsection (b) appears here as inthe  original PL. 13-143. See note to

840115,

§ 40106. Tags for Adulterated Articles; Violations.

{a} Whenever a duly authorized agent of the Director finds or has
probable cause to believe that any food, drug, device, cosmetic or consumer
commodity, as defined by this Act, is adulterated or so misbhranded as to be
dangerous or raudulent, within the meaning of this Act or is in vielation of
§8401 11 or 40117 ol this Act, he shall affix to such articles a tag or other
appropriate marking giving notice that such article is or is suspected of
being adulterated or mishranded and has been detained or embargoed, and
warning all persons not to remove or dispose of such article by sale or
otherwise unfil permission for removal or disposal s given by an authorized
agent of the Director or the Court. It shall be untawtul for any person 1o
remove or dispose of such detained or embargoed article by sale or
otherwise without such permission.

{hy When an article is adulterated or mishranded or is in violation of
§54011 1 or 40117 of this Act it shall be liahle to be proceeded against by
petition of the judge of the Court for libel for condemnation of such article.

10
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When an authorized agent has found that an article which is embargoed or
detained is not adulterated or misbranded, he shall remove the tag or other
marking.

(cy If'the Court finds that a sampled, detained or embargoed article is
adulterated or misbranded, such article shall, afier entry of the decree, be
destroyed at the expense of the owner thereof under the supervision of an
authorized agent, and all Court costs and fees, storage and other proper
expenses shall be taxed against the owner of such article or his agent;
provided, that when the adulteration or mishranding can be corrected by
proper tabeling or processing of the article, the Court, after entry of the
decree and after such costs, fees and expenses have been paid and a good
and sufficient bond, conditioned that such article shatt be so labeled or
processed has been executed, may be order direct that such article be
delivered to the owner thereof for such labeling or processing under the
supervision ol an agent of the Director. The expense of such supervision
shall be paid by the owner. The article shall be returned to the owner and the
bond shatl be discharged on the representation to the Court by the Director
that the article is no longer in violation of this Act and that the expenses for
such supervision have been paid.

(d) Whenever the Director or any of his authorized agents shall find in
any room, building, vehicle of transportation or other structure, any meat,
seafood. poultry, vegetable, fruit or other perishable articles which are
unsound or contain any fitthy, decomposed or putrid substance or that may
be poisoncus or deleterious to health or otherwise unsafe, the same being
hereby declared to be a nuisance, the Director of his authorized agent shall
forthwith condemn or destroy the same or in any other manner render the
same unsalable as human food.

SOURCE: GC § 9720.5, ay amended by P.L. 15396,
§ 40107, Institution of Proceedings.

ft shall be the duty of the Pdirector 1o cause appropriate proceedings to
he instituted in the proper courts without delay and to be prosecuted in the
manner required by law. Belore the instifution of a criminal proceeding, the
person against whom such proceeding is contemplated shall be given
appropriate notice and an opportunity to present his views before the
Director or his designated agent. either orallv or in writing, in person or by
attorney. with regard o sech confemplated proceeding.

SOURCE: GC § 97200,
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§ 40108. Regulations under Federal Act Apply.

(a} Definitions and standards of identity, guality and i1l of container
and their amendments, now or hereafier adopted under authority of the
Federal Act are the definitions and standards of identity, quality and fill of
container in this Territory. However, when in his judgment such action will
promote honesty and fair dealing in the interest of consumers, the Director
may promulgate regulations establishing definitions and standards of
identity, quality and fill of container for foods where no Federal regutations
exist. [n addition, the Director may promutgate amendments to any Federal
or local regulations which set definitions and standards of identity, and may
promulgate amendments to any Federal or local regulations which set
standards of quality and fill of container Tor foods.

{by Temporary permits now or hereafier granted for import of
experimental packs of food varying from the requirements of Federal defini-
tions and standards of identity are automatically effective ia this Territory
under the conditions provided in such permits. In addition, the Director may
issue additional permits where they are necessary to the completion of
conclusiveness of an otherwise adequate investigation and where the
interests of consumers are safeguarded. Such permits are subject fo the
terms and conditions the Director may prescribe by regulation.

SOURCE: GC §9720.7,

§ 40109. Adulterated Food.
A food shalt be deemed to be adulterated:

(1) Ifit bears or contains any poisonous or deleterious substance which
may render it injurious to health; but in case the substance is not an added
substance such food shall not be considered adulterated under this clause if
the quantity of such substance in such food does not ordinarily render it
infurious to health;

{2y (A) if it bears or contains any added peoisonous or added
deleterious substance, other than one which is (i) a pesticide
chemical in or on a raw agriculiural commodity; (ii) a food

additive; or (i} a color additive, which is unsafe within the
meaning of Section 1d¢a); or

(Byifitis a raw agricultural commaodity and it bears or contains &
pesticide chemical which is unsafe within the meaniag of the Federal
Act; or
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(Cy if it is or it bears or contains any food additive which is
unsafe within the meaning of the Federal Act provided, that where a
pesticide chemical has been used m or on a raw agricultural
commodity in conformity with an exemption granted or tolerance
prescribed by the Federal Act and such raw agricultural commodity
has been subjected to processing such as canning, cooking, freezing,
dehydrating or milling, the residue of such pesticide chemical
remaining in or on such processed food shall, notwithstanding the
provisions of §401 13 and clause (C) of this Paragraph not be deemed
unsafe if such residue in or on the raw agricultural commoadity has
been removed to the extent possible in good manufacturing practice,
and the concentration of such residue in the processed food when
readv-to-eat is not greater than the toterance prescribed for the raw
agricultural commodity;

{3y If it consists in wholly or in part of a diseased, contaminated, filthy,
putrid or decomposed substance, or if it is otherwise unfit for food;

(4) IT'it has been produced, prepared, packed or held under insanitary
conditions whereby it may have become confaminated with filth or whereby
it may have been rendered diseased, unwholesome or injurious to health;

(3) I'#t is, in whole or in part, the product of a diseased animal or of an
animat which has died otherwise than by slaughter, or of an animal that has
been fed upon the uncooked offal from a slaughterhouse;

¢63 11115 container is composed, in whole or in part, ol any potsonous
or deleterious substance which may render the contents injurious to health;

(7) If it has been intentionally subjected to radiation, unless the use of
the radiation was in conformity with a regulation or exempiion in effect
pursaant ta §40113 of this Act or §409 of the Federal Act;

(8 [T any valuable constituent has been in whole or in part omitted or
abstracted therefrom;

£01 i any substance has been substituted wholly or in part therefor;

{10 Hf damage or inferiority has been concealed in any mannes:

(11} 11 any substance has been added thereto or mixed or packed
therewith so as to increase its bulk or weight, or reduce its guality of
strength or make it appear better or of greater value than 1t is;
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(121 it is confectionery, and (i) has partially or completely imbedded
therein any non-nuiritive object; provided, that this clause shall not apply in
the case of any non-nutritive objective if' in the judgment of the Director as
provided by regulations, such obiect is of practical functional value 1o the
confectionery product and would not render the product injurious or
hazardous Lo health; (ii) bears or contains any alcohol other than alcohol not
in excess of one-hatf of the one percent (172 of [%) by volume derived
solely from the use of flavoring extracts; or (i) bears or containg any non-
nutritive substance; provided, that this clause shall apply to a safe non-
nutritive substance which is in or on confectionery by reason of its use for
some practical functional purpose in the manufacture, packaging or storing
of such confectionery if the use of the substance does not promote deception
of the consumer or otherwise result in adulferation or misbhranding in
violation of any provision of this Act; and provided further, that the Director
may, for the purpose of avoiding or resolving uncertainty as to the
application of this clause, issue regulations allowing or prohibiting the use
of particular non-nutritive substances.

(13) If it is or bears or contains any color additive which is unsafe
within the meaning of the Federal Act; or

€14) 1f the product has a puell date on the packaging which has expired.

SOURCE: GO § 9726.8.

NOTE: Subsection {2) Aty appears here as in the original PL. 13-143. See Note to
§40115.

§ 40110. Misbranded Food.
A tood shall be deemed o be mishranded:
(1) If its fabeling is false or misieading in any particufar;

(23 IT its labeling or packaging fails to conform with the requirements
al 840120 of this Act:

(3} Wit is offered for sale under the name of another food;

{43 it is en imitation of another food unless its label bears in type of
uniform size and prominence the word, imirntion, and, immediaiely
thereafter, the name of the food imitated;

{5 11 its container s so made, formed or filled a5 to be misteacing:

(6) It in package form, unless it bears a label containing {1} the name
and place of business of the manufacturer, packer or distributor: (i) an
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accurate statement of the net quantity of the contents in terms of weight,
measure or numerical count, which statement shall be separately and
accurately stated in a uniform location upon the principal display panel of
the label; provided. that under clause (ii) of this Paragraph reasonable
variations shall be permitted, and exemptions as to small packages shall be
established by regulations preseribed by the Director;

(7) I any word, statement or other information required by or under
authority of this Act to appear on the label or labeling is not prominently
placed thereon with such conspicuousness (as compared with other words,
statements, designs or devices in the Jabeling) and in such terms as to render
it likely to be read and undersiood by the ordinary individual under
customary conditions of purchase and use:

(8} 11 it purports to be or is represented as food for which a definition
and standard of identity has been prescribed by regulations as provided by
S§H0 118, unless (1) it conforms to such definition and standard, and (i1) its
label bears the name of the food specified in the definition and standards,
and, insofar as may be required by such regulations, the common names of
optional ingredients (other than spices. flavoring and coloring) present in
such foed;

(9) If it purports to be or is represented as: (i) a food for which a
standard of quality has been prescribed by regulations as provided by
S40108, and 1ts quality falls below such standard, unless its Jabel bears, in
such manner and form as regulations specify, a statement that it falls below
such standard; or {ii) a food for which a standard or standards of fill of
container have been prescribed by regulation as provided by §40108, and it
falls helow the standard of {ill of container applicable thereto, unless its
label bears, in such manner and form as such regulations specify, a
staterment that it falts below such standard;

(1Y 1 1t 18 not sublect to the provisions of Paragraph {8) of this
Section unless it bears labeling clearly giving (1) the common or usual name
ol the Food, i any there be and (31} in case itis fabricated from two or more
ingredients, the common or usual name of each such ingredient; except that
spices. Havorings and colorings, other than those sold as such may be
designated as spices. flavorings and colorings, withoul naming each;
provided. that to the extent that compliance with the requiremenis of ¢lause
(it) of this Paragraph is impractical or resolts in deception or unfair
competition, exemptions shall be established by regulations promulgated by
the Director;

it
£
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(1 1) If it purports to be or is represented for special dietary uses, unless
its labels bears such information concerning its vitamin, mineral and other
dietary properties as the Director determines to be, and by regulations
prescribes as. necessary in order to fully inform purchasers as to its value
for such uses;

{12) i it bears or contains any artificial tlavering, coloring or chemical
preservative, unless it bears labeling stating that fact; provided, that to the
extent that compliance with the requiremenis of this Paragraph is
impracticable, exemptions shall be established by regulations promulgated
by the Director. The provisions of this Paragraph and Paragraphs (8) and
(10) with respect to artificial coloring do not apply to buiter, cheese or ice
cream. The provisions of the paragraph with respect to chemical
preservatives do notapply to a pesticide chemical when used in or on a raw
agricultural commodity which is the produce of the soil:

(13) If it is a raw agriculivral commodity bearing or containing a
pesticide chemical applied afier harvest, unless the shipping container of
such commodity bears labeling which declares the presence of such
chemical in or on such commaodity and the common or usual name and the
function of such chemical; provided, however, that no such declaration shall
be required white such commodity, having been removed from the shipping
container, is being held or displayed for sale at retail out of such container
in accordance with the custom ol the trade;

(14) H it is a product intended as an ingredient of another food and
when used according to the directions of the purveyor will result in the final
food product being adulterated or misbranded: or

(15) It # is a color additive unless its packaging and labeling
requirements applicable to such color additive prescribed under the
provisions of the Federal Act.

{16) [ any locally packaged and/or processed food bears no calendar
date indicating the pack date” written in English and which is casily legible
and visible to the consumer.

SOURCE: GC §97209, as amended by PL14-17.

§ 40111 Imports.

(a) The owner or consignee of each import shipment of any article
subject to the provisions of this Chapter. shall Turnish 1o the Director, at
least seven (7) working days prior to importation, accurate information with

16
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respect to the identity, quantity and value. source and origin, ownership,
location of the import shipment and any other pertinent information needed
or required by regulation to be promulgated by the Director.

{b) The Director, Customs & Quarantine Agency, shall deliver to the
Director, upen his request, samples of food, drugs, devices and cosmetics
which are being imported or offered for import into Guam, giving notice
thereof'to the owner or consignee, who may appear before the Director and
have the right to introduce testimony. The Director shatl furnish to the
Customs & Quarantine Agency a list of establishments registered in
accordance with Subsection (1) of §510 of the Federal Act, and shall request
that if any drugs manufactured, prepared, propagated, compounded or
processed in an establishiment not so regisiered are imported or offered for
import into Guam, samples of such drugs be delivered to the Director with
notice of such delivery to the owner of consignee, who may appear before
the Director and have the right to introduce testimony. [f it appears from the
examination of such samples of food, drugs, devices and cosmetics, or
otherwise that (1) such article has been manufactured, processed or packed
under insanitary conditions, or (2) such article is forbidden or restricted in
sale in the country in which it was preduced or from which it was exported,
or (3) such articte is adulterated, misbranded or is in violation of §401 17 of
this Chapter, then such article shall be refused admission, except as
srovided in Subsection (¢) of this Section. The Customs & Quaranting
Agency shall cause the destruction of any such article refused admission
untess such article is exported under regulations prescribed by the Customs
& Quarantine Agency within ninety {90) days of the date of the notice such
refusal or within such additional time as may be permitted pursuant to such
regulations. This Paragraph shall not be construed to prohibit the admission
of narcotic drugs, the importation of which is permitted under the Guam
Uniform Controlled Substances Act.

{¢) Pending decision as to the admission of an article being imported or
offered for import, the Custopms & Quarantine Agency may authorize
delivery of such article to the owner or consignee upon the execution by
him of a good and sufficient bond providing for the payment of such
iguidated damages in the event of default as may be required pursuant 1o
the regulations of the Customs & Quarantine Agency, If it appears 1o the
Director that an article included within the provisions of clause (3) of
Subsection (a) of this Section can, by refabeling or other action, be brought
into compliance with this Chapter or rendered other than a food, drug.
device or cosmetic, final determination as o sdmission of such article may

17
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be deferred and, upon filling of timely written application by the owner or
consignee and the execution by him of a bond as provided in the preceding
provisions of this Subsection, the Director may in accordance with
regulations, authorize the applicant to perform such relabeling or other
action specified in such awthorization (including destruction or export of
rejected articles or portions thereof, as may be specified in the Director's
authorization). All such relabeling or other action pursuant to such
authorization shall in accordance with regulations be under the supervision
of an officer or emplovee of the Department of Public Health and Social
Services designated by the Director or an officer or employee of the
Department of Commerce, Customs and Quarantine designated by the
Director of that Department.

{dy All expenses {including iravel, per diem or subsistence, and salaries
of officers or employees of the government of Guam) in connection with the
destruction provided for in Subsection (b) of this Section and the supervi-
sion of the relabeling or other action authorized under the provisiens of
Subsection (¢} of this Section, the amount of such expenses to be
determined in accordance with regulations, and all expenses in connection
with the storage, cartage or labor with respect to any article refused
admission under Subsection (b) of this Section, shall be paid by the owner
or consignee and i default of such payment shall constitute a lien against
any future importations made by such owner or consignees.

SOURCE: GC §9720.10.

NOTE: The Legislature has separated Customns & Craarantine from the Department of

Commerce. See 5 GUA Chapter 73.

§ 40112, Exemptions from Labeling Requirement.

The Director shall promulgate regulations exempting from any labeling
requirement of this Act Tood which is, in accordance with the practice of the
trade, to be processed, labeled or repacked in substantial quantities at estab-
lishments other than those where orizinally processed or packed, on
condition that such food is not adulterated or misbranded under the
provisions of this Act upon removal Trom such processing, labeling or
repacking establishment. Regulations now or hereafter adopied under
authority of the Federal Act relating to such exemptions are automatically
effective in this Territory. Mowever, the Director may promulgate additional
regalations or amendiments o existing regulations concerning exemptions.

SOURCE: GO § 9720.11,
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§ 40113. Unsafe Substances.

