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King County

King County 1200 King County
Courthouse

516 Third Avenue
Seattle, W A 98104

Meeting Agenda

Board of Health

Metropolian King County Counci/members: Julia Patterson, Chair;
Kathy Lambert, Vice Chair; Joe McDermott

Alternate: Reagan Dunn

Seattle City Counci/members: Sally Clark, Richard Conlin, Nick Licata
Alternate: Mike O'Brien

Suburban Elected Members: Ava Frisinger, David Hutchinson
Alternate: Dan Sherman

Health Professionals: Ben Danielson, MD, Frankie T. Manning, RN, M.A, Ray M. Nicola, MD, MHSA, FACPM

Staff: Maria Wood, Board Administrator (263-8791);
Director, Seattle-King County Department of Public Health: Dr. David Fleming

9:30 AM Thursday, December 16, 2010 Room 1001

SPECIAL MEETING
Revised Agenda

1. Call to Order

2. Roll Call

3. Announcement of Any Alternates ServinQ in Place of ReQular Members

~4.
5.

Approval of Minutes of June 17, 2010, September 16, 2010 and October 29,2010

Public Comments

6. Director's Report

king County Page 1 Printed on 121/2010 i



Board of Health Meeting Agenda December 16, 2010

Discussion and Possible Action

~'3
Briefing

7. Resolution NO.1 0-09

A RESOLUTION calling on the state of Washington to provide dedicated and long-term financing so local
public health jurisdictions can protect and improve the health of all community residents.

David Fleming, Director & Health Offcer, Public Health - Seattle & King County

8. BOH Briefing NO.1 0-B23

Drinking Water Program Update

p ~ \1 tany Fay. Section Manager, Environmen!a! Health, Public Health - Seaffe & King County

Discussion and Possible Action

9.

~\~
Briefing

10.

rf
11.

12.

13.

14.

R&R No. BOH10-04

A RULE AND REGULATION relating to electronic smoking devices and unapproved nicotine delivery
products and adding a new chapter to BOH Title 19; enacted pursuant to RCW 70.05.060 and
70.160.080, including the latest amendments or revisions thereto.

Scott Neal, Tobacco Prevention and Control Program Manager, Public Health - Seatte & King County

SOH Briefing NO.1 0-B24

Annual Report to the Board of Health

David Fleming, Director & Health Offcer, Public Health - Seattle & King County

Chair's Report

Board Member Updates

Administrator's Report

Adjournment

If you have questions or need additional information about this agenda, please call 206-263-8791, or write
to Maria Wood, Board of Health Administrator via email at maria.woodcækingcounty.gov
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KingCønty

King County 1200 King County
Courthouse

516 Third Avenue
Seattle, W A 98104

Meeting Minutes
Board of Health

Metropolitan King County Counci/members: Julia Patterson,
Chair;

Kathy Lambert, Vice Chair; Jan Drago
Alternate: Reagan Dunn

Seatte City Counci/members: Sally Clark, Richard Conlin, Nick
Licata

Alternate: Mike O'Brien

Suburban Elected Members: Ava Frisinger, David Hutchinson
Alternate: Dan Sherman

Health Professionals: Ben Danielson, MD, Frankie T. Manning,

RN, M.A, Ray M. Nicola, MD, MHSA, FACPM

Staff: Maria Wood, Board Administrator (263-8791);
Director, Seattle-King County Department of Public Health: Dr.

David Fleming

1: 30 PM Thursday, June 17, 2010

DRAFT MINUTES

Room 1001

1. Call to Order

This meeting was called to order at 1:36 p.m.

2. Roll Call

Present: 9 - Ms. Lambert, Ms. Patterson, Ms. Drago, Mr. Hutchinson, Ms. Frisinger, Dr.

Nicola, Mr. Licata, Mr. Conlin and Dr. Danielson

Excused: 1 - Ms. Clark

3. Announcement of Any Alternates ServinQ in Place of ReQular Members

Boardmember Sherman attended the meeting.

4. Approval of Minutes of May 20, 2010

Boardmember Hutchinson moved approval of the minutes of May 20, 2010 as presented.
The motion passed unanimously.

