Allergy
ALSA ] QL e €AAFP Qoo ALOMR

THE SCHOOL SUPERINTENDENTS ASSOCIATION ON SMOKING& HEAHH' AMERIGAN ACADEM™ OF FAMILY PHYEICIANS ORAL AND MAXILLOFACIAL RADIOLOGY

ARASSO,,
)
AMERICAN ACADEMY OF . . American Association AADOC x Z'
( ) OTOLARYNGOLOGY- oAfr?,egcan Academy | f ior Cancer Research’ & D - R 3 =
ediatrics American Association for Dental, 4 o
v HEAD AND NECK SURGERY DEDICATED TO THE HEALTH OF ALL CHILDREN® TROIS SURITORT I Oral, and Craniofacial Research 4“’nvn*ﬁk

by Ly, AMERICAN
‘Emrmm & % COLLEGE
Network=  Ba!

Fu‘u & HEALTH
J ~1 4
g American APHA amsrican £
THE VOICE OF American Lung " B\ ‘T’h % AS AM fisrican secety of
DENTAL EDUCATION Resociation, | Association. awewcwmmcum ssocuron KK

AMERICAN = s AC " ADA American
-
COLLEGEof & Q!TLE)S.I Dental

CARDIOLOGY of CHEST PHYSICIANS Amer\‘canCA:L:geothys\clans ASSOCiation

e, Improving Lives

V"Ir ASSOCIATION

& Loarnin

4R,

H
&

5 y‘" s 7,
AP ¢ &9
ATS mmlcmsrun ASCO '§

W flp the world reathe’ NONSMOKERS' RIGHTS

jL RVA
as hO HEALTH CUALITION BLACK WOMEN'S

HEALTH IMPERATIVE

::g:; HA Mcvbiﬂizfm's

’«" 9,@® counter

SNASN
XICADCA COPD ¢% 100is Pﬁ%d&ﬁ&;ge} e

Association of

FOUNDATION POBLICHER T Americ rrss PraCtltlonerS School Nurses
nallc nal
V-NASSP nAsw  NBNA NHCUA NHMA ¥
#7 National Association Noliondl Associofion of SocialWorkers NATICHAL HISPANIC COUNCILON AGING Il( )11
of Secondary School Principals afiofial fuociofion o 3oclaliYYorkees NATIONAL BLACK NURSES ASSOCIATION, INC. National Hispanic Medical Associatior

NNational Network Y i
of Public Health Institutes WFONS A\

prevent)cancer‘ ﬁ{ Public Health
o ) PREVENTING TOBACCO ADDICTION FOUNDATION *Sﬂ utions

SOCIETY ror RESEARCH
onN NICOTINE & TOBACCO

j\t /ﬁ.. A?ﬁ%ﬁcasHealth “‘s' P,I..EE

To Poweriul Interests

March 7, 2022

The Honorable Chuck Schumer The Honorable Mitch McConnell
Majority Leader Minority Leader

U.S. Senate U.S. Senate

Washington, DC 20510 Washington, DC 20510

The Honorable Nancy Pelosi The Honorable Kevin McCarthy
Speaker Minority Leader

U.S. House of Representatives U.S. House of Representatives

Washington, DC 20515 Washington, DC 20515



Dear Majority Leader Schumer, Minority Leader McConnell, Speaker Pelosi and Minority Leader
McCarthy:

We write to urge you to respond to a new and growing threat to our nation’s youth: e-cigarette
manufacturers’ use of synthetic nicotine to evade Food and Drug Administration (FDA) oversight. E-
cigarette manufacturers, including the e-cigarette brand that is most popular with youth, are switching
from using tobacco-derived nicotine in their products to synthetic nicotine in order to circumvent
tobacco product regulations and to keep flavored e-cigarettes that are attracting and addicting youth on
the market. We urge you to quickly address this serious public health situation by enacting legislation at
the earliest possible opportunity that enables FDA’s Center for Tobacco Products to regulate synthetic
nicotine products.

The Family Smoking Prevention and Tobacco Control Act gave FDA the authority to oversee tobacco
products and defined a “tobacco product” as a product made or derived from tobacco. Manufacturers
of synthetic nicotine and e-cigarettes that contain synthetic nicotine have suggested that their products
are not subject to FDA regulation because synthetic nicotine is not derived from tobacco and, therefore,
does not fall within the definition of “tobacco product.” FDA has acknowledged that an e-cigarette
made with synthetic nicotine may fall outside of the definition of tobacco product and has indicated it
intends to make these determinations on a case-by-case basis.