{a) Any added poisonous or defeterious substance, any food additive,
any pesticide chemical in or on a raw agricultural commodity or any color
additive. shall with respect to any particutar use or intended use be deemed
unsafe for the purpose of application of clause (2} 0f §40109 with respect to
any food, $40114 with respect to any drug or device or §401 18 with respect
to any cosmetic, unless there is in effect a regulation pursuant to 840122 of
this Act or Subsection (b) of this Section limiting the quantity of such
substance, and the use or intended use of such substance conforms to the
terms prescribed by such regulation. While such regutations relating to such
substance are in effect, a food, drug or cosmetic shall not, by reason of
bearing or containing sucti substance in accordance with the regulations, be
considered adulterated within the meaning of clause (1), §840109, 401 td or
40118,

(b} The Director, whenever public health or other considerations in this
Territory so require, is authorized to adopt, amend or repeal regulations
whether or not in accordance with regulations promulgated under the
Federal Act, prescribing therein tolerances for any added, poisenous or
deleterious substances, for Tood additives, for pesticide chemicals in or on
raw agricultural commodities, or for color additives, including, but not
limited fo, zero tolerances and exemptions from tolerances in the case of
pesticide chemicals in or on raw agricultural commodities, and prescribing
the conditions under which a food additive or a color additive may be safely
used and exemptions where such food additive or color additive is to be
used solely for investigational or experimental purposes, upon his own
mation or upon the petition of any Interested party requesting that such a
regulation be established. It shall be incumbent upon such petitioner to
establish by data submitted to the Director that a necessity exists for such
regulations, and that its effect will not be detrimental to the public health. If
the data furnished by the petitioner is not sufficient to allow the Director to
determine whether such regulation should be promulzated, the Director may
regaire additional data fo be submitted and failure to comply with the
reguest shall he sufficient grounds to deny the request. In adopting,
amending or repealing regulations relating to such substances the Director
shall consider among other relevant factors the following which the
petitioner, if any, shall turnish:

{ty The name and all pertinent information concerning such
substance including where available, its chemical wentity and

19
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composition, a statement of the conditions of the proposed use,
including directions, recommendations and suggestions and including
specimens of proposed labeling, all relevant data bearing on the
physical or other technical effect and the gquantity required to produce
such effect;

(23 The probable composition of any substance formed inoron a
food. drug or cosmetic resulting from the use of such substance;

{3} The probable consumption of such substance in the diet of
man and animals taking into account any chemically or pharma-
cologically related substance in such diet;

(4) Safety factors which, in the opinion of experts qualified by
scientific training and experience to evaluate the safety of such
substances for the use or uses for which they are proposed to be used,
are penerally recognized as appropriate for the use of animal
experimentation data;

(3) The availability ot any needed practicable methods of analysis
for determining the identity and quantity of (i) such substance in or on
an article; (it} any substance formed in or on such article because of
the use of such substance; and (iii) the pure substance and all
intermediates and impurities; and

(6) Facts supporting a contention that the proposed use of such
suhstance will serve a usetul purpose.
SOURCE: GC § 972012
§ 40114, Adulterated Drugs.
A drug or device shall be deemed to be adulterated:

{1y 11 it consists in whole or in part of any filthy, putrid or decomposed
substance;

(2) If it has been produced, prepared. packed or held under unsanitary
conditions where by it may have been rendered injurious to health;

{3y 1f i is a drug and the methods used in or the facilities or controls
used for its manufacture, processing, packing or holding do not conform to
or are not operated or administered in conformity with current good
manufacturing practice 1 assare that such drug meets the requirements of
this Act as to safety and has the identity and strength, and meets the quality
and purity characteristics, which it purports or is represented o possess:

b
s
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(4) If it 15 a drug and its container is composed, in whole or in part, or
any poisonous or deleterious substance which may render the contents
injurious to health;

(5)Ifitis a drug and it bears or contains for purposes of coloring only,
a color additive which is unsafe within the meaning of the Federal Act;

(6) If it is a color additive, the intended use of which in or on drugs is
for purposes of coloring only, and is unsafe within the meaning of the
Federal Act:

{7y If it purports to be or is represented as a drug the name of which is
recognized in an official compendium, and its strength differs from or its
quality or purity falls below, the standard set forth in such compendium.
Such determination as to strength, quality or purity shall be made in
accordance with the tests or methods of assay set forth in such
compendium, or in the absence of or inadequacy of such tests or methods of
assay, those prescribed under authority of the Federal Act. No drug defined
in an official compendium shall be deemed to be adulterated under this
Paragraph because it differs from the standard of strength, quality or purity
therefor set forth in such compendium, if its difference in strength, quality
or purity from such standard is plainty stated on its label. Whenever a drug
is recognized in both the United States Pharmacopoeia and the
Homeopathic Pharmacopoeia of the United States it shall be subject to the
requirements of the United States Pharmacopoeia unless it is labeled and
offered for sale as a homeopathic drug, in which case it shall be subject to
the provisions of the Homeopathic Pharmacopoeia of the United States and
not to those of the United States Pharmacopoeia;

(8) If it is not subject to the provisions of Paragraph (h) of this Section
and its strength differs from or its purity or quality falls below, that which it
purports or is represented to possess; or

(9) If it is a drug and any substance has been (i) mixed or packed
therewith so as to reduce its quality or strength; or (i1) substituted wholly or
n part therefor.

SOURCE; GC § 970513,

§ 40115. Misbranded Drugs.

A drug or device shall be deemed to be misbranded:

J
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{13 If its labeling is false or misleading in any particular, or if its
labeting or packaging fails to conform with the requirements of §40120 of
this Act:

(2} If in package form unless it bears a kabel containing (i) the name
and place of business of the manufacturer, packer or distributor; and (ii) an
accurate statement of the guantity of the contents in terms of weight,
measure or numerical count, which statement shall be separately and
accurately stated in a uniform location upon the principal display panel of
the label, except as exempted with respect to this clause by §40102(1)3) of
this Act; provided, that under clause (it} of this Paragraph reasonable
variations shall be permitied, and exemptions as to small packages shall be
altowed in accordance with regulations prescribed by the Consumer
Counsgel or issued under the Federal Act:

(3) If anv word, statement or other information required by or under
authority of this Act to appear on the label or labeling is not prominently
placed thereon with such conspicuousness (as compared with other words,
statemenis, designs or devices in the labeling) and in such terms as to render
it likely to be read and understood by the ordinary individual under
customary conditions of purchase and use;

£4) 1111 1s for use by man and contains any quantity of the narcotic or
hypnotic substance alpha-eucaine, barbituric acid, beta-eucaine, bramble,
cannahis, carbromal, chloral, coca. cocaine, codeine, heroin, marihuana,
morphine, opium, paraldehyde, peyote or sulfonmethane, or any chemical
derivative of such substance, which derivative after investigation has been
found to be and designated as habit forming, by regulations issued by the
Director under this Act, or by regulations issued pursuant to §502(d) of the
Federal Act, unless its label bears the name and quantity or proportion of
such substance or derivative and in juxtaposition therewith the statement
Warning - May be habit forming;

{5y Wit is a drug, unless:

{A)its label bears, to the exclusion of any other non-proprietary
name (except the applicable systematic chemical name or the chemical
formula), (1) the established name as defined in Paragraph (6) of the
drug, i such there ber and (i) In case s fabricated from two or more
ingredients, the established name and quantity of cach active
ingredient. including the kind and quantity or proportion of any
alcohot und also including, whether active or not, the established name

7
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and quantity or proportion of any bromides, ether, chliorotorm,
acetanilid, acetphenetidin, aminopyrine, antipyrine, atropine, hyoscine,
hvoscyamine, arsenic, digitalis, digitalis glucoside, mercury, ouabain,
strophanthin, strychnine, thyroid or any derivative or preparation of
any such substances, contained therein; provided, that the requirement
for stating the quantity of the active ingredients, other than the
quantity of those specifically named in this Paragraph, shall apply only
to preseription drugs; and

{B) for any prescription drug the established name of such drug or
ingredient as the case may be, on such label (and on any [abeling on
which a name for such drug or ingredient is used) is printed
prominently and in type at least half as large as that used thereon for
any proprietary name or designation for such drug or ingredient; and
provided that to the extent that compliance with the requirements of
clause {ANi) or clause (B) of this Subparagraph is impracticable,
exemptions shall be allowed under regulations promulgated by the
Director, or under the t'ederal Act:

{6} As used in this Paragraph and Paragraph (5), the term "established
name,” with respect to a drug or ingredient thereof, means:

{A) the applicable olficial name designated pursuant to §508 of
the Federal Act, or

(B) if there is no such name and such drug, or such ingredient, is
an article recognized in an official compendium, then officiat title
thereof in such compendium, or

(Cy if neither ¢lause {(A) nor Clause (B) of this Subparagraph
applies, then the common or usual name, if any, of such drug or of
such ingredient; provided further. that where clauge (B} of this
Subparagraph applies 10 an article recognized in the United States
Pharmacopocia and in the Homeopathic Pharmacopoeia under
different official titles, the official iitle used in the United States
Pharmacopoela shall apply unless itis lubeled and offered forsale as a
homeopathic drug, in which case the official title used in the
Homeopathic Pharmacopoeia shall apply:

{7y Unless its labeling bears (1) adequate directions for use, and (i)
such adequate warnings against use in those pathological conditions or by
children where its use may be dangerous to health, or against unsafe dosage
or methods or duration of administration or application, in such manner and

]
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form, as are necessary for the protection of users; provided, that where any
requirement of clause (i) of this Paragraph. as applied to any drug or device.
is not necessary for the protection of the public health, the Director shall
promulgate regulations exempting such drug or device from such
requirements; provided further, that articles exempted under regulations
issued under §502(1) of the Federal Act may also be exempt;

(8) If it purports to be a drug the name of which is recognized in an
official compendium, unless it is packaged and labeled as prescribed
therein; provided, that the method of packing may be modified with the
consent of the Director or if consent is obtained under the Federal Act.
Whenever a drug is recognized in both the United States Pharmacopoeia
and the Homeopathic Pharmacopoeia of the United States, it shall be subject
to the requirements of the United States Pharmacopoeia with respect to
packaging and labeling unless it is labeted and offered for sale as a
homeopathic drug, in which case it shall be subject to the provisions of the
Homeopathic Pharmacopoeia of the United States and not to those of the
United States Pharmacopoeta; provided further, that in the event of
inconsistency between the requirements of this Paragraph and those of
Paragraph (5) as to the name by which the drug or its ingredients shall be
designated, the requirements of Paragraph (e) shall prevail;

{9} If it has been found by the Director or under the Federal Actto be a
drug lable to deterioration, unless it is packaged in such form and manner,
ared its labe] bears a statement of such precautions, as the regulations issued
by the Director or under the Federal Act require as necessary for the
protection of public health;

(10) H it is a drug and its container is so made, formed or fitled as to be
misleading (1) if'itis an imitation of another drug; (i1) if it is offered for sale
under the name of another drug;

(11) 1 it is dangerous to health when used in the dosage, or with the
frequency or duration prescribed, recomimended or suggesied in the labeling
thereol®

{12) 11 it is, or purports to be, or is represented as a drug composed
wholly or partly of insulin, unless (1) it is from a batch with respect to which
a certificate or release has been issued pursuant to §506 of the Federal Act.
and (i) such ceriificate or refease is in effect with respect to such drug:

(133 I it 18, or purports 1o be, or is represented as a drug composed
whaolly or partly of any kind of penicillin, strepiomycin, chlortetracyeline,
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chloramphenicol, bacitracin or any other antibiotic drug, or any derivative
thereof, unless (i) it is from a batch with respect to which a certificate or
retease has been issued pursuant to §507 of the Federal Act, and (ii) such
certificate or refease is in effect with respect to such drug; provided, that
this Paragraph shall not apply to any drug or class of drugs exempted by
regulations promulgated under §507(c) ar (d) of the Federal Act. For the
puspose of this Paragraph the termy "antibiotic drug” means any drug
intended for use by man containing any quantity of any chemical substance
which is produced by microorganisms and which has the capacity to inhihit
or destrov microorganisms in dilute solution (including, the chemically
synthesized equivalent of any such substance);

(14) [T 1 1s a color additive, the intended use of which i or on drugs is
for the purpose of coloring only, unless its packaging and labeling are in
conformity with such packaging and labeling requirements applicable to
such color additive, prescribed under the provisions of §40113 or of the
Federal Act;

(15) In the case of any prescription drug distributed or offered for sale
in this Territory unless the manufacturer, packer or distributor thereofl
includes in all advertisements and other descriptive printed matter issued or
caused to be issued by the manufacturer, packer or distributor with respect
to that drug a true statement of (i) the established name, as detined in
Section 16(c}2) of this Act, printed prominently and in type at least half as
large ag that used for any trade or brand name thereof, {ii} the formula
showing guantitatively each ingredient of such drug to the extent required
for labels under §302(c) of the Federal Act. and (i) such other information
in bricf summary relating to side effects, contraindications and effectiveness
as shail be required in regulations issued under the Federal Act;

{16) If a trademark, trade name or other identilying mark, imprint or
device of another or any likeness of the foregoing has been placed thereon
or upon its container with intent to defraud; or

(17Y Drugs and devices which are in accordance with the practice of
the trade. to be processed. labeled or repacked in substantial quantities at
establishments other than those where originally processed or packed shall
be exempt from any labeling or packaging requirements of this Act,
provided. that such drugs and devices are being delivered. manufactured,
processed, labeled, repacked or otherwise held in compliance with regula-
tions issued by the Direcfor or under the Federal Act.

SOURCE: GC §9726.14.
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NOTE: The reference in Subsection {1341 of thiz Section to "Section {6£¢)(2) of thig
Act” indicates that an earlier draft of the bill which became P.L. 13-T43 was numbered
differenily, and that the numbering was not changed when Government Code section
numbers were added. This may also explain the provisions of §§40103(b), 40116{0)
and (¢}, and 401092} A KT Assuming that $40101 of this Chapter was Section 1 of
the original bill, then the numbers referred to in the sections cited above would appear
0 correspond 0 numbers of sections in the Government Code as renumbered and
meluded in this compifation. as follows:
Section J{a)or {¢)” as referred to in 40 103(b) would be $40103( 1y or (3}, {note
the subsection numbers have apparently been changed from alphabetical in the
original bill to numerieal in PL. 13-143% "Section 14(ay" as referred to in
S40109(2H ATy would be 8401 14(1): "Section 16(0)(2)" as referred 1o in this
Section would be §4G117{a)B). (note that P1. 13-143, and consequently this
Chapter. s not consistent in numbering subscctions either alphabeticatly or
numericalty, with the result that renumbering or relettering one section would
reguire renumbering and relettering of ail cross-references in cach Section.
§ 40116. Habit-Forming Drugs; Toxic Drugs.
{a) A drug intended for use by man which:
(A) is 2 habit-forming drug to which §40115(d) applies; or

(B) because of its toxicity or other potentiality for harmful effect,
or the method of'its use, or the collateral measures necessary 1o its use
is not safe for use except under the supervision of a practitioner
licensed by law to administer such drug; or

(Cy is limited by an approved application under §505 of the
Federal Act or Section 18 of this Act to use under the prolessional
supervision of a practitioner licensed by law to administer such drug,
shall be dispensed only {i) upon a written prescription of a practitioner
licensed by law 1o administer such drug, or (ii) upon an oral
prescripiion of such practitioner which is reduced promptly to writing
and filed by the pharmacist, or (iii) by refilling any such written or oral
prescription if such refilling is authorized by the prescriber either in
the original prescription or by oral order which is reduced prompily 1o
writing and filed by the pharmacist. If any prescription for such drug
does not indicate the times it may be refilled, if any, such preseription
may not be refilled unless, the pharmacist is subsequently authorized
1o do so by the practitioner. The act of dispensing a drug contrary to
the provisions of this Paragraph shall be deemed to be an act which
results in a drug being misbranded while held for sale.
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(b} Any drug dispensed by filling or refilling a writlen or oral
prescription of a practitioner licensed by law to administer such drug shali
be exempt from the requirements of 840113, except Subsections {a)(i)(2)
and (37, (k) and (1) and the packaging reguirements of Subsections (g) and
(h}, if the drug bears a label containing the name and address of the
dispenser, the serial number and date ol the prescription or of its filling, the
name of the prescriber and, if stated in the prescription the name of the
patient, and the directions for use and cautionary statements, if any,
contained in such prescription. This exemption shall not apply to any drugs
dispensed in the course of the conduct of a business of dispensing drugs
pursuant to diagnosis by mail, or to a drug dispensed in violation of
Paragraph {a} of this Section.

{¢c) The Director may, by regulation, remove drugs subject to
§40115(d) and Section 18 from the requirements of Paragraph (a) of this
Section when such reguirements are not necessary for the protection of the
public health. Drugs removed from the prescription requirements of the
Federal Act by regulations issued thereunder may also, by regulations
issued by the Director, be removed from the requirement of Paragraph (a).

{(d)y A drug which is subject to Paragraph (a) of this Section shall be
deemed to be misbranded iTat any time prior to dispensing its label fails to
bear the statement Caution: Federal Law Prohibits Dispensing Withowt
Prescription or Cowtion: State Law  Profibits Dispensing  Without
Prescription. A drug to which Paragraph {a) of this Section does not apply
shall be deemed to be misbranded if at any time prior to dispensing its label
hears the caution statement quoted in the preceding sentence.