5. Public Comments

The following person spoke:

Dr. Victor Barry
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." Soard of Health Meeting Minutes June 17, 2010

6. Director's Report

Dr. David Fleming, Director, Seattle-King County Department of Public Health, reported
on a health care reform forum, sponsored by the Department, that took place on June 16,
2010 and included Boardmembers Nicola and Clark on the panels. He also reported
that requests for proposal for CPPW grants have been received and the process is
closed. The Department received 77 proposals for healthy eating programs and 18
proposals for tobacco prevention programs. The grants will be made later this summer.

Briefings

7. SOH Sriefing No. 10-S15

Fall 2009 Hi N1 Response: Key Findings

Dr. Jeff Duchin, Chief, Communicable Disease Epidemiology and Immunization Section,
and Michael Loehr, Emergency Preparedness Program Manager, briefed the Board on
the H1 N1 flu outbreak and the responses to it.

Dr. Fleming answered questions of the Board.

8. Chair's Report

The Chair reported on the Goat HíI Giving Garden, which county employees maintain
during lunch breaks and free time, to promote good health and cut the rising trend of
healthcare costs. The produce from the Garden wíl be donated to the Pike Place Senior

Center.

9. Board Member Updates

Boardmember Frisinger reported that at the city of Issaquah staff meeting Seattle Tilth
made a presentation on community gardening.

10. Administrator's Report

Board Administrator Wood had no report.

11. Other Business

There was no other business to come before the Board.

12. Adjournment

The meeting was adjourned at 2:20 p.m.
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" Board of Health Meeting Minutes June 17, 2010

Approved this day of

Clerk's Signature
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King Conty

King County 1200 King County
Courthouse

516 Third Avenue
Seattle, WA 98104

Meeting Minutes
Board of Health

Metropolian King County Councilmembers: Julia Patterson,
Chair;

Kathy Lambert, Vice Chair; Jan Drago
Alternate: Reagan Dunn

Seattle City Councilmembers: Sally Clark, Richard Conlin, Nick
Licata

Alternate: Mike O'Brien

Suburban Elected Members: Ava Frisinger, David Hutchinson
Alternate: Dan Sherman

Health Professionals: Ben Danielson, MD, Frankie T. Manning,

RN, M.A, Ray M. Nicola, MD, MHSA, FACPM

Staff: Maria Wood, Board Administrator (263-8791);
Director, Seattle-King County Department of Public Health: Dr.

David Fleming

1 :30 PM Thursday, September 16, 2010

DRAFT

Room 1001

1. Call to Order

The meeting was called to order at 1:34 p.m.

2. Roll Call

Present: 9 - Ms. Lambert, Ms. Patterson, Ms. Drago, Mr. Hutchinson, Dr. Nicola, Mr.

Licata, Mr. Conlin, Dr. Danielson and Mr. O' Brien

Excused: 2 - Ms. Clark and Ms. Frisinger

3. Announcement of Any Alternates ServinQ in Place of Regular Members

Boardmember O'Brien served in place of Boardmember Clark. Boardmember Manning
attended the meeting.

4. Approval of Minutes of July 15, 2010

Boardmember Licata moved approval of the minutes of July 15, 2010. The motion
passed unanimously.

5. Public Comments

The following people made public comments:
Ms. Richard
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Board of Health Meeting Minutes September 16, 2010

Michael Fuller
Leanna Adams
Joe Puckett

6. Director's Report

Dr. David Fleming, Director, Seatte-King County Department of Public Health, reported
on a speech he gave at the CityClub about using global health strategies in the county.
He also reported that the proposed budget for the Department of Public Health budget
wíl be less than that of the previous two years and there are also reductions in state
funding as well.

Discussion and Possible Action

7. R&R No. BOH10-03

A RULE AND REGULATION relating to smoking in public places, establishing reinspection fees and
amending civil penalties for places regulated under the Board of Health Smoking in Public Places
Regulations; amending R&R 07-03, Section 7, and BOH 19.03.040, R&R 07-03, Section 9, and BOH
19.03.060 and R&R 07-03, Section 11, and BOH 19.03.080 and adding a new section to BOH chapter 2.06;
enacted pursuant to RCW 70.05.060 and 70.160.080, including the latest amendments or revisions thereto.