The repercussions of this situation have become alarming over the past year. In 2020, Puff Bar, a
disposable e-cigarette product marketed with kid-appealing flavors, withdrew from the market after
receiving a warning letter from FDA for being out of compliance with tobacco product requirements.
But in 2021, it announced that it was re-entering the market as a synthetic nicotine product in the same
kid-appealing flavors. This switch to synthetic nicotine was a blatant attempt to avoid FDA oversight
and, so far, has been successful. Puff Bar e-cigarettes continue to be sold, and Puff Bar is the most
popular e-cigarette brand among youth. According to the 2021 National Youth Tobacco Survey, 26.8
percent of middle and high school e-cigarette users report Puff Bar as their usual brand.

Other e-cigarette manufacturers are pursuing this same tactic. After FDA completed its premarket
reviews of some e-cigarettes, including those with flavors that appeal to youth, and found that they did
not meet statutory requirements for remaining on the market, there were reports that manufacturers
were discussing reformulating their products with synthetic nicotine in order to try to stay on the
market. If left unaddressed, there is every reason to expect manufacturers of thousands of other e-
cigarettes to switch to synthetic nicotine to try to evade the public health protections that Congress
intended when it required new tobacco products to undergo a premarket review by FDA. We are also
likely to see growth in the number of other tobacco products using synthetic nicotine, such as nicotine
pouch products.

Youth e-cigarette use is a serious public health problem. The 2021 Monitoring the Future survey,
released in December, found that 19.6 percent of high school seniors reported that they vaped nicotine
in the past month. While this is a decline since youth e-cigarette use peaked in 2019, it is nearly the
same level as 2018 when the U.S. Surgeon General, FDA, and other public health authorities declared
youth e-cigarette use to be a public health epidemic. Nicotine is addictive, whether it is derived from
tobacco or made synthetically. The continued availability of unregulated synthetic nicotine products will
make reducing high levels of youth e-cigarette use more difficult. A recent article in the New England
Journal of Medicine warned that synthetic nicotine products “may threaten ongoing public health efforts



to reduce e-cigarette use among adolescents and young adults” and argued that there “is an urgent
need for the FDA to assert its regulatory authority over these products.”

Time is of the essence. Inaction will result in more manufacturers switching to synthetic nicotine, allow
flavored e-cigarettes that have helped fuel the youth e-cigarette epidemic to remain on the market, and
undercut efforts to protect kids from nicotine addiction and tobacco use. Further delay on synthetic
nicotine will also enable other products made with synthetic nicotine to enter the market and evade
FDA regulation. We urge you to prioritize the development of bipartisan, bicameral legislation that
would give FDA’s Center for Tobacco Products the authority to regulate synthetic nicotine products as
tobacco products and to quickly enact it into law.

Sincerely,

AASA, The School Superintendents Association

Action on Smoking & Health (ASH)

African American Tobacco Control Leadership Council (AATCLC)
Allergy & Asthma Network

American Academy of Family Physicians

American Academy of Oral and Maxillofacial Pathology
American Academy of Oral and Maxillofacial Radiology
American Academy of Otolaryngology—Head and Neck Surgery (AAO-HNS)
American Academy of Pediatrics

American Association for Cancer Research (AACR)

American Association for Dental, Oral, and Craniofacial Research (AADOCR)
American Association for Respiratory Care (AARC)

American Cancer Society Cancer Action Network

American College Health Association (ACHA)

American College of Cardiology

American College of Chest Physicians (CHEST)

American College of Physicians

American Dental Association

American Dental Education Association

American Heart Association

American Lung Association

American Public Health Association

American School Health Association (ASHA)

American Society of Addiction Medicine

American Thoracic Society

Americans for Nonsmokers’ Rights

Association for Clinical Oncology



Association for the Treatment of Tobacco Use and Dependence (ATTUD)
Association of Black Cardiologists

Association of Maternal & Child Health Programs (AMCHP)
Association of State and Territorial Health Officials (ASTHO)
Big Cities Health Coalition

Black Women's Health Imperative

Campaign for Tobacco-Free Kids

CATCH Global Foundation

Catholic Health Association of the United States

Children’s Wisconsin

Community Anti- Drug Coalitions of America (CADCA)
COPD Foundation

Counter Tools

Emphysema Foundation of America

Eta Sigma Gamma — National Health Education Honorary
National Association of Pediatric Nurse Practitioners
National Association of School Nurses

National Association of Secondary School Principals (NASSP)
National Association of Social Workers (NASW)

National Black Nurses Association

National Hispanic Coalition on Aging

National Hispanic Medical Association

National LGBT Cancer Network

National Network of Public Health Institutes (NNPHI)
Oncology Nursing Society

Parents Against Vaping e-cigarettes (PAVe)

Prevent Cancer Foundation

Preventing Tobacco Addiction Foundation/Tobacco 21
Public Health Solutions

Society for Public Health Education (SOPHE)

Society for Research on Nicotine & Tobacco (SRNT)
Students Against Destructive Decisions (SADD)

The Society of State Leaders of Health and Physical Education
Trust for America’s Health

US PIRG