{e) Nothing in this Section shall be construed to relieve any person
from any requirement prescribed by or under authority of law with respect
to drugs now included or which may hereafter be included within the
classifications of narcotic drugs or marihuana as defined in the applicable
Federal and local laws relating to narcotic drugs and marihuana,

SOURCE: GC § 972015,

NOTE: Reference to "Section 18" appear here as in PL. 13-1430 See NOTE 1o §744.
§ 40117, Sale of New Drugs.

{ay Mo person shall sell, deliver, offer for sale, hold for sale or give
away any new drug unless (1) an application with respect thereto has been
approved and said approval has not been withdrawn under §305 of the
Federal Act, or (2) when not subject to the Federal Act, unless such drug has

]
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been tested and has been found 1o be safe for use and effective in use under
the conditions prescribed, recommended or suggested in the labeling
thercof, and prior 1o selling or offering for sale such drug. there has been
filed with the Director an application setting forth (i)} full reports of
investigations which have been made to show whether or not such drug is
safe for use and whether such drug is effective in use; (11) a full list of the
articles used as components of such drug; (iit) a full statement of the com-
position of such drug: (ivya full description of the methods used in, and the
facilities and controls used for the manufacturer, processing and packing of
such drug: (v) such samples of such drug and of the articles used as compo-
nents thereol as the Director may require; and (vi) specimens of the labeling
proposed to be used for such drug.

{b) An application provided for in Subsection (a)¥2) shall become
effective on the one hundred eightieth day after the filing thereof, except
that if the Director finds, after due notice to the applicant and giving him an
opportunity for a hearing (1) that the drug is not safe or not effective for use
under the conditions prescribed, recommended or suggested in the proposed
labeling thereof; or (2) the methods used in and the facilities and controls
used for the manufacturer, processing and packing of such drugs are
inadequate to preserve its identity, strength, guality and purity; or (3) based
on a fair evaluation of all material facts, such labeling is false or misleading
irrany particular; he shall, prior to the effective date of the application issue
an order refusing to permit the application to become effective.

{¢) Vacant,

{d) The Director shall promulgate regulations for exempting from the
operation of the foregoing Subsections of this Section drugs intended solely
for investigational use by experts qualified by scientific training and
experience {0 investigate the safety and effectivencess of drugs. Such
regulations may, within the discretion of the Director among other
conditions relating to the protection of the public health, provide for
conditioning such exemption upon:

{1 the submission to the Director, before any clinical testing of'a
new drug is undertaken, of reports by the manufacturer or the sponsor
of the investigation of such drug, of pre-clinical tests (including tests
on animals) of such drug adequate 1o justify the proposed clinical
testing:
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(2) the manufacturer or the sponsor of the investigation of a new
drug proposed to be distributed to investigators for clinical testing
obtaining a signed agreement from each of such investigators that
patienis to whom the drug is administered will be under his personal
supervision, or under the supervision of investigators responsible to
him and that he will not supply such drug to any other investigator or
to chinics for administration to human beings; and

{3) the establishment and maintenances of such records and the
making of such reports to the Director by the manufacturer or the
sponsor of the investigation of such drug of data (including but not
limited to analytical reports by investigators) obtained as the result of
such investigational use of such drug, as the Director finds will enable
him to evaluate the safety and effectiveness of such drug in the event
of the filing of an application pursuant to Subsection (b).

Such regulations shall provide that such exemption shall be
conditioned upen the manufacturer, or the sponsor of the investigation,
requiring that experts using such drugs for investigational purposes certify
to such manufacturer or sponsor that they will inform any human heings to
whom such drugs. or any controls used in connection therewith, are being
administered, or their representatives, that such drugs are being used for
investigational purposes and will obtain the consent of such human beings
or their representatives, except where they deem it not feasible or, in their
professional judgment, contrary to the best interests of such human beings.
Nothing in this Subsection shall be construed to require any clinical
investigator (o submit directly to the Director reports on the investigational
use of drugs: provided, that the regulations adopted under Section 505(1) of
the Federal Act shall be the regulations in this Territory; provided further,
that the Director may in his discretion promulgate regulations whether or
not in accordance with regulations promulgated under the Federal Act.

{e¥ 1y In the case of any drug for which an approval of an
application filed pursuant fo this Section is in effect, the applicant shall
zstablish and maintain such records and make such reports to the
director of data relating to clinical experience and other data or
information received or otherwise obtained by such applicant with
respect to such drug, as the Director may by general regulation or by
order with respect to such application prescribe; provided, however,
that regulations and orders issued under this Subsection and under
Subsection (d) shall have due regard for the professional ethics of the
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medical profession and the interests of patients and shall provide,
where the Director deems it to be appropriate, for the examination,
uporn request by the persons to whom such regulations or orders are
applicable, of similar information received or otherwise obtained by
the director.

(2) Every person required under this Section to maintain records,
and very person in charge or custody thereof, shall, upon request of an
officer or employee designated by the Director. permit such officer or
emplovee at all reasonable times to have access to and copy and certify
such records,

(f) The Director may, after affording an opportunity for public hearing
and judicial appeal, revoke an application approved pursuant te this Section
it he finds that the drug, based on evidence acquired after such approval,
may not be safe or effective for its intended use or that the facilities or
conirols used in the manufacture, processing or labeling of such drug may
present a hazard te the public health. ’

{g) This Section shall not appty:

(1)t a drug sold in this Territory or introduced into interstate
commerce at any time prior to the enactment of the Federal Act, if'its
labeling contained the same representations concerning the conditions
of its use; or

{2110 any drug which is licensed under the Public Health Service

Act of July 1, 1944 (42 11.8.C. 201 et seq.). or under the Animal

Virus-Serum-Toxin Act of March 4, 1913 (13 Stat. 832; 21 U.S.C. 151

el seq.); or

(3) to any drug which is subject to Section 16(1) of this Act.

SOURCE: GC § 9720 16.

NOTE: For explanation of Subsection {2)(3) see NOTE to 40115
§ 40118, Adulterated Cosmetics.

A cosmetic shall be deemed to be adulterated:

{1y L1t bears or contains any poisonous or deleterious substance which
may render it injurious to users under the conditions of use prescribed in the
labeling or advertisement thereof, or under such conditions of use as are
customary or useal: provided, that this proviston shall not apply to coal-tar
hair dye, the label of which bears the lollowing legend conspicuously

st
o
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displayed thereon: "Caution - This product contains ingredients which may
cause skin irritation on certain individuals and a preliminary fest according
to accompanying directions should first be made. This product must not be
used for dyveing the evelashes or evebrows; 1o do so may cause blindness,”
and the labeling of which bears adequate directions for such preliminary
testing. For the purpose of the paragraph and Paragraph (¢} the term “hair
dye" shall not include eyelash dyes or eyvebrow dyes;

(2) IFit consists in whole or in part of any filthy, putrid or decomposed
substance;

(3) tf it has been produced, prepared, packed or held under insanitary
conditions whereby it may have been rendered injurious to health;

(4) I its container is composed. in whole or in part, of any poisonous
or deleterious substance which may render the contents injurious 1o health;
or

(5) Ifitis not & hair dve and it is, or it bears or contains a color additive
which is unsafe within the meaning of §40113(a).

SOURCE: GC § 972017,
§ 40119. Misbranded Cosmetices.

A cosmetic shall be deemed o be misbranded:

{13 I its jabeling is false or misleading in any particular;

(2) If its labeling or packaging fails to conform with the requirements
ol §40120 of this Act;

{3) If in package form unless it bears a label containing (i} the name
and place of business of the manufacturer, packer or distributor; and (i1) an
accurate statement of the quantity of the contents in terms of weight.
measure or numerical count, which statement shall be separately and
accurately stated in a unitorm location upon the principal display panel of
the label; provided, that under clause (i) of this Paragraph reasonable
variations shall be permitted, and exemption as to small packages shall be
established by regulations prescribed by the Director;

() Hany word, statement or other information required by or under
authority of this Act to appear on the label or labeling is not prominently
placed thereon with such conspicuousness (as compared with other words,
statements, designs or devices in the labeling) and in such terms as to render

L
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it likety to be read and understood by the ordinary individual under
customary conditions of purchase and use;

(3% 1 its container is so made, formed or filled as to be misleading;

{(6) 1 it is a cotor additive, unless its packaging and labeling are in
conformity with such packaging and labeling requirements applicable to
such color additive prescribed under the provisions of the Federal Act. This
Paragraph shall not apply to packages of cotor additives which, with respect
to their use for cosmetics, are marketed and intended for use only in or on
hair dves (as defined in the last sentence of §40118{a)1); or

(7) A cosmetic which is, in accordance with the practice of the trade, to
be processed, labeled or repacked in substantial quantities at an
establishment other than the establishment where it was originally pro-
cessed or packed, is exempted Trom the affirmative labeling requirements of
this Act while it is in transit in commerce from the one establishment to the
other, if such fransit is made in good faith for such completion purposes
only; but is otherwise subject to all applicable provisions of this Act,

SOURCE: GC §9720.18.

§ 40120, Labeling Requirements,

(a) All labels of consumer commodities. as defined by this Act, shall
conform with the requirements for the declaration of net quantity of
contents of Section 4 of the Fair Packaging and Labeling Act (15 LLS.C.
1451, et. seq.) and the regulations promulgated pursuant thereto; provided,
that consumer commodities exempted from such requirements of Section 4
of the Fair Packaging and Labeling Act shall alse be exempt from this
Subsection.

(b) The label of any package of a consumer commodity which bears a
representation as to the number of servings of such commodity contained in
such package shall bear a statement ol the net quantity (in terms of weight,
measure or aumerical county of each such serving.

{c) tf an article is alleged to be misbranded because the labeling is
misleading, or if an advertisement is alleged to be false because it is
mislteading, then in determining whether the labeling or advertisement is
misleading, there shall be taken into account (among other things) not enly
represeniations made or suggested by statement. word, design, device,
sound or in any combination thereof, but also the extent to which the
labeling or advertisement fails to reveal Tacts material in the light of such

b
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representations or material with respect to consequences which may result
from the use of the article to which the labeling or advertisement relates
under the conditions of use prescribed in the labeling or advertisement
thereof or under such conditions of use as are customary ofr usual,

{d) No person shall distribute or cause to be distributed in commerce
any packaged consumer commodity if any qualifying words or phrases
appear in conjunction with the separate statement of the net guantity of
conterts required by Subsection (a), but nothing in this Section shall
prohibit supplemental statements, at other places on the package, describing
in nondeceptive terms the net quantity of contents; provided, that such
supplemental statements of net (uantity of contents shall not include any
term qualifying a unit of weight, measure or count that tends to exaggerate
the amount of the commodity contained in the package.

{e) Whenever the Director determines that regulations containing
prohibitions or requirements other than those prescribed by Section 21(a)
are necessary to prevent the deception of consumers or to facilitate value
comparisons as to any consumer commodity, the Director shall promulgate
with respect to that commodity regulations effective to:

{1y establish and define standards for the characterization of the
size of a package enclosing any consumer commedity. which may be
used to supplement the label statement of net quantity of contents of
packages cordaining such commaodity, but this Paragraph shall not be
construed as authorizing any limitation on the size, shape, weight,
dimensions or number of packages which may be used to enctose any
commodity;

{2) regulate the placement upon any package containing any
commaodity or upoen any label affixed 1o such commodity, of any
printed matter stating or representing by implication that such
commaodity is offered for retail sale at a price lower than the ordinary
retail sale price or that a retail sale price advantage is accorded to
purchasers thereol by reason of the size of that package or the quantity
of Hs contents:

{3) require that the labet on each package of a consumer
commodity bear (A) the common or usual name of such consumer
commodity. if any, and (13) in case such consumer commodity consists
of two or more ingredients, the common or usual name of each such

ingredient bisted in order of decreasing predominance, but nothing in
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this Paragraph shall be deemed to require that any trade secret be
divalged; or

(4} prevent the nonfunctional slack-fit] ol packages containing
consumer commaodities.

For the purpose of Paragraph {(4) of Subsection (e), a package shall be

deemed to be non functional slack-fitted 1f it is filled of substantially less
than s capacity for reasons other than (A) protection of the contents of
such package or (B} the requirements of machines used for enclosing the
contents in such package; provided, that the Director may adopt any
regulations promulgated pursuant to the Fair Packaging and Labeling Act
which shall have the force and effect of law in this Territory.

(£ Any food, drug or consumer commodity for which the manufacturer

or distributor has established or recommended a pull date or other date by
which the food, drug or consumer commodity should be used shall:

(1) Have the pudl dere. "hest if used by date, expiration date or
ather date hy which the food, drug or consumer coninodity should be
used, clearly marked on the packaging or labeling. Color coding may
be used if the meanings of the color codes are clearly and plainty
displayed in close proximity to the consumer commodities. Any
product with a date on it shall be ¢learly marked as to whether the date
is the date of packaging, the pull date, the expiration date, or some
other date,

{2} Any outdated food, drug or consumer commodity which is still
fit for human consumption and which is more than two days outdated,
may be sold, displayed in a retail store or offered for sale only if the
ttem 35 still it for human consumption and each package is clearly
marked with the word "Owudated or "FExpired Merchandise or such
other words of similar meanmng as may be approved by regulations
promulgated by the Director of the Departiment of Public Health.

{3y Notwithstanding any provision of law, alt fresh or frozen
packaged meat, fresh eggs, bread. fresh milk and fresh daily products
and ice cream, and such other food. drug and consumer commodity
designated by the Director of the Department of Public Health and
Social Services shall have a clearly designated expiration date on each
package oftered for retatl sale. Notwithstanding any other provision of
law, in liew of stamping any requirved labels whatsoever on individual
eges, such information may insiead be stamped on each egg carton if
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the eges are packed in individual cartons of twelve (12) eggs or less as
required by 5 GUA Chapter 66, the Chicken Egg Regulation. {(g) Any
dented or damaged package or can of consumer products shall clearly
be marked "Damaged.

{h) Any fresh or frozen meat or poultry products which have had water
added shall be clearty labeled "Harer added. Any meat products which have
been previously given a United States Department of Agriculture grade or
category shatl have the grade or category clearly marked on each package of
meat offered for sale, whether or not later repackaged,

(1) It shall be unlawful to sell any rusty canned goods or goods with
rusty metal lids, untess the rust can be removed by rubbing with a cotton
cloth,

(i) ttshall be & misdemeanor for any person to sell or offer for sale any
food, drug or consumer commodity which is not clearly labeled and marked
in English or Chamortro as herein provided for in this Chapter.

(k) In addition to criminal penalties for the violation of this Section, the
Director of Public Health and Social Services shall, by rules and regulations
to be established seize and destroy all food. drug, or consumer products
which are displayed or offered for sale which are not properly marked or
labeled in the English or Chamorre languages, and shall pursuant to
regulations, impose civil penaltics and fines not exceed Five Hundred
Dollars ($5300) for each faiture to properly label or mark products in English
or Chamorro languages as provided by this Chapter, and may, pursuant to
regulation, and close repeated offenders; shall

(1) In addition to any other penalties provided for by law, each violation
of this Section shall be counted as at least one or more demerits as the
conditions dictate, in determining demerit points in the issuance of sanitary
permits or renewals thercol as provided for in 10 GUA Chapter Z1. For
purposes of this subsection, a minimum of one (1) demerit point must be
given for each difTerent inventory tem found in violation ol this Section,
but exactly identical jtems found in violation may be counted as one
viglation.

(m) Any seller of food, drugs and consumer commodities found to
have more than twenty (20) different products displaved or offered for sate
which do not comply with the provisions of this Section shall be
immediately closed in the same manner as an unsanitary establishment
pursuant fo the provistons of 10 GCA Chapter 21,

Lad
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authorized to make the regulations promulgated under this Act conform,
insofar as practicable. with those promulgated under the Federal Act.

(b) Flearings authorized or required by this Act shall be conducted by
the Director or such officer, agent or employee as the Director may
designate for the purpose.

{¢) All pesticide chemical regulations and their amendments now or
hereafier adopted under authority of the Federal Food,
Prug and Cosmetic Act are the pesticide chemical regulations in this
Territory.

(d} All food additive regulations and their amendments now or
hereafter adopted under authority of the Federal Food, Drug and Cosmetic
Act are the food additive regulations in this Territory.

(e) All color additive regulations and their amendments now or
hereafier adopted under authority of the Federal Food, Drug and Cosmetic
Act are the color additive regulations in this Territory.

{fy All special dietary use regulations and thetr amendments now or
herzafler adopted under authority of the Federal Food, Drug and Cosmetic
Act are the special dietary use regulations in this Territory.

{g) All regulations and their amendments now or hereafter adopted
under the Fair Packaging and Labeling Act shall be the regulations in this
Territory. However, the Director may, if he finds it necessary in the interest
of consumers, prescribe packaging and labeling regulations for consumer
commodities, whether or not in accordance with regulations promutgated
under the Federal Act; provided, that no such regulations shall be
promulgated which are contrary fo the labeling requirements for the
guantity of contents required pursuant to Section 4 of the Fair Packaging
and Labeling Act and the regulations promulgated thereunder.