Scott Neal, Tobacco Prevention and Control Program Manager, Department of Public
Health, briefed the Board on the proposed changes to the Board of Health Code on
tobacco regulations.

Boardmember Nicola reported on the work and recommendations of the committee.

A Dublic hearina was held and closed.

A motion was made by Boardmember Licata that this R&R be Passed. The motion
carried by the following vote:

Yes: 12 - Ms. Lambert, Ms. Patterson, Ms. Drago, Mr. Hutchinson, Dr. Nicola, Mr.

Licata, Mr. Conlin, Dr. Danielson and Mr. 0' Brien

Excused: 2 - Ms. Clark and Ms. Frisinger
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Board of Health Meeting Minutes September 16, 2010

8. Resolution No. 10-07

A RESOLUTION encouraging King County county and city councils, homeowners' association and
condominium association boards, housing authorities, owners, developers and managers of nonprofit and
for-profit publicly funded multifamily properties and owners, managers and developers of privately funded
nonprofit and for-profit multi-family properties within King County to adopt no-smoking policies for the safety
and welfare of all citizens and residents of King County.

Mr. Neal briefed the Board on the resolution relating to no-smoking policies in multfamily
housing and answered questions of the Board.

Boardmember Nicola reported on the work of the commitee.

Boardmember Conlin moved a verbal amendment to line 82 and the resolution tite to add
"county and" before city council. The motion passed unanimously.

RnRrrlmAmhAr Hiitr.hin.cnn mnvArl RmAnrlmAnt 1 ThA mntinn nRs..c;ArllinRnimnli.c:lv

A motion was made by Boardmember Licata that this Resolution be Passed as
Amended. The motion carried by the following vote:

Yes: 12 - Ms. Lambert, Ms. Patterson, Ms. Drago, Mr. Hutchinson, Dr. Nicola, Mr.

Licata, Mr. Conlin, Dr. Danielson and Mr. O' Brien

Excused: 2 - Ms. Clark and Ms. Frisinger

Briefings

9. BOH Briefing No. 10-B18

Healthy Eating Active Living Ad Hoc Committee Report

Julie West, Environmental Health program manager, Department of Public Health,
briefed the Board on the work of the Healthy Eating Active Living commitee.

Dr. Fleming, Director, Seattle-King County Department of Public Health, spoke and
answered questions of the committee.

The chaÎr recognized the work of Erin MacDougall, Matt Johnson, Anne Bikle and Maria
Wood in staffing the committee.

This matter was Presented.
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Board of Health Meeting Minutes September 16, 2010

Discussion and Possible Action

10. Resolution No.1 0-08

A RESOLUTION approving and adopting the September 2010 Board of Health Guidelines: Planning for
Healthy Communities to inform land use and transportation planning decisions to promote public health
throughout King County.

Dr. Fleming, Director, Seattle-King County Department of Public Health, answered
question of the Board.

A motion was made by Boardmember Nicola that this Resolution be Passed. The
motion carried by the foJ/owing vote:

Yes: 10 - Ms. Lambert, Ms. Patterson, Ms. Drago, Mr. Hutchinson, Dr. Nicola, Mr.

Conlin and Dr. Danielson

Excused: 4 - Ms. Clark, Ms. Frisinger, Mr. Licata and Mr. 0' Brien

King County Page 4
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Board of Health Meeting Minutes September 16, 2010

Briefings

11. BOH Briefing No. 10-B19

Summary Report on Environmental Health Fee Change Impacts - Schools, Non-Profis, and Farmers'
Markets

Mark Rowe, Environmental Health section manager, Department of Public Health, briefed
the Board on the impacts of the environmental health fee changes.

This matter was Presented.

12. Chair's Report

The Chair reported that the October and November meetings of the Board wíl be
cancelled, but there wíl be a special meeting on October 29,2010 to discuss the county
and state budgets. The next regular meeting of the Board wíl be on December 16. The
Chair also reported on a community meeting on health care reform in Council District 5.
Boardmember Conlin asked for a briefing on the master home environmentalist program
at a future meeting.

13. Board Member Updates

14. Administrator's Report

No report was given.

15. Other Business

16. Adjournment

The meeting was adjourned at 3:17 p.m.

Approved this day of

Clerk's Signature
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King Conty

King County 1200 King County
Courthouse

516 Third Avenue
Seattle, WA 98104

Meeting Minutes
Board of Health

Metropolian King County Councílmembers: Julia Patterson,Chair; .
Kathy Lambert, Vice Chair; Jan Drago

Alternate: Reagan Dunn

Seattle City Councílmembers: Sally Clark, Richard Conlin, Nick
Licata

Alternate: Mike O'Brien

Suburban Elected Members: A va Frisinger, David Hutchinson
Alternate: Dan Sherman

Health Professionals: Ben Danielson, MD, Frankie T. Manning,

RN, M.A, Ray M. Nicola, MD, MHSA, FACPM

Staff: Maria Wood, Board Administrator (263-8791);
Director, Seattle-King County Department of Public Health: Dr.

David Fleming

1 :00 PM Friday, October 29, 2010 Southwest Conference Room

DRAFT

1. Call to Order

The meeting was called to order at 1:10 p.m.

2. Roll Call

Present: 8 - Ms. Lambert, Ms. Patterson, Ms. Drago, Ms. Clark, Mr. Hutchinson, Ms.

Frisinger, Dr. Nicola and Dr. Danielson

Excused: 2 - Mr. Licata and Mr. Conlin

3. Announcement of Any Alternates ServinQ in Place of ReQular Members

Boardmember Manning attended the meeting.

4. Public Comments

There were no members of the public who spoke.
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Board of Health Meeting Minutes October 29, 2010

5. Director's Report

No report was given.

Briefings

6. BOH Briefing No. 10-B20

Overview of Executive 2011 Executive Proposed Budget

Dwight Dively, Director, King County Offce of Management and Budget briefed the Board
on the county's budget and made a PowerPoint presentation.

This matter was Presented.

7. BOH Briefing No. 10-B21

2011 Proposed Public Health Budget

Dr. David Fleming, Director of the Department of Public Health, briefed the Board on the
county and the state budgets and made a PowerPoint presentation.

This matter was Presented.

8. BOH Briefing No. 10-B22

Overview of City of Seattle's contributions to Public Health

Jerry DeGrieck, Public Health Manager and Policy Advisor, City of Seatte, briefed the
Board on Seattle's contributions to public health.

This matter was Presented.

9. Adjournment

The meeting was adjourned at 2:45 p.rn

Approved this day of

Clerk's Signature
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King County Board of Health

Staff Report

Agenda item No:

Briefing No:

7

10-09
Date: December 16, 2010
Prepared by: Maria Wood, Chrissy Russillo

Subject
A RESOLUTION calling on the state of Washington to provide dedicated and long-term
financing so local public health jurisdictions can protect and improve the health of all community
residents.

Pu rpose

At the October 29,2010 Board of Health Special Meeting, Board members requested that the
Board work to secure long-term, dedicated public health financing. The accompanying Board of
Health Resolution BOH 10-09 calls out the financial challenges facing the Washington State
public health system, and directs a to-be-convened Board of Health public health funding and
legislative committee to provide a set of principles that the Board and others can use in
advocating for public health financing, prevention, and state or national healthcare reform.

Background
Over the last decade, the provision of public health services in King County has been continually
challenged due to emerging health risks, the increasing burden of preventable disease in the
community, and public expectations and mandates. Public Health needs continue to evolve and
diversify in response to the changing conditions among King County's populations, which are
influenced by global, national, state, and local forces including the epidemic of obesity which
gives rise to chronic conditions like diabetes, and heart disease; emerging infectious diseases like
HIN1 influenza; bioterrorism; potential flood disasters; and an increasing number of people who
lack adequate health insurance.

Federal, state, and local revenues that support core public health programs are significantly
reduced in the 2011 budget and are likely to continue to decrease without a long term, dedicated
funding source that is adequate to effectively protect and improve the health, safety, and quality
oflife for all King County residents. BOH Resolution 10-09 appeals to leadership in the state of
Washington to maintain core funding for Public Health so that capacity can be maintained for
local health jurisdictions to protect and improve the health of communities.