(h) A Federal regulation autematically adopted pursuani to this Act
takes effect in this Territory on the date it becomes effective as a Federal
regulation. The Director shall publish ali other proeposed regulations in a
aewspaper of general daily circulation, A person whoe may be adversely
affected by a regulation may, within thirty (3G) days after publication of any
other regulation, file with the Director in writing objections and a request
for a hearing. The timely filing of substantial objections 1o a Federal
regulation automatically adopted stays the effect of the regulation. It no
substantial objections are received and no hearings are requested within 30
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(thirty) days after publication of a proposed regulation, it shalt take effect
on a date set by the Director, The effective date shall be at Teast sixty (60)
days after the time for filing objections has expired. If timely substantial
objections are made to a Federal regulation within thirty (30) days after it 13
automaticalty adopted or to a proposed regulation within thirty (30) davs
after it is published, the Director alter notice, shatl conduct a public hearing
to receive evidence on the issues raised by the ohjections.

Any interested person or his representative may be heard. The Director
shall act upon objections by crder and shall mail the order to obiectors by
certified mail as soon after the hearing as practicable. The order shall be
based on substantial evidence in the record of the hearing. If the order
concerns 4 Federal regulation, it may reinstate, rescind or modify it. 1 the
order concerns a proposed regulation, it may withdraw it or set an effective
date for the regutation as published or as modified by the order. The
affective date shall be at least sixty (60) days alter publication of the order.

SOURCE: GC §9720.21.
§ 40123, Inspections.

(a) For purposes of enforcement of this Act, the Director or any of his
authorized agents, are authorized upon presenting appropriate credentials (o
the owner, operator or agent in charge:

(1) to enter at reasonable times any factory, warehouse or
establishment in which food, drugs, devices or cosmetics are manufac-
tured, processed or packed or held for introduction into commerce or
alter such introduction or to enter any vehicle being used to transport
or hold such food, drugs, devices or cosmetics in commerce; and

(2110 inspect at reasonable times and within reasorable mits and
in a reasonable manner such Tactory, warehouse, establishment or
vehicle and all pertinent equipment, Jinished and unfinished materials,
containers and labeling therein, and to obtain samples necessary to the
ernforcement of this Act. 1n the case of any factory, warchoise, estab-
lishment or consulting laboratory in which prescription drugs are
manufactured, processed. packed or held, the inspection shall extent to
all things therein (including records, files, papers, processes, controls
and facilities) bearing on whether prescription drugs which are
adulterated or misbranded within the meaning of this Act or which
may not be manufactured, infroduced into commerce or sold or offered
for sale by reason of any provision of this Act, have been or are being
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manufactured, processed, packed, transported or held in any such place
or otherwise bearing on violation of this Act. No inspection authorized
for prescription drugs by the preceding sentence shall extend to (A)
financial data, (B} sales data other than shipment data, (C) pricing data,
(I3) personnel data (other than data as to the qualifications of technical
and professional personnel performing functions subject to this Act),
and (E) research data (other than data relating to new drugs and
antibiotic drugs, subject to reporting and inspection under regulations
tawfully issued pursuant to Section 305(1) or {j) or Section 507¢(d) and
(g} of the Federal Act, and data, relating o other drugs, which in the
case of a new drug would be subject to reporting or inspection under
tawful regulations issued pursuant to Section 505(j) of the Federal
Act). Such inspection shall be commenced and completed with
reasonable promptness. The provisions of the second sentence of this
Subsection shall not apply to:

(i) pharmacies which maintain establishments in
conformance with local laws regulating the practice of pharmacy
and medicine and which are regularly engaged in dispensing
prescription drugs, upon prescriptions of practitioners licensed to
administer such drugs to patients under the care of such
practitioners in the course of their professional practice and which
do not. either through a subsidiary or otherwise, manufacture,
prepare. propagate, compound or process drugs for sale other than
in the regular course of their business of dispensing or seiling
drugs at retail;

(i1) practitioners licensed by law to prescribe or administer
drugs and who manufacture, prepare, propagate, compound or
process drugs solely for use in the course of their professional
practice;

(itiy persons who manufacture, prepare. propagate,
compound or process drugs solely for use in research, teaching or
chemical analysis and not for sale;

{iv) such other classes of persons as the Director may by
regulation exempt from the application of this Section upon a
finding that inspection as applied to such classes of persons in
accordance with this Section is not necessary for the protection of
the public health; and
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(3} to have acecess o and to copy all records of carriers in
commerce showing the movement in commerce of any food, drug,
device or cosmetics, or the holding thereof during or after such
movement. and the guantity, shipper and consignee thereof; provided.
that evidence obtained under this Subsection shall not be used in a
criminal prosecution ot the person from whom obtained; and provided
further, that carriers shall not be subject to the other provisions of this
Act by reason of their receipt, carriage, holding or delivery of food,
drugs, devices or cosmetics in the usual course of business as carriers.

{by Upon completion of any such inspection of a factory, warehouse,
consulting laboratory or other establishment and prior to leaving the
premises, the authorized agent making the inspection shall give to the
owner, operafor or agent in charge a report in writing setting forth any
conditions or practices observed by him which in his judgment indicate that
any food, drug, device or cosmetic i such establishment (1) consists in
whole or in part of any filthy, putrid or decomposed substance or (2) has
been prepared, packed or held under insanitary conditions whereby it may
have become contaminated with filth or whereby it may have been rendered
injurious to health. A copy of such report shall be sent promptly to the
Director.

(¢) If the authorized agent making any such inspection of a factory,
warchouse or other establishment has obtained any sample in the course of
the inspection, upon completion of the inspection and prior to leaving the
premises, he shall give to the owner, operator or agent in charge a receipt
describing the samples obtained.

(dy When in the course of any such inspection of a factory or other
establishment where food is manufactured, processed or packed, the officer
or employee making the inspection obtains a sample of any such food and
an analysis is made of such sample for the purpose of ascertaining whether
such food consists in whole or in part of any filthy. putrid or decomposed
substance or is otherwise unfit for food, a copy of the results of such
analysis shall be furnished prompily o the owner, operator or agent in
charge.

SOURCE: GU § 972022,

§ 40124, Report of Minor Violations,

Nothing in this Subchapter shall be construed as reguiring the Director
10 reporl for the institution of proceedings under this Chapier, minor
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violations of this Chapter, whenever the Director believes that the public
interest will be adequately served in the circumstances by a suitable written
notice of warning.

SOURCE: GU §97206.23.
§ 40125, Emergency Permit Control.

(a) Whenever the Director finds after investigation that the distribution
in the territory of Guam of any class of food may, by reason of
contamination with microorganism during manufacture, processing or
packing thereof in any locality, be injurious to health and that such injurious
nature cannot be adequately determined after such articles have entered
commerce, he then, and in such case only, shall promulgate regulations
providing for the issuance to manutacturers, processors or packers of such
class of food in such locality of permits to which shall be attached such
conditions governing the manufaciure, processing or packing, or packing of
such class of food, for such temporary period of time as may be necessary
to protect the public health; and afier the effective date of such regulations
and during such temporary period, no person shall introduce or deliver for
introduction into commerce any such food manufactured, processed or
packed by any such manufacturer, processor or packer unless such
manufacturer, processor or packer holds a permit issued by the Director as
provided by such regulations.

() The Director is authorized 1o suspend immediately upon notice any
permit issued under authority of this Section if it is found that any of the
conditions of the permit have been viclated. The holder of a permit so
suspended shall be privileged at any time to apply for reinstatement of such
permit and the Phrector shall immediately after prompt hearing and
inspection of the establishment, reinstate such permit if it is found that
adeguate measures have been taken to comply with and maintain the
conditions of the permit, as originally issved or as amended.

() Any officer or employee duly designaied by the Director shall have
aceess to any factory or establishment, the operator of which holds a permir
from the Director for the purpose of ascertaining whether or not the
conditions of the perimit are heing comphied with and denial of access for
such inspection shall be grounds for suspension of the permit until access is
frecly given by the operator.,

SOURCE: GC § 972024,

§ 40126. Reports of Judgment and Decrees.
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{a) The Drrector shall cause to be published from time to time reposts
summarizing all judgments, decrees and court orders which have been
rendered under this Act, including the nature of the charge and the
disposition thereof.

{b) FThe Director shall also cause to be disseminated such information
regarding food, drugs, devices and cosmetics as the Director deems
necessary in the interest of public health and the protection of the consumer
against fraud. Nothing in this Section shall be construed to prohibit the
Director from collecting, reporting and illustrating the results of the
investigations of the Director.

SOURCE: GC § 972025,

§ 40127, Severability.

I any provision of this Act is declared unconstitutional or the
apphicability thereof to any person or circumstances is held invalid, the
constitutionality of the remainder of the Act and applicability thereof to
other persons and circumstances shall not be affected thereby,

SOURCE: GC § 9720.26.

§ 40128, Effective Date,

The effective date of this legislation shall be one hundred eighty (180}
days from the passage of this Act. Monthly reports of inspection.
investigation and enforcement of this Act shall be made in a public
pewspaper of wide general circulation thereatter.

SOURCE: GC 3972027,

§ 40129, Authorization.

There is hercby authorized to be appropriated the sum of One Hundred
One Thousand Twe Tundred and Forty Dollars ($101,240) to the
Department of Public Health and Social Services, Bureau of Environmental
Flealth and Consumer Protection for the implementation and administration
of this Act.

SQURCE: GU § 9720028









Electronic Cigarettes
and
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SUMMARY
ELECTRONIC CIGARETTES

Federal Tohacco Control Act imposed certain restrictions related 1o tobacco and authorized FDA
to regulate tobacco.

FDA’s regulation of tobacco includes products “made or derived for tobacco” that are not drug
or device,

Because e-cigarettes are tobacco products (apparently it is derived from tobacco} and have not
been proven to be a drug or a medical device, it too can be regulated by FDA.

Since it is not a drug or a device, it has no medical use.

FDA has yet to develop regulations for e-cigarettes.

Locally, it cannot be regulated by DEH since it is not a drug or a device {Title 10 GCA, Chapter 40,
Guam Food, Drug and Cosmetic Act).

Amending Title 10 GCA, Chapter 80 {the indoor smoking law) may be a method to regulate e-
cigarettes on Guam.



Latest News from FDA Action on E-Cigarettes

o It was two years ago when the Food and Drug Administration (FDA) said that it would
propose rules on regulating electronic cigarettes, the agency still has not released any
proposed rules.

¢ The FDA has set a target date of October 2013 to release its proposed rules to the public.
The agency did get a proposed rule sent in mid-October to the federal Office of
Management and Budget, which will review the rule before it is released for public
comment. But the partial government shutdown in late September and early October
could possibly cause the delay.

s A clarification letter was issued by FDA regarding an August 22, 2013 article in the Wall
Street Journal, titled “FDA Discusses Banning Online Sales of E-Cigarettes” states that
FDA did not raise any potential regulatory options or restrictions on e-cigarettes. This
was posted in the FDA website last August 26, 2013, and shows the latest press release of
FDA relative to electronic cigarettes.

Guam Law

Based on the research on electronic cigarettes, Title 10 GCA, Chapter 40 of Guam Drug and
Cosmetic Act is not applicable. On April 2011, an article to stakeholders from FDA stated that
the FD&C Act, as amended by the Tobacco Control Act, defines the term “tobacco products,” in
part as any product “made or derived from tobacco” that is not a “drug,” “device,” or
combination product under the FD&C Act.  The smoke-free laws in Guam can be applied to
himit the public’s exposure to secondhand e-cigarette vapor. There is concern on the availability
of e-cigarettes which may increase the incidence of young people smoking. Public Law 24-278,
requires vendors of tobacco products to obtain a tobacco license and enforces the prohibition of
sales of tobacco products to minors.

Public Health Issue

F-cigarette products are produced by hundreds of largely overseas companies ~ with no
regulation, no oversight, and no requirement for ingredient disclosure. Some studies have shown
the presence of dangerous chemicals and a lack of quality control.

References:

1. Accessed January 03, 2014, Letter of Clarification regarding August Wall Street

2. Letter of National Association of Attorneys General to FDA Commissioner
September 24, 2013,
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National Association
nf Attorneys General

PRESGHENY
1.8. Van Hollen
Wiseansin Attorney Genergl!

PRESIDENT-E15LT
Jim Hood
Mississipp! Altorngy Geners!

VICE BRESIOENT
Marty lackiey
South Dubote Attorney Genero!

IBAMEDIATE PAST PRESIDENT
Drougias Gansler
Maryland Attorney Genere!

EXECUTIVE BRELTDZ
Iames McPherson

September 24, 2013

The Honorable Margaret Hamburg, Commissioner
U.S. Food and Drug Admimstration

10903 New Hampshire Avenue

Silver Spring, MD 20993

Re: FDA Regulation of E-Cigarettes
Dear Commissioner Hamburg,

The undersigned Attorneys General write to urge the Food and Drug
Administration {FDDA) to take all available measures to meet the FDDA’s stated
deadline of October 31, 2013, to issue proposed regulations that will address
the advertising, ingredients, and sale to minors of electronic cigarettes (also
known as e-cigaretles).

Statc Attorneys General have long fought fo protect their States” citizens,
particularly youth, from the dangers of tobacco products. For example, every
State Attorney General sued the major cigarette companies for the harm their
products caused. With the protection of our States’ citizens again in mind, the
undersigned Attorneys General write to highlight the need for immediate
regulatory oversight of e-cigarettes, an increasingly widespread, addictive
product.

As you know, e-cigareties are battery-operated products designed to deliver
nicotine to the user by heating liquid nicotine, derived from tobacco plants,
along with flavors and other chemicals, into a vapor that the user inhales. The
nicotine found mn e-cigarettes is highly addictive, has immediate bio-chemical
effects on the brain and body at any dosage, and is toxic in high doses.’

E-Cigarette Sales are Growmg Exponentiatly Using Marketine that Includes
Television

Sales of e-cigarettes have grown rapidly in the United States, and after
doubling every year since 2008, sales in 2013 are now accelerating even faster
and projected to reach $1.7 billion.” The cost of e-cigarettes has fallen

T

§. Surgeon General, ULS. Department of Health and Human Services, The Healrth Consequences of Smoking:

Nicotine Addicrion {1988}, Emergency Response Safety and Health Database, National Institute for Occupational
Safety and Health, Centers for Disease Control end Prevention,

* Compare Josh Sanburmn, Can Electronic Cieareties Challensge Big Tobaeeo?, Time.com, Jan, &, 2013, avatlable at
A el Eord Lol

http://business time.com/201370

08/can-electronic-cigarettes-challenge-big-tobacce/, (estimating 2013 sales at §1

bitlien), with Stuart Elliot, £-Cigarerte Makers™ Ads Eche Tobacea s Hevduy, New York Times, Aug. 29, 2013,
available at http /A www nytimes.com?201 308/ 30/business/media/e-wigaretie-makers-ads-echo-tohaccos-
heyday.himl, {estimating 2013 sales at $1.7 hillion).




dramatically, as well, making them more affordable, and thus more atiractive to young people.
Unlike traditional tobacco products, there are no federal age restrictions that would prevent
children from obtaining e-cigarettes, nor are there any advertising restrictions.

Along with the growth of e-cigaretie sales, there has also been a growth of e-cigarette advertising
over the past year. For example, in this year's Super Bowl broadcast, NJOY e-cigarettes
purchased a 30-second television advertisement slot which reached at least 10 million viewers in
certain markets and reportedly translated into a dramatic 30-40% increase in sales.” The
advertisement depicted an atfractive man smoking an e-cigarette that looked just like a real
cigarette. Since then, advertisements for e-cigarettes have regularly appeared on primetime
television, making it easier for those advertisements to reach children. Moreover, e-cigarettes
are not being marketed as smoking cessation devices, but rather as recreational alternatives to
real cigarettes. Consumers are led to believe that e-cigarettes are a safe alternative to cigarettes,
despite the fact that they are addictive, and there is no regulatory oversight ensuring the safety of
the ingredients in e-cigarettes.

E-Cigarettes Appeal to Youth

E-cigarettes contain fruit and candy flavors -- such as cherry, chocolate, gummy bear, and bubble
gum -- that are appealing to youth. The FDA has banned such flavors from cigarettes and should
take the same action regarding e-cigarettes. E-cigarettes and refills of the liquid nicotine solution
used with e-cigarettes can easily be ordered online without age verification. By intentional use
or mistaken ingestion from the non-child resistant containers, e-cigarettes and liquid nicotine
refills can deliver dangerously high doses of liguid nicotine to youth.

In addition to flavors, e-cigarette manufacturers, such as eJuiceMonkeys.com and Magic Puft
City E-cigarettes, use cartoon monkeys to sell e-cigarettes,” even though for many vears, the
major manufacturers of traditional cigarettes have been banned from using cartoons {o advertise.
Finally, e~cigaretie manufacturers, such as White Cloud Cigarettes, offer reusable e-cigarette
“skins™ -- known as Vapor Jackets - that are intended fo make the e-cigarette desirable or
fashionable and are available in a variety of patterns that appeal to children, one of which uses
images from the popular video game, Angry Birds.”