Attachments
1. BOH Resolution No. 10-09
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KING COUNTY 1200 King County Courthouse

51611iird Avenue

Seattle, W A 98104

King County
Signature Report

December 8, 2010

Resolution

Proposed No. 10-09.1 Sponsors

1 A RESOLUTION calling on the state of Washington to

2 provide dedicated and long-term financing so local public

3 health jurisdictions can protect and improve the health of

4 all community residents.

5 WHEREAS, strong public health jurisdictions protect and improve the health of

6 all Washington state residents, and

7 WHEREAS, there is a continued to need to protect people from communicable

8 diseases and other health threats, and

9 WHEREAS, Washington state residents are dying early from preventable chronic

10 diseases such as diabetes and heart disease, resulting from underlying causes including

11 tobacco use, poor nutrition and physical inactivity, and

12 WHEREAS, local and state funding for public health jurisdictions is eroding and

13 compromising public health's ability to respond to critical health issues, and

14 WHEREAS, Washington state is considering the elimination or reduction of

15 community and clinical health programs that impact men, women and children with the

16 most needs, and

17 WHEREAS, Washington state also is considering reducing flexible funding for

18 local health jurisdictions that would jeopardize Public Health's ability to serve local

19 community needs, and

1
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Resolution

20 WHEREAS, as Washington state looks toward the 2014 implementation of health

21 care reform and expansion of coverage, the importance of prevention and public health

22 strategies to first control and then reduce the cost of medical care becomes increasingly

23 crucial;

24 NOW, THEREFORE, BE IT RESOLVED by the Board of Health of King

25 County:

26 A. The Board of Health calls on the state of Washington to provide dedicated

27 long-term flexible financing for local public health statewide and to prioritize prevention

28 and wellness programs that keep people healthy and prevent health care costs;

29 B. The Board of Health calls on King County, the city of Seattle and other cities

30 in King County to pass legislation to place public health financing as a top priority on

31 their state legislative agendas; and

32 C. The Board of Health requests that the funding and legislative committee

2
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Resolution

33 forward to the board a set of principles that the board and others can use in advocating for

34 public health funding, prevention, and state or national healthcare reform.

35

KING COUNTY COUNCIL
KIG COUNTY, WASHINGTON

Robert W. Ferguson, Chair
ATTEST:

Anne Noris, Clerk of the Council

APPROVED this _ day of

Dow Constantine, County Executive

Attachments: None

3
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King County Board of Health

Staff Report

Agenda item No: 8
Briefing No: 10-B23

Date:
Prepared by:

December 16, 2010

Larry Fay

Subject
Service reductions stemming from budget and staff reductions in the Group B Water System
Program.

Summary

Adequately funding the drinking water program with fees has been an ongoing challenge. With
the continued slowing of the economy, coupled with the low permit application levels, Public
Health made the decision to lay off the last remaining person in the program. While the
Environmental Health division has fees in place to cover the cost for reviewing plans and
approving new systems, the level of activity is not sufficient to maintain technical capacity.

Background

Public water systems are regulated at the state level by WAC 246-190 (Group A, systems with
15 or more connections) and WAC 246-191 (Group B, systems with 2 to 14 connections). The
state regulations designate W ADOH as the agency with responsibility for regulating public water
systems. WAC 246-291-030 provides a framework for W ADOH to authorize local health
jurisdictions to administer state rules through a joint plan of operation. Absent an agreement, the
state is responsible.

There are currently about 1,500 known Group B water systems in King County of which
approximately 400 consist of systems with two connections serving an estimated 5,000
households.

PHSKC has long had a joint operation plan with W ADOH Office of Drinking Water to oversee
Group B water systems with nine or fewer connections that use ground water as a water supply
source. W ADOH had maintained responsibility for Group B systems with 10 to 14 connections
and for systems that require treatment. The water program has received funding in the past
through fees, King County general fund, state local capacity funding, and contracts with
W ADOH. Currently the program operates solely on fees generated from new water system plan
review and water adequacy review associated with development applications, and the fee
revenues generated are not sufficient to maintain the program.

i 17



Plan to revert responsibility to Washington Department of Health

Because the joint operation plan with DOH was outdated and the last technical expert for water
systems had been laid off, the Environmental Health division has initiated a process to return the
full responsibility for the drinking water program to W ADOH. Environmental Health is currently
rewriting the joint operation agreement and identifying how the transition to W ADOH will occur
including developing procedures and appropriate communications strategies.

The following is the general approach that the Environmental Health Division wil use to process
this body of work:

· Any Group B systems that have received a plan approval issued by PHSKC will be
finalized by PHSKC. There are about 20 system plans that have been approved but have
not yet received final approvaL.

· PHSKC will determine the adequacy of any Group B system that was approved by us
upon application for a building permit or onsite sewage system permit that is proposing to
connect to the system.

· All new or expanding Group B systems will be reviewed by W ADOH in accordance with

DOH policies and procedures (this means any new or expanding system plans must be
prepared and submitted by a licensed engineer).

· PHSKC will continue to conduct public water system well source inspections for which a
fee is charged. The inspection report becomes part of the engineering report that is
submitted to DOH for review.

Waivers for Small Systems
Systems that serve only two households comprise a significant portion of the total number of
Group B systems in the county and are a major portion of the new system applications PHSKC
receives. State Regulations and King County BOH Title 12 allow the Health Offcer to waive
any and all requirements for systems with only two connections. The Environmental Health
division is currently exercising waiver authority for two connection systems where the second
connection serves an accessory dwelling unit. The division will expand the waiver authority to
cover any system with only connections applying lesser standards than are otherwise contained
in the code. This will simplify the process for the applicant, reduce the time and effort on the part
of staff, and yet assures that a minimum level of public health protection is in place for these
very small and simple systems.
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King County Board of Health

Staff Report

Agenda item No: 9
Rule and Regulation No. 10-04

Date: December 16, 2010

Prepared by: Joy Hamilton, Scott Neal, Anne
Pearson, Sarah Ross-Viles

SUBJECT
A RULE AND REGULATION relating to Tobacco Products.

SUMMARY
The Public Health Seattle-King County (PHSKC) Tobacco Prevention Program, at the request of
the Board of Health (BOH) Tobacco Policy Committee, has drafted revisions to BOH Code Title
19: Tobacco Products. The proposed revisions would amend the title to add a new chapter
entitled "Restriction on Sale, Use and Availability of Electronic Smoking Devices and
Unapproved Nicotine Delivery Products." If enacted, this new chapter would prevent youth
initiation of electronic cigarettes and other unapproved nicotine delivery devices and would
facilitate enforcement of the Smoking in Public Places Regulations.

Proposed Rule & Regulation 1 0-04 would make the following changes to the Board of Health
Code:

· Restrict the sale of electronic smoking devices and unapproved nicotine delivery devices
to adults 18 years of age or older;

· Prohibit providing free (sampling) or heavily discounted electronic smoking devices or
unapproved nicotine delivery products;

· Prohibit the use of electronic smoking devices in places where smoking is prohibited by
law.

BACKGROUND
Device Description: Commonly known as "e-
cigarettes," electronic smoking devices are battery-
operated devices designed to look like and to be used
in the same manner as conventional cigarettes. E-
cigarettes employ the use of a cartridge to deliver vaporized nicotine to users. Although the
cost of many of these products typically ranges between $50 and. $100, there are a growing
number of cheaper brands. In fact, some starter kits cost as little as $20 and single use
packaging has become available at even lower prices. Many of these devices may be
refilled with new nicotine cartridges purchased separately. Additionally, e-liquid products
allow the user to refill the spent cartridge with drops ofliquid nicotine solution (shown at
right).

Vaporizer\
If T ìl~~

Caryidge

.I
Mouthpiece
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While e-cigarettes are the most commonly marketed variety of unapproved nicotine delivery
device, others include nicotine lollipops (a lollpop laced with nicotine created and sold generally
by a compounding pharmacy), nicotine wafers (dissolvable tablets with nicotine that have not
been shown to be safe or effective cessation aids), and nicotine water (bottled water with nicotine
that is marketed as a homeopathic remedy). None of these products have undergone FDA
review.