Fuarther, data from the 2011 and 2012 National Youth Tobacco Surveys (conducted by the
Centers for Disease Control and Prevention) show that e-cigarette use among students doubled in
the last year. Specifically, one in 10 high school students reported that they had tried an e-
cigarette in the last year -- up from one in 20 in 2011, and 1.8 million middle and high schoot
students said they had tried e-cigarettes in 2012.° The increased usage among young people

Benjamin Wallace, Smoke Withour Fire, New York Magazine, Aprii 28, 2013, available at
httpr/inymag.com/news/Teatures/e-cigarettes-2013-57

* See hitp/ieivicemonkeys.comy and hup:/feityecigarettes.cony/

* See http:/www.whitecloudelectroniceigarettes. com/accessories/vapor-jackets/

* Catherine Corey, Notes from the Field: Electronic Cigarette Use Among Middle and High Schoo! Students
Jnited Stagex, 200 1-201 2, Centers for Disease Control and Prevention Morbidity and Mortality Weekly Report,
September 6, 2013, available at

http/fwww.cde.govimmwr/preview/mmwrhtmi/mma235a6 htm?s cid=mm6235a6 w



echoes the growth among adult users, and researchers indicated that aggressive marketing
campaigns, in part, drove the increase.’

The FDA has Authority to Regulate E-cigarettes and Protect the Public

In the Tobacco Control Act, Congress recognized that nicotine is an addictive drug, and virtually
all new users of tobacco products are under the age of eighteen and are therefore too young to
legally purchase such products. Congress further found that tobacco advertising and marketing
coniributes significantly to the teenage use of nicotine-containing tobacco products. To help
prevent children from using tobacco products, the Tobacco Control Act imposed restrictions on
advertising and marketing to youth. These restrictions should be applied to e-cigarettes, as well,
to safeguard children from nicotine addiction and other potential health effects of e-cigarettes.

The FDA has authority to regulate electronic cigarettes as “tobacco products™ under the Tobacco
Control Act, as they are products “made or derived from tobacco™ that are not a “drug,”
“device,” or combination product. Case law, such as Sottera, Inc. v. Food & Drug
Administration, 627 F.3d 891 (D.C. Cir. 2010}, further supports the contention that e-cigarettes
are “made or derived from tobacco” and can be regulated as “tobacco products” under the
Tobacco Control Act.

We ask the FDA to move quickly to ensure that all tobacco products are tested and regulated to
ensure that companies do not continue to sell or advertise to our nation’s youth.

Very respecttuily yours,

Martha Coakley Mike DeWine

Massachusetis Attorngy General Ohio Attorney General
P / A

Michael Gez*agh . : Tom Home

Alaska Attorney Gmeraﬂ Arizona Attorney General

Dustin \4 Daniel *K’amaia Harris

Arkansas Attormey General California Attorney General

7 Sabrina Tavernise, Rise Is Seen in Students Who Use E-Cigareres, New York Times, September 5, 2013, svailable
at hitp i www o nytimes.conV201 3/09/06/health/e-cigarette-use-doubles-among-students-survey-shows. hitml
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October 22, 2013

The Honorable Margaret Hamburg, Commissioner
.S, Food and Drug Administration
10903 New Hampshire Avenue Silver Spring, MD 20993

Re: FDA Regulation of E-Cigarettes
Dear Commissioner Hamburg:

On behalf of the Association of State and Territonal Health Officials (ASTHO), we urge
the Food and Drug Administration (FDA) to take all available measures to meet the
FDA’s stated deadline of October 31, 2013, to issue proposed regulations that will
address the advertising, ingredients, and sale to minors of electronic cigarettes (known as
e-cigarettes).

We believe that the FDA should have the authority to regulate the manufacturing,
marketing, labeling, distribution, and sale of all tobacco products because 1t is the only
agency with both the scientific expertise and regulatory authority to accomphsh this
mission. The FDA has the authority to regulate electronic cigarettes as “tobacco
products” under the Tebacco Control Act, as they are producis “made or derived from
tobacco” that are not a “drug,” “device,” or combination product. Furthermore, case law,
such as Sottera, Inc. v. Food & Drug Administration, 627 F.3d 891 {(D.C. Cir. 2010},
supports the contention that e-cigarettes are “made or derived Trom tobacco™ and can be
regulated as “tobacco products” under the Tobacco Control Act. We urge the FDA 1o act
quickly 1o ensure that all tobacco products are tested and regulated.

Considerable controversy has arisen over the confenis of e-cigaretie cariridges. Evidence
suggests that e-cigarettes contain lower levels of some common tobacco-related toxicants
than traditional cigaretﬁesg' but an analysis by your agency identified concentrations of
several impurities harmful to human health in e-cigarette cartridges.” E-cigarettes are also
produced by a number of different manufacturers, and the level of exposure to nicotine
and toxins can vary widety between products, some of which contain nicotine levels that
approach fatal doses.” The amount of nicotine and other substances delivered in an e-
cigarette often fluctuates between puffs taken by the same user.™ The labeling of e-
cigarettes may also be misleading. Your agency also found that e-cigarettes claiming to
be nicotine-free actually contain small amounts of nicotine.” Research confirms that
smoking e-cigarettes has many of the same immediate adverse effects on lung functions
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as traditional cigarettes.” As a relatively new and understudied product, however, any
long-term health effects of e-cigarettes remain unknown.

E-cigarette users are most likely to be current smokers, Y Research of tobacco consumers
demonstrates that e-cigareites may be used as a smokmg cessation device or harm-
reduction tool when substituted for cigarettes.' Your agency does not, howcwcr
formally recognize e-cigarettes as a form of nicotine replacement therapy * Some
tobacco experts have also cited concerns that instead of being used as a quit aid, e-
cigarettes may be a gateway that entices more consumers—nparticularly youth——to initiate
using tobacco products and become addicted to nicotine.'”

High school students” use of e-cigarettes has doubled over the course of one year
according to the data from the CDC’s 2011 and 2012 National Youth Tobacco Surveys.
In addition, 1.8 million middle and high school students said they had tried e-cigarettes m
2012." This increased use is likely facilitated by the availability of these products at an
affordable price. Consumers overwhelmingly believe that e-cigarettes are effective for
cessation and purchase these prawducts despite the fact that e-cigarettes are not FDA-
approved cessation devices."” Furthermore, e-cigarette manufacturers are developing
products and using marketing techniques--such as different flavors and visually appealing
cartoons or ad placements--to entice youth mto using e-cigarettes, demonstrating that
cessation and individual harm reduction are not the manufacturers’ goals. These trends
only exaggerate the urgent need for quick action.

ASTHO's members, the chief health officials of the 57 state and territorial jurisdictions,
are dedicated to formulating and mfluencing sound public health policy and ensuring
excellence in state-based public health practice. Therefore, we urge that the FDA meet
the October 31, 2013 deadline to issue regulations regardmg e-cigarettes. We support the
FDA’s mission to reduce tobacco use and decrease the morbidity and mortality associated
with tobacco consumption.

Because tobacco use is a major driver in causing chronic disease, ASTHO s members are
concerned with its public health mmplications. Tobacco use is the single most preventable
cause of disease, disability, and death in the United States. An estimated 443,000 people
die prematurely each year from smoking or exposure to second-hand smoke, and another
8.6 million have a serious illness caused by tobacco use. ' The emergence of novel
tobacco products like e-cigarettes presents new challenges to state public health agencies
and the public. Some key considerations for our membership include the inclusion of e-
cigarettes into clean indoor air laws, vouth marketing, and taxation laws. Until we
understand more about the long-term beaith effects of e-cigareties, these products should
be tested and regulated as rigorously as conventional tobacco products.

[
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Sincerely,
al S , ™o .
05 - Yoy Cliy 4
Paul Jarris, MD, MBA Terry Cline, PhD
Executive Director President

Oklahoma Commissioner of Health

urel (b LS

Jewel Mullen, MD, MPH, MPA Ed Ehlinger, MD, MSPH
Connecticut Commissioner Minnesota Commissioner of Health
ASTHO Prevention Policy Committee, Chair ASTHO Tobacco Issues Forum, Chair

"Goniewicz ML, Knysak !, Benowitz N, ef ol. “Levels of selected carcinogens and toxicants in vapour
from electronic cigarettes.” Tobacco Contral. March 6, 2013, Available at
hite:/Achaccovomral hmi comvcontent/early/201 3/03/05 Aobaccocontrol-201 2-050859 shstract. Accessed
10-11-2013,

P FDA. “Evaluation of E-cigarettes.” May 4, 2009. Available at

httpSwww Ida gov/idownloads/drugs/scienceresearch/uem] 73250 pdf. Accessed 10-11-2013.

Y Cameron JM, Howell DN, White IR, et af. “Variable and potentially fatal amounts of picotine in e-
cigaretle nicotine solutions.” Tobacco Controfl. Feb. 13, 2013, Available at
hitptobaccocontrel bmj . comdcontent/early/201 3/02/1 2 /tohaccocontrol-201 2-050604 extract. Accessed 10-
11.2013

¢ Ihid.

*FDA. “Evaluation of B-cigarettes,” May 4, 2009, Available at

hil{} rwww, fda, gov/downloads/drugs/scienceresearchiucmi 73230 pdf. Accessed 16-11.2083,

¢ Ihid.

" Vardavas C, Anagnostopoulos N, Kougias M, et a/. Short-term Pulmonary Effects of Using an Electrosic
Cigarette: Impact on Respiratory Flow Resistance, Impedance, and BExhaled Nitric Oxide. Chesr. June
2042.141(6):1400-6. Available at hitp//www . nebi alnnib, ubmed 221943587, Accessed 10-11.2013.
* Pearson 1, Richardson A, Niaura R, e af, “e-Cigarette Awareness, Use, and Harm Perceptions in US
Adults.” American Jowrnal of Public Hewlth. September 2012, 102{9):1758-66. Available at
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" Regan AK, Promoff G. Dube SR, Arrazola R. “Electronic nicotine delivery systems: adult use and
swareness of the ‘e-cigaretie’ in the USA” Tobaces Comprol. Tanuary 20013 22{13 1923, Available ;
htip:Atobaccocontrol bmi.comyeontent/early/ 201 1710727 obaccoconirol- 201 1-030044 absiragt, Accessed
i0-11-2013.
 Bullen C, Howe C, Walker N, of af. “Flectronic cigareties for smoking cessation: a randomised
controlied frial” Lancet. Sept. 9, 2013 Available at
Bilpwww thelancet comZpournals/ncetarticle/PUSU 14067361 316 1842-3/abstract. Accessed 10-11-
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Plos ONE. June 2013, 8{6%1-12. Available at

hup/iwww. plosone org/article/info%3Adei%2F 10,137 1% 2 Fiournal pone 0066317, Accessed 10-11-2013.
P FDA.FDA 101: Smoking Cessation Products.” Update Sept, 24, 2013, Available at

httpiwwyw fda goviForCopsumers/Consumertipdates/ueml 981 76 hun - Accessed on 10-11-2013,
PR, “Notes from the Field: Fleotronic Cigarette Use Among Middle and High School Students ~United
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¥ For examples, see comments made in response to a petition filed by the American Association of Public
Health Physicians (AAHP) to the FDA, “Citizen Petition: Reclassify Nicotine Vaporizers (E-cigarettes)
from ‘Drug-Device Combination” to “Tobacco Product” (docket no. FDA-2010-P-0095 (Feb. 23, 2010},
available at htip:/Ywww.reeulations govi# idocketDetai D FDA-Z010-P-009S, accessed 10-11-2013}),
Examples of comments from the public on the petition include: {1) "Electronic cigareties have helped me to
guit smoeking. | have been tobaceo free for over 6 weeks now after being a smoker of over 20vrs"™; {2) "E-
cigarettes have help me quit smoking real cigarettes™; (3) "1 was able o quit smoking using the vaping
method and have not smoked in over 2 months." /d. Indeed, there are many websites on which e-cigaretie
users claim to have quit smoking by using e-cigarettes. For example, on PuffWeb.com™s “"How to Qust
Smoking in 30 Days Using Electronic Cigareites,” the page author writes, "The following is an account of
my {successful} attempt at quitting smoking using Electronic Cigarettes. | was able to become smoke free
in 30 days” {available at bttp/'www puffweb convhow-to-quit-smoking-in-90-davs-using-clectronic-
cigarettes/, accessed 10-11-2013)

" CDC. “Tobaceo Use — Targeting the Nation's Leading Killer.” 2010, Available at

bims/fwww cde gov/chronicdisease/resources/publications/aag/nd 720 Odobacco 2010 ndf. Accessed 10-
11-2013.

[




Electronic cigarettes, or e-cigarettes, are essentially nicotine-delivery products, relatively new
to the market with a growing following. It is a cylindrical device that mimics a real cigarette in
its appearance and use. It consists of a battery, heating element, cartridges with or without
nicotine, water and other ingredients. The levels of the nicotine can vary drastically and
cartridges can also contain candy-like flavors. No smoke combustion is involved; the device
emits a vapor when used. For this reason, e-cigarettes use is sometimes referred to as “vaping.”
E-cigarettes may contain ingredients that are known to be toxic to humans including carcinogens
and diethylene glycol, a toxic chemical used in antifreeze. In initial tab tests, the Food and Drug
Administration found detectable levels of carcinogens and toxic chemicals. Bystanders could be
exposed to those chemicals if they inhale e-cigarette.

After a federal court ruled the Food and Drug Administration (FDA) does not have the authority
to regulate e-cigarettes as drugs or drug delivery devices, in April 2011 the FDA announced that
e-cigarettes can be regulated as a tobacco product under the Tobacco Control Act.

The Tobacco Control Act expressly allows state and local governments to regulate the sale and
use of tobacco products, and authorizes them to enact measures that are more restrictive than
federal law.

Guam Laws

In reference to the above mentioned announcement of FDA, and studies that had been conducted
which had been found to have detectable levels of carcinogens and toxic chemicals from vapors
emitted by e-cigarettes are proven not safe for users and non-users to inhale. The following
smoke-free Jaws in Guam can be applied to Hmit the public’s exposure to secondhand e-cigarette
vapor.

1. Public Law 28-80- Relative to the Regulation of Smoking Activities, known as the
“Natasha Protection Act of 20057, the law which prohibits the use of any tobacco
products inside the restaurant.

2. Public Law 30-80- Prolibits smoking within 20 feet of an entrance or exit ot a public
place where smoking 1s prohibited.

3. Public Law 31-102- Prohibits smoking in a motor vehicle when a child is present

4. Executive Order 2007-18- Mandates all government of Guam workplaces be tobacco-
free.

There 13 a reasonable concern that the availability of e-cigarettes may lead to an increase in the
meidence of young people smoking. The particular Guam law which can be applied 1s- Public
Law 24-278, requires sellers of tobacco products te obtain a tobacco license and enforces the
prohibition of sales of tobacco products to minors.



FDA Warns of Health Risks
Posed by E-Cigarettes

he Food and Drug

Administration (FDA}

has joined other health
experts to warn consumers
about potential health risks
associated with electronic
cigarettes.

Also known as “e-cigarettes,” elec-
tronic cigarettes are battery-operated
devices designed 1o look like and 1o
be used in the same manner as con-
ventional cigarettes.

Sold oniine and in many shopping
malls, the devices generally contain
cartridpes flled with nicotine, flavor,
and other chemicals. They turn nico-
tine, which is highly addictive, and
other chemicals into a vapor that is
inhaled by the user.

“The FDA is concerned about the
safety of these products and how
they are marketed to the public,” says
Margaret A. Hamburg, M .12, com-
missioner of food and drugs.

The agency is concerned that

* e-cigareltes can increase nicotine
addiction among young people and
may lead kids 1o ry other 1obacco
products, including conventional
cigarettes, which are known 1o
cause disease and lead w prema-
ture death

¢ the products may contain ingredi-

ents that are known to be toxic to

humans

because clinical studies abowt the

safety and efficacy of these praducts

fortheir intended use have not been

' E-cigarttm a chctronic devices usad todeuver
nicoﬂne to the user in vapor form )

Ha

Air is drawn through an e-cigarette during a laboratory procedure that simulates a
smoker taking a puff. The resulting vapor is tested.

I3
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submitted (o FDA, conswmers cui-

rently have no way of knowing

- whether e-cigarettes are safe for
their intended use

- about what types or concentra-
tions of potentially harmful
chemicals, or what dose of nico-
tine they are inhaling when they
use these products

The potential health risks posed by
the use of e-cigarettes were addressed
i a July 22, 2069, phone conterence
between Joshua M. Sharfstein, M.D.,
principal deputy commissioner of
food and drugs; lonathan Winickoff,
M.D., chair of the American Academy
of Pediatrics Tobacco Consortium;
fonathan Samet, M.D., direclor of
the tiniversity of Southern Califor-
nia'’s Institude for Global Health; and
Matthew T. McKenna, M.D., director
of the Office on Smoking and Health
at the national Centers for Disease
Control and Prevention.