Findings of Product Harm: The US. Food and Drug Administration (FDA) warns that e-
cigarettes may be harmful to adults. This warning is based on testing of e-cigarette samples that
were found to contain ingredients known to be toxic to humanst. The FDA's report2 on analysis
of electronic cigarette cartridges from the two leading brands revealed the following:

· Diethylene glycol, an ingredient used in antifreeze and toxic to humans, was found in one
cartridge.

· Certain tobacco-specific nitrosamines which are human carcinogens were detected in half

ofthe samples tested.

· Tobacco-specific impurities suspected of being harmful to humans~anabasine, myosmine,
and ß-nicotyrne-were detected in a majority of the samples tested.

· The electronic cigarette cartridges that were labeled as containing no nicotine had low
levels of nicotine present in all cartridges tested, except one.

· Three different electronic cigarette cartridges with the same label were tested and each
cartridge emitted a markedly different amount of nicotine with each puff. The nicotine
levels per puff ranged from 26.8 to 43.2 mcg nicotine/I 00 mL puff.

· One high-nicotine cartridge delivered twice as much nicotine to users when the vapor from
that electronic cigarette brand was inhaled than was delivered by a sample of the nicotine
inhalation product (used as a control) approved by FDA for use as a smoking cessation aid.

An additional study published in the December 2010 issue of the American Journal of Public
Health found similar results to the FDA testing and concluded that the electronic nicotine
delivery devices tested so far have demonstrated "poor quality control; toxic contaminants, albeit
at low levels; misrepresentation of the nicotine delivered; and insuffcient evidence ofthe overall
public health benefit,,3.

These products are concerning because clinical studies about the safety and efficacy for their
intended use have not been submitted to the FDA. For this reason, consumers currently have no
way of knowing:

· whether e-cigarettes are safe for their intended use;
· what types or concentrations of potentially harmful chemicals the products contain;
· what dose of nicotine the products contain4.

In addition to product testing, the FDA has conducted a review of approximately 700 e-cigarette
products and their related marketing materials5. This review concluded that the products were
combination drug-device products whose legal sale is subject to the approval of the FDA under
the Federal Food, Drug, and Cosmetic Act (FDCA). In September 2010, the FDA issued a letter
to the Electronic Cigarette Association advising it that firms which introduce electronic
cigarettes into the marketplace will have to comply with the FDCA, including the drug approval
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process, and invited electronic cigarette firms to work in cooperation with the FDA "toward the
goal of assunng that electronic cigarettes sold in the United States are lawfully marketed,,6.
Currently, no electronic cigarette manufacturers have applied to undergo FDA approval
processes.

E-cigarettes and youth: The FDA has raised concerns that e-cigarettes, which are often marketed
in appealing flavors, can increase nicotine addiction among young people and may lead youth to
try conventional tobacco products? Unlike tobacco products, there is currently no regulation
prohibiting the sale of these nicotine products to youth. Indeed, a recent investigation in
Spokane County found that 28 of 31 retailers sold e-cigarettes to minors attempting to purchase
them8. Locally, these products have been seen for sale at mall kiosks, tobacco shops, and most
recently at 7-Elevens.

Impact of Enforcement of Smoking in Public Places Regulation: Public use of these products has
increased with wider availability. E-cigarettes are designed to mimic cigarettes in shape, size and
color. E-cigarettes also mimic the appearance of regular cigarettes because the user exhales a
smoke-like vapor similar in appearance to the exhaled smoke from a cigarette. For these
reasons, the use of an e-cigarette in public is virtually indistinguishable from the use of
traditional tobacco products in public, prompting confusion and concern by the owners of those
establishments who seek to comply with the Smoking in Public Places Regulations. Public
Health uses a complaint-driven enforcement process and cannot determine from a complaint if
the complainant witnessed e-cigarette or cigarette smoking.

An additional consequence of the products' resemblance to cigarettes is that dunng Public
Health enforcement inspections, inspectors have seen that the use of e-cigarettes in places
protected from smoking increases the likelihood that people will break the law by lighting up
cigarettes because they see what appears to be someone smoking. Ultimately, the use of e-
cigarettes in smoke-free locations threatens to undermine compliance with smoking regulations
and reverse the progress that has been made in setting the social norm that smoking is not
allowed in public places and places of employment.