Conference participants stressed
the importance of parents being
aware of the health and marketing
concerns associated with e-cigarettes.
It was stated that parents may want to
tell their children and teenagers that
these products are not safe (o use.

Of particular concern to parems is
that e-cigarettes are sold without any
legal age restrictions, and are avail-
able in differert flavors (such as choc-
clate, strawberry and mint) which
may appeal to young people.

in addition, the devices do not con-
tain any health warnings comparable
10 FDA-approved nicotine replacement
products or conventional cigarettes,

During the phone conference,
wlich was shared with the news
media, FDA announced findings from
a laboratory analysis that indicates
that electranic cigarettes expose users
to harmful chemical ingredients.

FDA's Diviston of Pharmaceutical
Analysis—part of the agency’s Center
far Drug Evaluation and Research-——
analyzed the ingredients in a smaii
sample of cartridges from two leading
brands of e-aigaretie samples.

FoA

Ar FDA chemist uses a device set to the same temperature as an activated e-cigarette.
This helps determine what might be inhaled by users of these products.

One sarmple was found o contain
diethylene glycol, a toxic chemical
used in antifreeze. Several other sam-
ples were found to contain carcino-
gens, including nitrosamines.

Agency Actions

FDA hasbeen examining and detain-
ing shipments of e-cigarettes a the
border and has found that the prod-
ucts it has examined thus far meet
the definition of a combination drug
device product under the Federal
Food, Drug, and Cosmetic Act.

The agency has been challenged
regarding its jurisdiction over certain
e-cigareltes in a case currently pend-
ing in federal district court.

FDA is planning additional activi-
ties to address its coneerns about elec
tronic cigarettes,

Meanwhile, hiealth care profession-
als and consumers may report seri-

ous adverse events or prodact quality
problems with the use of e-cigarettes
1o FDA through the MedWatch pro-
gram, either online at wuww.fda.gov/
Safery/MedWatchjdefault him or by
phone at 1-800-FDA-1088. A

‘This article appears on FDA's

Consumer Updates page {wwu.jda.
gonfborConsumers/Consumerlpdaies/
default.itm), which features the latest
on all FDA-regulated products.

For More Information

FDA Tress Release

wipr fda govjNewsEvents{Newsroom/
PressAnnouncements/uem173222 htm

E-Cigarettes: FDA Web page
wnw, fda.gov/ Newsbvents/
PublicHealthFocus/ucm 172906 htm
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Flecsronic Cigaretres Remalated as Tobacco Products FIIA Says - FDA Lawyers Blog
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Electronic Cigarettes
Regulated as Tobacco Products FDA Says

by Brian Malkin

Electronic Crgarreltes bmp CRARERS, ERAzinGnced:10the: WNM
B Btter 1o Siakehoiders that it would reguiate
elpcironi cighreties as Ttobacco products™ FDA's
annauncemeant follows a decision, the lefler states,
that FDA wilt comply and not appeal a decision by
the U.S. Court of Appeals for the £.C. Circuil,
Sotlera, Inc. v. FIXA. In this decision thi Coud held

[+ Ahat ‘D,e;amuu reguiale e-cigaratios as “obacto

ProductsT, not drug/devices, as FDA had attempted
previously, unless the products are marketed with

L b mmnrimimis oo —— P therapeutic ctaims, such as a smoking cessation
b S Lo product. The letler was signed by FDA Cenler
Diractors for the Center for Tobacco Products and
the Center for Drug Evaluation and Ressarch

Accarding to the tetter, FDA will propose a
regufation to extend the “tobacco product” definitian
in the Farmity Smoking Prevention and Tobacco Controt Act of 2009 ("Tobacco Control Act”) that
amended Ihe Federal Food, Drug, and Cosmatic Act {"FD&C Act™} to include net only e-cigaretles but
other products "made or derived from tobacco®. An exception to this classification would be for any
product{s} that are "marketed for therapeutic purposes,” where the product could be a drug,
LH L S drugidevice, or another type of FDA-regutated product. The Tobacco Act, however, prohibils tobacco
S e Ty o products from being combined with other FDA-regulated products. FDA is taking this step, the latter
T : ' axplaing, (o ensure that "appropriate regulatory mechanisms” cover this extended class of praducis,

which had praviously been in limbo

Az pan of the regutatory controls, all Mtobacco products™ must follow certain general controls, such as
registration, product listing, ingradient fisting, good manufacturing practice requirements, user feas for
ceramn products and adulleration and misbranding provisions. in addition, as FDA's most recent dralt

guidance explaing, "new lobacco product products™ are any tobacco products marketed in the .5 on
Fabruary 15, 2007 or modified after February 15, 2007. "Modified-risk tobaceo products” are products
"sold or distributed for use to reduce harm or the risk of tobacco-related disease associated with

commercially marketed {obacco products.”

While e-cigarettes were first devetoped in 2003, many praducts only made their way into the U.S.
market in more recent times, so it is likely thal many e-cigarettes will require some form of premarket
review or at least a finding of substantial equivaience. Time wil {ell whether this has been a victory or
bane for the e-cigarette industry, but this appears 1o be a posilive step for FDA {o preven! cerain

hitp:/iwwew fdalawyarshlop com/ 207 Lidlelecmonic-cigaraties-regolate hamit{ ) 20312013 3:12:22 Pa)



Flootronic Cigarenes Regulated as Tobacco Products FDA Savs - FDA Lawyers Blog
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tobacco-derived products from escaping regulatory oversight, along the lines suggested by several
panel members at the Food and Drug Law Institute’s Annual Conference earfier this month, as we
reported here. For additional information about the Soffera case and FDA's previcus altempls o
requiate e-cigareties as a drugfdevice, see our most recent blog here,
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Frubtic Health Focug = Regulation of E-Cigareties and Other Tobaceo Praduces
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g Ragulation of E-Cigarettes and Other Tobacco Products
April 25, 2611
Dear Stakehokiar

Tre purposs of this letter i 1o provide stakehoiders and the public with infonmation, inbgﬂlcfamcmﬂcom‘l

dacidon mmwmmmupMMammtm :
Tnermsmmmmmmbmwmwzmnmcﬂmm;;wdmmm 3
FedemFmd Drug,mCmﬁcM(FD&CAd) waamactodon.tmezz 2004, gnd :

: -Mhda.nduuﬁd&skﬂarded (4 for usd in 1he dagnosi, wm, Y
mﬁgﬁamuﬂ:m:wmmﬁonufd&am or {2) o aflect the structuna of any funclion of the oty
S-imlaﬁy “Garice” ks defined o Include adticles intended; (1)hfwamﬁmdiﬂg!mddmwoﬂm e
cond&mcrmummmﬁgatbnummwpmmowmse ortz)tna-ﬁacw\owuﬂwaorw 3
ﬁjmﬁonofﬁnbody - RN
Bauuunmos:mzmo MFMWMWWW(M)MW L
WmmmsNMMMmmwmmzmmwmwswn
inc. mﬂdfnrmamixdwam Sounraim cha!mgedthatdatarrnhaﬁonmm :

The U.S. Cmmof&ppoa!sbrtmDCCMhSoWalnchoad&DmgAdnmmm ﬁ27F3d891 )
(DCCrEﬂW),mcmwyhmnaammmmmmwmpmdm madaordoriud :
mmmmmmmm:sdmumnmaﬁnWmm :
“devices,” ard pombination products fhose Torms am ;

Tmmmmmmmmmmamm and FDAwﬂWTrpiymﬂ‘lﬁ
jursadictionai s established by Sotfora. .
Und«ﬂn?obmﬁmﬁdhd.hbamynducﬂ'amﬂmmmambwdm Sac:tbﬂiﬂ‘t(n)(t!) iot
exsmple, prohibits the matkeling of a “tobacco prodisel” in combination with any other article of product
raguisiad under the FDAC A%t (inciking  drug, biologic, food, cosmetic, medical devics, or @ distary
uwunmt) mmmwammmmmmmmm S

Moronwr %WIXO?#DFO&CM&MW@M to general controls, such as regietration, -
peoduct keting, ingradient ¥sting, good manufacturing practice rquirerrants, user. fess for Certein products, and
ndusisration and misbranding provisions. {hapler X elsn subjects "new tobacce products” (i.e., prodiscts that
mﬁmmkdadorm-ﬂbdaﬁsi*emnryw 2007) ardd *‘modiied risk tobaceo products” (Le., products that
ara "sold oF thstributed for use 1o raduce harm or therisk of tobacco-ralated tiseass associsted with
mmmmmmmmm)mmmw Aithough thi statule places cavtain “obacco

: products” immediately uncer the ganeral controls and presmarket review requirements in Chapter IX {i.s.,

! cigaratiss, cloarstin tobacos, roll -your-own lobecco, and smokelass tobeccs), | also permits FDA, by

; reguistion, 10 sxtend thosa controls to other categores of “lobatco produds.”

; FDA prians fo take the following st 1o ensore thud appropriate regulatry mechanisms govern all “tobagoo
WwasmmmwwmmaﬁarmmMW

L Tmmwmmmmammmmmmwysmm authorities in -
WRMWFMMMMWWbmmMWWWWW‘
mwmmmmmmmmmﬁmmmmwmommmmm
209{mr) of the Act mmmmmﬂmmmmmwm wch as

: regisiration, product fisting, ingradient fisting, good manufacturing practics nequirements, user fees for G -
1 mmmmmmmmmmaswenammmwwmm :
i for “naw tobgoco products’ and Tmodified sk 1obacto products.” o :
* Tha Softsra decision staies that products made o dervod from tobiiceo can ba raguisted under the i
: Tobacco Control At urdess thoy sre "marketed for therapeutic pumposas.” in which case they are reqaated
ax drugs andior devices, The Agency i considering whather to iseie 8 guidance andior a reguiation on
“therapeutic” clairms.

Section 201{rri4) of the Tebacco Comtrdl Act prohibits the marketing of "tobacco products” in combination
with other FDA-raguidied products, As mentioned, FDA has alrady Bsued a draft gudance on this provision,
which # intends to finalize.

« “Tobacoo prxiucts” marketed as of Febouary 15, 2007, which hava not bean modified snce then are

-

hupdiwww fdagovivewsEvents/Public] lealthFoougucm2 52 300 huni 1 /317201003 1:52.45 PAY)
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EDDIE BAZA CALYO JOHN A RIOS
GOVERNOR DERECTOR

RAY TENORIO ~ 9N JOSES. CALVO

LIEUTENANT GOVIRNOR FEB PAYI A DERUTY DIRECTOR

The Burcau requests that Bill No. 264-32 (COR) be granted a waiver pursuant to Public
Law 12-229 as amended for the following reason{s}:

The proposed legislation adds elecrronic cigarertes as a prohibited tobacco product and
possession thereof relative to minors.

The intent of the Bill 1s administrative in nature, as submitted for Legislative cornsideration.
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Vicente (Ben) C. Pangelinan

Member 1

Speaker

Judith T.2. Won Pat, Ed.D,
Member

Senator
Dennis G. Rodriguez, Jr.
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Vice-Speaker
Benjamin J.E Cruz.
Member

Legislative Secretary
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Member
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Senator |

Michael PO, San Nieolas
Member

Senator

V. Anthony Ada
Member
Minorry LraDer

Senator
Aline Yamashita
Member

January 28, 2014

VIA E-MAIL
johin rios@bbmr.vugi.eov

John A. Rios

Director

Bureau of Budget & Management Research
P.O. Box 2950

Hagatita, Guam 96910

RE: Request for Fiscal Notes— Bill Nos. 264-32(COR) through 268-32(COR)

Hafa Adai Mr. Rios:
Transmitted herewith is a listing of I Mina'trenfai Dos na Likeslaturan Gudahan's
most recently introduced bills. Pursuant to 2 GCA §9103, I respectfully request

the preparation of fiscal notes for the referenced bills.

Si Yu'os ma'dse’ for your attention to this matter.

Very Truly Yours,

Fa a ..
- ,/fo/:;&w
Senator Rory J. Respicio
Chairperson of the Committee on Rules

Attachment (1)

Ce: Clerk of the Legislature



Bill Nos.

Sponsers

Title

264-32 (COR)

Dennis G. Rodriguez, Jr.

Brant T. McCreadie
T.C. Ada
R.J. Respicio
T. R. Mufia Barnes
V. Anthony Ada
Tommy. Motrison
Chris M. Duefias

AN ACT TO RELATIVE TO PROHIBITING THE SALE OR
DISTRIBUTION OF ELECTRONIC CIGARETTES TO MINCRS,
BY ADDING A NEW § 6101{1) TO ARTICLE |, AND
AMENDING § 6400 OF ARTICLE 4,

CHAPTERS, TITLE 1] GUAM CODE ANNOTATED.

265-32 (COR)

Vicente (ben} C.
Pangelinan

AN ACT TO AUTHORIZE THE CHAMORROQ LAND TRUST
COMMISSION TO ENTER INTO ECONOMIC LEASES BY
ADDING A NEW SECTION 75122, CHAPTER 73, TITLE 21
GUAM CODE ANNOTATED.

266-32 (COR)

Judith T. Won Pat,
Ed.D.
T .R. Muna Barnes
Aline A. Yamashita,
Ph.D.

AN ACT ADD A NEW §849.7 OF CHAPTER 8 OF TITLE |
GUAM CODE ANNOTATED RELATIVE TO THE RENAMING
OF THE TIYAN PARKWAY TO THE CHALAN MAG HAGA.

267-32 (COR)

Michael F.Q. San
Nicolas
T.C. Ada

AN ACT TO STRENGTHEN PROVISIONS FOR THE REPAIR
OR DEMOLITION OF UNSAFE STRUCTURES IN GUAM’S
BUILIING LAW, BY AMENDING§§ 66501, 66503, 66504,
66505, 66507 AND 66508 OF ARTICLE 5 AND § 66701 OF
ARTICLE 7, EACH OF CHAPTER 66,

TITLE 21, GUAM CODE ANNOTATED.

268-32 (COR)

Michael F.Q. San Nicolas

AN ACT TO APPROVE THE DEPARTMENT OF
ADMINISTRATION'S IMPLEMENTATON PLANS OF THE
‘GOVERNMENT OF GUAM COMPETITIVE WAGE ACT OF
2014°, TO REQUIRE A PERFORMANCE-BASED STANDARD
FOR DIRECTORS AND DEPUTY DIRECTORS OF LINE
AGENCIES AND 1 MAGA'LAHEN AND | SEGUNDU
MAGA’LAHEN,




aregisaturecon

§

79w Fax: (6711472-3547

Senator
Rory | Respiciv
CHAIRPERSON
Majoriry Leaper

Senator

Thomas C Ada

VicE CHAIRPERSON
AsssTanT MajoriTy LEaner

Senator
Vicente (Ben) C. Pangelinan
Member

Speaker
Judith T.P. Won Patb, Fdiy
Member

Senator
Dennis G Rodriguez, Ir.
Member

Vice-Speaker
Benjamin L.F Cruz
Member

Legislative Secretary
Tina Rose Muna Barnes
Member

Senator
Frank Blas Aguon, Jr
Member

Senator
YMichael F.OQ. San Nicolas
Member

Senator

V. Antheny Ada
Member
MinowriTy LEADER

Senalor
Aline Yamashita
Member

January 17, 2014

MEMORANDUM

To: Rennae Meno
Clerk of the Legislature

Attorney Therese M. Terlaje
Legislative Legal Counsel

From: Senator Rory |. Respicio.~ o
Chairperson of the Commritice on Rules
Subject: Referral of Bill No. 264-32(COR)

As the Chairperson of the Committee on Rules, I am forwarding my referral of
Bill No. 264-32(COR).

Please ensure that the subject bill is referred, in my name, to the respective
committee, as shown on the attachment. | also request that the same be

forwarded to all members of I Mina'trental Dos na Liheslaturan Guahan,

Should vou have any questions, please feel free to contact our oftice at 472-7679.
5t Yu'os Ma'dse!

Attachment
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R. ). Respicio NEW § 6101} TO ARTICLE 1, AND Regulatory
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First Public Notice - March 12, 2014 Legislative Hearings

Senator Michael San Nicolas <senatorsannicolas@grnail.com> Wed, Mar 5, 2014 at &:32 AM
To: Senator Michael San Nicolas <senatorsannicolas@gmail.com>

Bee: aperez@gpagwa.com, Duane George <dmgeorge@guampdn.com>, Ed Davis <edavis @k57.com>, Frank
Whitman <editor@mwguam.caom>, Gerry Partido <gerry@mwguam.com>, gmmsinc@guam.net, Jason Salas
<jason@kuam.com>, John Davs <john@kuam.com>, Kelly Cho <kcn.kelly@gmail.com>, Korean News
<koreannews@guam.net>, KPRG <kprg@guam.net>, PDN Lifestyle <life@guampdn.com>,
mabuhaynews@yahoo.com, Mindy Aguon <mindy@kuam.com>, Masako Watanabe <mwatanabe@guampdn.com>,
K57 <news@k57.com>, Patti Arroyo <parroyo@k57.com>, radioprod@kuam.com, Ray Gibson
<rgibson@k57.com>, Sabrina Salas Matanane <sabrina@kuam.com>, Steve Limtiaco <slimtiaco@guampdn.com>,
sports@mwvguam.com, tcofiman@k57.com, derisost@guam.gannett.com. weavert@pstripes.osd.mil. Pacific Daily
News <news@guampdn.com>, Kevin Kerrigan <kevn@spbguam.com>, Bruce Hill <hill.bruce@abc.net.au>, Bruce
Hill <pacificjournalist@gmail.com>, parroyo@spbguam.com, editor@saipantribune.com, Clynt Ridgell
<clynt@spbguam.com>, mgpherson. kathryn@abc.net. au, communications@guam.gov, Troy Torres
<troy.torres@guam.gov>, phnotice@guamlegislature.org, "jalertal " <alerta.jermaine@gmail.com>, Matthew Baza
<baza.matthew@gmail.com>, Delisa Kloppenburg <delisakloppenburg@gmail.com>, Louella Losinio
<louella@mwguam.com>, david@mwguam.com, John Paul Manuel <jpmanuel@gmail.com>, josh@spbguam.com,
Speaker Judi Won Pat <speaker@judiwonpat.com>, Vice Speaker Benjamin Cruz <senadotbjcruz@aol.com>,
Senator Tina Mufa Bamnes <senator@tinamunabarnes.com>, Senator Rory Respicio <roryforguam@gmail.com>,
"Dennis Rodriguez, Jr." <senatordrodriguez @gmait.com>, Senator Ben Pangelinan <senbenp@guam.net>, Senator
Tom Ada <office@senatorada.org>, Senator Aline Yamashita <alinedfamilies@gmail.com>, Senator Tony Ada
<tony@tonyada.com>, Senator Chris Duenas <duenasenator@gmail.com>, Brant McCreadie
<brantforguam@gmail.com>, Senator Brant McCreadie <senatorbrantmccreadie@gmail.com=>, "Senator Frank
Aguon, Jr." <aguondguam@gmaif.com>, Senator Mike Limtiaco <mike@mixelimtiaco.com>, Senator Tommy
Morrison <tommy@senatormorrison.com>, mayormedonald@hotmail.com, agatmayorsoffice@hotmail.com,
asanmainamayorsofice@yahoo.com, bmomayor@teleguam.net, bmovmayor@teteguam.net, Jessy Gogue
<ocp.mayor@gmail.com>, MELISSA SAVARES <melissa.savares@gmail.com>, peter_daigo@hotmail.com,
hagatnamayor@hotmail.com, Doris Lujan <mayordorisfloreshijan@gmail.com>, nblas_mangilaomayor@yahoo.com,
vicemayor_allan.ungacta@yahoo.com, mayorernestc@yahoo.com, mtm_mayors_office@yahoo.com,
pitimayor@yahoo.com, Robert Hofmann <guammayor@gmail.com>, rudyiriarte@gmail.com,
talofofomayor@gmail.com, "Mayor Louise C. Rivera” <mayorlcrivera.tatuha@gmail.com>, "Vice Mayor Ken C.
Santos" <vicemayorksantos.tatuha@gmali.com>, Umatac Mayor <umatacmo@gmail.com>, kones.r@gmail.com,
arleen81@gmail.com, kenjoeada@yahoo.com, anghet@hotmail.com, Ken Quintanilla <keng@kuam.com:>,
raymond.gibson@guam.gov, Dale Alvarez <daleealvarez@gmail.com>, Responsible Guam
<responsibleguam@gmail.com=>, floterlaje@gmail.com, Regine Biscoe Lee <regineb.lee@gmail.com>,
chuck.ada@guamairport.net, peterroy@guamairport.net, lorilee.crisostomo@bsp.guam.gov, doagridir@yahoo.com,
cart.dominguez@dpw.guam.gov, eduardo.ordonez@clb.guam.gov, cgarcia@investguam.com,

eric.palacios @epa.guam.gov, felixberto.dungca@grta.guam.gov, kpangelinan@wsitguam.org,
ndenight@wvisitguam.org, jbrown@portguam.com, monte.mamas@dim.guam.gov, davd.camacho@dgalc.guam.gov,
Michael Duenas <mjduenas@aghura.org>, fcamacho@ghura.org, martin.benawente@ghc.guam.gov,
alfredo.antolin@dol.guam.gov, joseph.cameron@hrra.guam.gov, Cathy Gogue <cgogue@pbsguam.org>,

adenis. mendiola@@dya.guam.goy, jose.sanagustin@doc.guam.gov, pedro.leonguemrero@cya.guam.gov,
joey.sannicolas@gfd.guam.gov, fred.bordallo@gpd.guam.gov, chief@gpd.guam.gov, jim. mcdonald@ghs.guam.gov,
benita.serino@disid.guam .gov, james gillan@dphss.guam.gov, leo.casil@dphss.guam.gov, joseph.verga@gmha.org,
iohn.rics@bbmr.guam.gov, benita. manglona@doa.guam.goy, anthony blaz@doa.quam.gov, John Camacho
<jpcamacho@reviax.gov.gu>, Marie Benito <mmbenito@revtax.gov.gu>, benny.m.paulino@us.army.mil,
jehn.unpingco@gvac.guam.gov, jonfernandez@gdoe.net, mary.okada@guamcc.edu, raunderwood@uguam.uong.edu,
iflores@gpagwa.com, AG Law <law@guamag.org>, rey.vega@mail.dmhsa.guam.gov, henry. taitano@guam.gov,
Julian Janssen <julian.c janssen@gmail.com>, Gerry Partido <gerrypartido@gmail.com>, eddiecalvo@yahoo.com,
Ray Tenorio <ray . tenorio@guam.gov>, mstaijeron <mstaijeron@investguam.com=, {santos
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<tsantos@investguam.com>, manny.cruz@dol.guam.gov, frank <frank@mwuam.com>, dkaoki@guampdn.com,

jpsablan@guampdn.com, TNelta Mori <tmori2222@gmail.com>, Joshua Tenoric <jtenorio@guamcourts.org>, Valerie

Cruz <wcruz@guamcourts.org>, josh.tyquiengco@visitguam.org, leialoha borja fulcher
<borjafulcherleialcha@gmail.com>

FIRST PUBLIC NOTICE

FOR IMMEDIATE RELEASE

March 5, 2014

In accordance with the Open Gowernment Law, relative to notice for public meetings, please be advised that the
Committee on Aviation, Ground Transportation, Regulatory Concerns and Future Generations will be convening
legislative hearings on Wednesday, March 12, 2014, one hearing beginning at 9:30 a.m. and another beginning
at 2:00 p.m. in / Liheslaturan Guéhan's Public Hearing Room for the following items:

9:30 a.m. - Public Hearing

Bill No. 264-32 (COR}, introduced by Senators Dennis G. Rodriguez, Jr., Brant T. McCreadie, Thomas C.
Ada, Rory J. Respicio, Tina Muna-Barnes, V. Anthony Ada, Tommy Morrison, and Christopher M.
Duenas: AN ACT RELATIVE TO PROHIBITING THE SALE OR DISTRIBUTION OF ELECTRONIC CIGARETTES
TO MINORS, BY ADDING A NEW §6101(1) TO ARTICLE 1, AND AMENDING §6400 OF ARTICLE 4, CHAPTER
8, TITLE 11 GUAM CODE ANNOTATED.

Nomination of ROSALINDA A, TOLAN to serve as a member of the A.B. Won Pat Intemational Airport Authority,
Guam Board of Directors

2:00 b.m, - Oversight Hearing

Department of Revenue and Taxation

if written testimony is to be submitted for the hearings, copies should be delivered pricr to the hearing
date. Testimonies should be addressed to Senator Michael F.Q. San Nicolas and will be accepted via hand
delivery to our office; our mailbox at the Main Legislature Building at 155 Hesler Place. Hagatna, Guam 96910; or
via email to sengrorsanmicdlasapgmail.ocom.  In compliance with the Americans with Disabilities Act, individuals
requiring special accommaodations or sendices should contact the Office of Senator Michael F Q. San Nicolas at
472-6453.
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2 attachments
*jj Bill No. 264-32 (COR).pdf
= 123K

sy RTolan nomination.pdf
= 310K

hitpsimail g oog le.comimailiu/ 1/7ui= 2&iles 9dba 1 398a28v ew= pi&q = 264- 32&g s=truedsearch=q uerylmsg = 14487 150cd0aedo &siml= 14487 150cdlaede

¥3



5/5/2014 Gmail - Second Public Notice - March 12, 2014 Legisiative Hearings

Second Public Notice - March 12, 2014 Legislative Hearings

Senator Michae! San Nicolas <senatorsannicolas@gmail.com> Mon, Mar 10, 2014 at 8:53 AM
To: Senator Michael San Nicolas <senatorsannicolas@gmail.com>

Bee: aperez@gpagwa.com, Duane George <dmgeorge@guampdn.com>, Ed Davs <edavis@k57.com>, Frank
Whitman <editor@mwvguam.com>, Gerry Partido <gerry@mwvguam.com>, gmmsinc@guam.net, Jason Salas
<jason@kuam.com>, John Davis <john@kuam.com>, Kelly Cho <kcn.kelly@gmail.com>, Korean News
<koreannews @guam.net>, KPRG <kprg@guam.net>, PDN Lifestyle <life@guampdn.com>,
mabuhaynews@yahoo.com, Mindy Aguon <mindy@kuam.com>, Masako Watanabe <mwatanabe@qguampdn.com=>,
K57 <news@k57.com>, Patti Arroyo <parroyo@k57.com>, radioprod@kuam.com, Ray Gibson
<rgibson@k57.com>, Sabrina Salas Matanane <sabrina@kuam.com>, Steve Limtiaco <slimtiaco@guampdn.com>,
sports@muwguam.com, tcoffman@k57.com, derisost@guam.gannett.com, weavert@pstripes.osd.mil, Pacific Daily
News <news@guampdn.com>, Kevin Kerrigan <kevin@spbguam.com>, Bruce Hil <hill.bruce@abc.net.au>, Bruce
Hill <pacificjournalist@gmail.com>, parroyo@spbguam.com, editor@saipantribune.com, Clynt Ridgell
<clynt@spbguam.com>, mcpherson.kathryn@abc.net.au, communications@guam.gov, Troy Torres
<troy.torres@guam.gov, phnotice@guamlegisiature.org, "jalertal " <alerta jermaine@gmail. com>, Matthew Baza
<baza.matthew@agmail.com>, Delisa Kloppenburg <delisakioppenburg@gmail.com>, Louetla Losinio
<louella@mwvguam.com=>, david@mwvguam.com, John Paul Manuel <jpmanuel@gmail.com>, josh@spbguam.com,
Speaker Judi Won Pat <speaker@judiwonpat.com>, Vice Speaker Benjamin Cruz <senadotbjcruz@aol.com>,
Senator Tina Mufia Barmes <senator@tinamunabames.com>, Senator Rory Respicio <roryforguam@gmail.com>,
"Dennis Rodriguez, Jr." <senatordrodriguez@gmail.com>, Senator Ben Pangelinan <senbenp@guam.net>, Senator
Tom Ada <office@senatorada.org>, Senator Aline Yamashita <aline4families@gmail.com>, Senator Tony Ada
<tony@tonyada.com>, Senator Chris Duenas <duenasenator@gmail.com>, Brant McCreadie
<brantforguam@gmail.com>, Senator Brant McCreadie <senatorbrantmccreadie@gmail.com>, "Senator Frank
Aguon, Jr." <aguondguam@gmail.com>, Senator Mike Limtiaco <mike@mikelimtiaco.com>, Senator Tommy
Morrson <tommy@senatormorrison.com>, mayormedonaid@hotmail.com, agatmayorsoffice@hotmail.com,
asanmainamayorsoffice@yahoo.com, bmomayor@teleguam.net, bmovmayor@teleguam.net, Jessy Gogue
<ocp.mayor@gmail.com>, MELISSA SAVARES <melissa.savares@gmail.com>, peter_daigo@hotmail.com,
hagatnamayor@hotmail.com, Doris Lujan <mayordorisfloresiujan@gmail.com>, nblas_mangilaomayor@yahoo.com,
vicemayor_allan.ungacta@yahoo.com, mayorernestc@yahoo.com, mtm_mayors_office@yahoo.com,
pitimayor@yahoo.caom, Robert Hofrmann <guammayor@gmail.com>, rudyiriarte@gmail.com,
talofofomayor@gmail.com, "Mayor Louise C. Rivera" <mayorlcrivera.tatuha@gmail.com>, "Vice Mayor Ken C.
Santos" <vicemayorksantos.tatuha@gmail.com=>, Umatac Mayor <umatacmo@gmail.com>, kones.r@gmail.com,
arleen81@gmail.com, kenjoeada@yahoo.com, anghet@hotmail.com, Ken Quintanilla <keng@kuam.com>,
raymond.gibson@guam.gov, Dale Alvarez <daleeaivarez@@gmail.com>, Responsible Guam
<rpsponsibleguam@gmail.com>, fioteriaje@gmail.com, Regine Biscoe Lee <regineb.leei@gmail.com>,
chuck.ada@guamairport.net, peterroy@guamairport.net, lorilee.crisostomo@bsp.guam.gov, doagridir@yahoo.com,
carl.dominguez @dpw.guam.gov, eduardo.ordonez @clb.guam.gov, cgarcia@investguam.com,

eric. palacios@epa.guam.gov, felixberto.dungca@@arta.guam.gov, kpangelinan@visitguam. org,
ndenight@usitguam.org, jbrown@portguam.com, monte.mafnas@dim.guam.gov, david.camacho@galc.guam.gov,
Michael Duenas <mjduenas@ghura.org>, fcamacho@ghura.org, martin.benavente@ghc.guam.gov,

alfredo. antolin@dol.guam.gov, joseph.cameron@hrra.guam.gov, Cathy Gogue <cgogue@pbsguam.org>,
adonis.mendiola@dya.guam.gov, jose.sanagustin@doc.guam.gov, pedro.leonguerrero@cga.guam.gov,
joey.sannicolas@gfd.guam.gov, fred.bordallo@gpd.guarm.gov, chief@gpd.guam gov, jim.mcdonald@ghs.guam.gov,
benito.senino@disid.guam.gov, james. gillan@dphss.guam.gov, leo.casil@dphss.guam.goy, joseph.verga@gmha.org,
john.rios@bbmr.guam.gov, benita.manglona@doa.guam.gov, anthony .blaz@doa.guam.gov, John Camacho
<jpcamacho@revtax .gov.gu>, Marie Benito <mmbenito@revtax.gov.gu>, benny. m.paulino@us .army.mi,

john, unpingco@gvao.guam.gov, jonfemandez @gdoe.net, mary.okada@guamcc.edu, raunderwocd@uguam.uog.edu,
flores@gpagwa.com, AG Law <law@guamag.org>, rey.vega@mail.dmhsa.guam.gov, henry.taitano@guam.gov,
Julian Janssen <julian.c.janssen@gmail.com>, Gerry Partido <gerrypartido@gmail.com>, eddiecalvo@yahoo.com,
Ray Tenoric <ray.tenorio@guam.gov>, mstaijeron <mstaijeron@investguam.com>, tsantos
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<tsantos@investguam.com=>, manny.cruz@dol.guam.gov, frank <frank@mwguam.com>, dkacki@guampdn.com,
jpsablan@guampdn.com, T'Nelta Mori <tmori2222@gmail.com>, Joshua Tenorio <jtenorio@guamcourts.org>, Valerie
Cruz <wcruz@guamcourts.org>, josh.tyquiengco@visitguam.org, leialoha borja fulcher
<borafulchereialocha@gmail.com>

SECOND PUBLIC NOTICE

FOR IMMEDIATE RELEASE

March 10, 2014

In accordance with the Open Gowernment Law, relative to notice for public meetings, please be advised that the
Committee on Avation, Ground Transpertation, Regulatory Concerns and Future Generations will be convening
legislative hearings on Wednesday, March 12, 2014, one hearing beginning at 9:30 a.m. and another beginning
at 2:00 p.m. in | Liheslaturan Guahan's Public Hearing Room for the following items:

9:30 a.m. - Public Hearing

Bill No. 264-32 (COR]}, introduced by Senators Dennis G. Rodriguez, Jr., Brant T, McCreadie, Thomas C.
Ada, Rory J. Respicio, Tina Muna-Barnes, V. Anthony Ada, Tommy Morrison, and Christopher M.
Duenas: AN ACT RELATIVE TO PROHIBITING THE SALE OR DISTRIBUTION OF ELECTRONIC CIGARETTES
TO MINORS, BY ADDING A NEW §6101(1) TO ARTICLE 1, AND AMENDING §6400 OF ARTICLE 4, CHAPTER
6, TITLE 11 GUAM CODE ANNOTATED.

2:00 p.m. - Oversight Hearing

Department of Revenue and Taxation

If written testimony is to be submitted for the hearings, copies should be delivered prior to the hearing
date. Testimonies should be addressed to Senator Michael F.Q. San Nicolas and will be accepted via hand
delivery to our office; our mailbox at the Main Legislature Building at 155 Hesler Place, Hagatna, Guam 96910; or
va email to senatorcannicolas@@omal com. In compliance with the Americans with Disabilities Act, individuals
requiring special accommodations or sendces should contact the Office of Senator Michael F.Q. San Nicolas at
472-8453.
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%1 Bill No. 264-32 (COR).pdf
123K
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As of March 7, 2014
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Senator Michael F.Q. San Nicolas

Chairman - Committee on Aviation, Grourmd Transportation,
Regulatory Concerns and Future Generalions
I Muna‘trentar Dos Na Lihestutiran Gudhan ) 3208 Guam Legislature

PUBLIC HEARING

Wednesday, March 12, 2014
9:30 a.m.
Public Hearing Room
[ Liheslaturan Guahan

AGENDA

1. Call to Order
1I. Opening Remarks/Announcements

1Hl. ltems for Public Consideration

Bill No. 2064-32 (COR), introduced by Dennis G. Rodriguez, Brant 'I', MceCreadie, Thomas (.
Ada, Rory J. Respicio, Tina Muna Barnes, V. Antheny Ada, Tommy Morrison, and
Christopher M. Duenas: AN ACT RELATIVE TO PROHIBITING THE SALIS OR
DISTRIBUTION OF ELECTRONIC CIGARETTES TO MINORS, BY ADDING A NEW 3§
OO ) TO ARTICLE 1. AND AMENDING § 0400 OF ARTICLE 4, CHAPTER 6, TITLE 1]
GUAM CODE ANNOTATED.”

IV. Closing Remarks

V. Adjournment

155 Hesler Mace Suite 203, Hagétna, Guam 96910
{671) 472 - 6453 | senatorsannicolas@@gmail.com | www senatorsamuicolas.com
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Senator

Rory J. Respicio
CHAIRPERSON
MAJORITY LEADER

Senator

Thomas C. Ada

VicE CHAIRPERSON
ASSISTANT MAJORITY LEADER

Senator
Vicente (Ben) C. Pangelinan
Member

Speaker
Judith T.P. Won Pat, Ed.D.
Member

Senator
Dennis G. Rodriguez, Jr.
Member

Vice-Speaker
Benjamin JL.F. Cruz
Member

Legislative Secretary
Tina Rose Muna Barnes
Member

Senator
Frank Blas Aguon, Jr.
Member

Senator
Michael F.Q. San Nicolas
Member

Senator

V. Anthony Ada
Member
MiNORITY LEADER

Senator
Aline Yamashita
Member

February 20, 2014
Memorandum
To: Rennae Meno
Clerk of the Legislature =
- =
From: Senator Rory J. Respicio// 3
Majority Leader & Rules Chair -7
Subject: Fiscal Note / Waiver =
::.;:‘
Hafa Adai!

Attached piease find the waivers for the bill numbers listed below.
Please note that the fiscal notes, or waivers, are issued on the bills as
introduced.

FISCAL NOTE:
Bill No. 256-32(COR)

WAIVER:
Bill No. 264-32(COR)

Please forward the same to MIS for posting on our website. Please
contact our office should you have any questions regarding this matter.

5i Yu'os ma'dse’!
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&ﬂ BUREAU OF BUDGET & MANAGEMENT RESEARCH

OFFICE OF THE GOVERNOR
Post Office Box 2930, Hagitfia Guam 96932

EDDIE BAZA CALVO JOHN A. RIOS
GOVERNOR BIRECTOR
RAY TENORIO : JOSE 8. CALVO
LIEUTENANT GOVERNOR F E B 2 3 2 0 1 4 DEPUTY DIRECTOR

Senator Rory J. Respicio
Chairperson, Committee on Rules

1 Mina'trentai Dos na Liheslaturan Gudhan
The 31¥ Guam Legislature

155 Hestler Place

Hagétna, Guam 96932

Hafa Adai Senator Respicio:

24

Transmitted herewith is Fiscal Note on the following Bill Nos.: 256-32(COR) and Fiscal Note Waiver on

the following Bill Nos.: 264-32(COR),

If you have any question(s}), please do not hesitate w call the office at 475-9412/9106.

Enclosures
ce: Senator Vicente (ben) Pangelinan
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BUREAU OF BUDGET & MANAGEMENT RESEARCH

OFFICE OF THE GOVERNOR
Post Otfice Box 2930, Hagdtha Guam 96932

EDDIF, BAZA CALVO JOHN AL RIOS
GOVERNOR DHRECTOR
RAY TENORIO A0 JOSES. CALVO
LILUTENANT GOVERNOR FE B 2 U 2 y ‘! & DEPUTY DIKECTOR

The Bureau requests that Bill No. 264-32 (COR) be granted a waiver pursuant to Public
Law 12-229 as amended for the following reason(s):

The proposed legislation adds electronic cigareites as a prohibited tobacco product and
possesston thereof relative to minors.

The intent of the Bill is administrative in nature, as submitted for Legislative corsideration.

4/4
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Senator

Rory J. Respicio
CHAIRPERSON
MAJORITY LEADER

Senator

Thomas C. Ada

VICE CHAIRPERSON
ASSISTANT MAJORITY LEADER

Senator
Vicente (Ben) C. Pangelinan
Member

Speaker
Judith T.P. Won Pat, Ed.D.
Member

Senator
Dennis G. Rodriguez, Jr.
Member

Vice-Speaker
Benjamin J.F. Cruz
Member

Legislative Secretary
Tina Rose Mufia Barnes
Member

Senator
Frank Blas Aguon, Jr.
Member

Senator
Michael EQ. San Nicolas
Member

Senator

V. Anthony Ada
Member
MINORITY LEADER

Senator
Aline Yamashita
Member

January 28, 2014

VIA E-MAIL
john.rios@bbmr.guam.gov

John A. Rios

Director

Bureau of Budget & Management Research
P.O. Box 2950

Hagatha, Guam 96910

RE: Request for Fiscal Notes— Bill Nos. 264-32(COR) through 268-32(COR)

Hafa Adai Mr. Rios:
Transmitted herewith is a listing of I Mina'trentai Dos na Liheslaturan Gudhan's
most recently introduced bills. Pursuant to 2 GCA §9103, I respectfully request

the preparation of fiscal notes for the referenced bills.

Si Yu’os ma’dse’” for your attention to this matter.

Very Truly Yours,

/Z/'W T Nespicin

Senator Rory J. Respicio
Chairperson of the Committee on Rules

Attachment (1)

Cc: Clerk of the Legislature


mailto:john.rios@bbmr.guam.gov

Bill Nos.

Sponsors

Title

264-32 (COR)

Dennis G. Rodriguez, Jr.

Brant T. McCreadie
T.C. Ada
R. J. Respicio
T. R. Mufa Barnes
V. Anthony Ada
Tommy. Morrison
Chris M. Duefias

AN ACT TO RELATIVE TO PROHIBITING THE SALE OR
DISTRIBUTION OF ELECTRONIC CIGARETTES TO MINORS,
BY ADDING A NEW § 6101(l) TO ARTICLE 1, AND
AMENDING § 6400 OF ARTICLE 4,

CHAPTERSG, TITLE 11 GUAM CODE ANNOTATED.

265-32 (COR)

Vicente (ben) C.
Pangelinan

AN ACT TO AUTHORIZE THE CHAMORRO LAND TRUST
COMMISSION TO ENTER INTO ECONOMIC LEASES BY
ADDING A NEW SECTION 75122, CHAPTER 75, TITLE 21
GUAM CODE ANNOTATED.

266-32 (COR)

Judith T. Won Pat,
Ed.D.

T.R. Muna Barnes

Aline A. Yamashita,
Ph.D.

AN ACT ADD A NEW §849.7 OF CHAPTER 8 OF TITLE 1
GUAM CODE ANNOTATED RELATIVE TO THE RENAMING
OF THE TIYAN PARKWAY TO THE CHALAN MAG HAGA.

267-32 (COR)

Michael F.Q. San
Nicolas
T.C. Ada

AN ACT TO STRENGTHEN PROVISIONS FOR THE REPAIR
OR DEMOLITION OF UNSAFE STRUCTURES IN GUAM’S
BUILDING LAW, BY AMENDINGSS 66501, 66503, 66504,
66505, 66507 AND 66508 OF ARTICLE 5 AND § 66701 OF
ARTICLE 7, EACH OF CHAPTER 66,

TITLE 21, GUAM CODE ANNOTATED.

268-32 (COR)

Michael F.Q. San Nicolas

AN ACT TO APPROVE THE DEPARTMENT OF
ADMINISTRATION’S IMPLEMENTATON PLANS OF THE
‘GOVERNMENT OF GUAM COMPETITIVE WAGE ACT OF
2014’, TO REQUIRE A PERFORMANCE-BASED STANDARD
FOR DIRECTORS AND DEPUTY DIRECTORS OF LINE
AGENCIES AND I MAGA’LAHEN AND I SEGUNDU
MAGA’LAHEN.
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Senator

Rory J. Respicio
CHAIRPERSON
MAJORITY LEADER

Senator

Thomas C. Ada

VICE CHAIRPERSON
ASSISTANT MAJORITY LEADER

Senator
Vicente (Ben) C. Pangelinan
Member

Speaker
Judith T.P. Won Pat, Ed.D.
Member

Senator
Dennis G. Rodriguez, Jr.
Member

Vice-Speaker
Benjamin J.F. Cruz
Member

Legislative Secretary
Tina Rose Mufia Barnes
Member

Senator
Frank Blas Aguon, Jr.
Member

Senator
Michael EQ. San Nicolas
Member

Senator

V. Anthony Ada
Member
MINORITY LEADER

Senator
Aline Yamashita
Member

January 17, 2014

MEMORANDUM

To: Rennae Meno
Clerk of the Legislature

Attorney Therese M. Terlaje
Legislative Legal Counsel

From: Senator Rory J. Respicio/ﬁ/‘/w
Chairperson of the Committee on Rules
Subject: Referral of Bill No. 264-32(COR)

As the Chairperson of the Committee on Rules, I am forwarding my referral of
Bill No. 264-32(COR).

Please ensure that the subject bill is referred, in my name, to the respective

committee, as shown on the attachment. I also request that the same be
forwarded to all members of I Mina’trentai Dos na Liheslaturan Gudhan.

Should you have any questions, please feel free to contact our office at 472-7679.
Si Yu'os Ma'dse!

Attachment



I MINA'TRENTAI DOS NA LIHESLATURAN GUAHAN
2014 (SECOND) Regular Session

BILL No. 26¥ -32(COR)

Introduced by: DENNIS G. RODRIGUEZ, Jr. 9/
BRANT T. MCCREADIE /¢
THOMAS C. ADAD <"

RORY J. RESPICIQ

TINA MUNA BARNES %

V. ANTHONY ADAC /)

TOMMY MORRISON 7/~

CHRISTOPHER M. DUENAS L4

AN ACT TO RELATIVE TO PROHIBITING THE SALE OR

DISTRIBUTION OF ELECTRONIC CIGARETTES TO

MINORS, BY ADDING A NEW § 6101¢1) TO ARTICLE 1, AND

AMENDING § 6400 OF ARTICLE 4, CHAPTER 6, TITLE 11

GUAM CODE ANNOTATED.

BE IT ENACTED BY THE PEOPLE OF GUAM:

Section 1. Legislative Findings and Intent. [ Liheslaturan Gudahan finds
that the increasing popularity and unregulated distribution of electronic cigarettes
is resulting in its widespread utilization by the youth in our island community.

I Liheslaturan Gudhan finds that it has been clearly been scientifically
determined that picotine is a harmful and highly addictive drug, the use of which
may lead to illness or premature death. It further finds that the prevalent belief that

e-cigarettes are simply safe smoke cessation devices is not applicable when =

considered within the context of its use by a minor. Although the matter of o

10

11

12

13

regulation has not yet been determined by the U.S. FDA, its utilization by minors
is a reverse application of a product which leads to addiction, not the cessation of
tobacco product utilization. The current usage of e-cigarettes has been reported to

be highly prevalent amongst Guam’s middie and high school students.
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A number of states, principally California, Colorado, and Maryland, have
succeeded in passing legislation banning the sale of electronic cigarettes to minors.
Likewise, the states of Hawaii, lowa, and New York have pending legislation
under consideration with the similar intent of banning the sale or distribution of

these products to minors.

I Liheslaturan Gudhan finds that electronic cigarettes contain nicotine,
which is highly addictive substance, as is similarly found in tobacco products. For
the purposes of this Act, [ Likeslaturan Guahan duly notes that according to the
U.S. Food and Drug Administration, “Electronic cigarettes”, also known as “E-
Cigarettes”, are battery operated products designed to deliver nicotine, flavor and
other chemicals. They turn nicotine, which is highly addictive, and other

chemicals into a vapor that is inhaled by the user.

It is the intent of [ Likeslaturan Guahan to include, regulate and prohibit
under 11 GCA Ch 6 the sale or distribution of electronic cigarettes to a minor, or
possession by a minor. It is, further, the intent of I Liheslaturan Guahan that
prohibition pursuant to this Section solely pertains to minors, and shall not prohibit
the use or possession of an electronic cigarette by a person eighteen (18) years of

age or older.

It is the intent of [ Lihesiaturan Gudhan to protect Guam’s youth from
nicotine addiction, as well as the potentially harmful effects of chemicals present in
unregulated e-cigarette devices, by prohibiting the sale or distribution of electronic
cigarettes to, or use by minors. It 1s, further, the infent to accomplish this objective
by regulating electronic cigarettes along with tobacco products for the purposes of

the enforcement of this prohibition, which shall apply solely to minors,



10

11

12

13

14

15

15

i7

18

19

20

21

22

23

24

Section 2. A new subsection (1) is hereby added to § 6101 of Article I,
Chapter 6, Title 11, Guam Code Annotated, to read:

“() Electronic cicarette, also known as “E-Cigarettes”, are battery

operated products designed to deliver nicotine, flavor and other chemicals. They

turn nicotine, which is highly addictive, and other chemicals into a vapor that is

inhaled by the user.

(1) For the purposes of this Chapter and the prohibition pertaining

solelv to a minor pursuant to 8§ 6400, tobacco product shall also be

deemed to include and shall be similarly applicable to an electronic

cigarette.”

Section 3. § 6400 of Article 4 of Chapter 6, Title 11, Guam Code

Annotated, is hereby amended, to read:

“§ 6400. Sale or Distribution of Tobacco Products and Electronic

Cigarettes to Minors Prohibited.

It shall be a violation of this Chapter for any person to sell or distribute

tobacco products or electronic cigarettes to minors. It shall not be a violation of

this Chapter for any person to refuse to sell or distribute tobacco products or

electronic cigarettes to any person whom the seller or the distributor reasonably

believes to be under twenty-seven (27) years of age, and who 1s unable to produce
acceptable photographic identification and proof that he is over the age of eighteen

(18) years.

The sale or distribution of electronic cigarettes to minors, or 118 possession

by a minor, is prohibited and sha/l be reculated and enforced pursuant to this

Chapter. Anv provision of this Chapter applicable to the regulation and prohibition
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of the sale or distribution of a tobacco product to a minor, or possession by a

minor, shall be applicable to electronic cigarettes and shall be regulated and

enforced in the same manner as a tobacco product, to include the applicability of

all penalties and fines.

(a) Vending machines selling tobacco products or electronic cigarettes

shall be located so that they are accessible only to persons over the age of
eighteen (18) or are under the constant, direct supervision and unobstructed
line-of sight of the person authorizing the installation or placement of the

tobacco or_electronic cigarette vending machine upon the premises he

manages or otherwise controls, or his agent or employee. Said supervising
adult shall ensure that minors do not purchase tobacco products or electronic
cigarettes from vending machines. A person who authorizes the installation

or placement of the tobacco or electronic cigarette vending machine upon

premises he manages, or otherwise controls, and who knows or should know

that the tobacco or electronic cigarette vending machine will likely be used

by minors, shall be hable if minors purchase tobacco products or electronic

cigarettes from said machines.

(b) A licensee or an employer may distribute tobacco products or

electronic_cigarettes to any employee who handles tobacco products or

electronic products 1n the course of the commercial distribution or sale of the

products. In any proceeding, for the suspension or revocation of any license,
and based upon a violation of this Section, proof that the defendant licensee

or his agent or employee demanded and was shown, before furnishing any

tobacco product or electronic_cigarette to a minor, an identification card,

shall be a defense to the charges.”



Section 4: Severability. I/ any provision of this law or its application to
any person or circumstance is found to be invalid or contrary to law, such
invalidity shall not affect other provisions or applications of this law which can be
given effect without the invalid provisions or application, and to this end the

provisions of this law are severable.

Section 5: Effective Date. This Act shall be immediately effective upon

enactment.,