Other Junsdictions: Several local junsdictions (Somerset, MA and Suffolk County, NY) and
states (Minnesota, New Hampshire, New Jersey and California) have enacted laws regulating e-
cigarettes. These laws generally ban the sale of e-cigarettes to minors, prohibit their use in
places where smoking is restncted, and/or forbid the free sampling of e-cigarettes. When New
Hampshire was considenng e-cigarette legislation, the Electronic Cigarette Association wrote a
letter strongly supporting restnctions on sales to minors but opposing prohibitions on public use9.

Enforcement of Proposed Regulations: The proposed regulations will be enforced using the
current system that is in place for enforcement of laws relating to cigarettes. Public Health
inspectors will, for example, conduct youth compliance checks on electronic cigarette vendors at
mall kiosks and other known locations.
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ANALYSIS OF PROPOSED REGULATION 10-04

Three revisions to Title 19 have been identified by the BOR Tobacco Policy committee as
improvements that would help prevent youth initiation of electronic smoking devices and
unapproved nicotine delivery devices and remove complications to the enforcement ofthe highly
successful Smoking in Public Places regulation.

1. Restrict the sale of electronic smoking devices and unapproved nicotine delivery devices to
adults 18 years of age or older. These products may appeal to youth because of their high-
tech design, easy availability, and the wide array of flavors including chocolate, vanilla and
mint. Restricting sales to adults reduces the risk of youth initiation.

2. Prohibit providing free (sampling) or heavily discounted electronic smoking devices or

unapproved nicotine delivery products. Free or heavily discounted samples are highly likely
to end up in the hands of youth. As seen in other jurisdictions, limiting the marketing of
these products by restricting sampling and high discounts further decreases youth availability
and initiation of these products.

3. Prohibit the use of electronic smoking devices in places where smoking is prohibited by law.
By prohibiting the use of electronic cigarettes in public places and places of employment, the
proposed regulation removes the complications that these products have created for both
tobacco inspectors and liable business operators in code enforcement. The code change also
protects the current social norms around smoking in public.

ATTACHMENTS
1. Proposed Rule and Regulation

i Summary of Results: Laboratory Analysis of Electronic Cigarettes Conducted by FDA. Accessed at:

http://www.fda.gov/NewsEvents/PublicHealthFocus/ucml 73 J46.htm on J l/29/l 0, attached hereto as Exhibit A.
2 Final Report ofE-Cigarette Analysis. Accessed at: http://www.fda.gov/downJoads/Drugs/ScicnccRcsearch/UCM173250.pdf 011

12IG/lO, attached hereto as Exhibit B.

3 Cobb et a1. Novel Nicotine Delivery Systems and Public Health: The Rise of 

the "E-Cigarette." Am J Public Health 100 (12):

2340, attached hereto as Exhibit C.
4 FDA warns of health risks posed bye-cigarettes. Accessed at:

http://www.fda.gov/downloads/ForConsumers/ConsumerUpdates/UCM i 73430.pdf on 12/3/10, attached hereto as Exhibit D.
5 Neal, Scott. Personal Communication with FDA staff. 10/20/10.

6 FDA Warning Letter to Electronic Cigarette Association. Accessed at:

http://www. tèa. gOY / downioads/Drugs/Gilid aflç;~Q!1iii!!l"-~ldLatorvl!lformati 01J/UCM225 263. pdf on 12/2/l 0, attached hereto

as Exhibit E.

7 Consumer Update: E-Cigarettes: Questions and Answers. Accessed at:

http:ì/www.fda.gov/ForConsumers!ConsumerLJpdates/ucm2252 I O.htm on ¡ J/291 i 0, attached hereto as Exhibit F.
8 Spokane County Board of Health meeting minutes. 7/15/20 i 0 attached hereto as Exhibit G.

9 Letter from Electronic Cigarette Association attached hereto as Exhibit H.
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KING COUNTY 1200 King County Courthouse

516 Third Avenue

Seattle, W A 98104

King County
Signature Report

December 8, 2010

R&R

Proposed No. BOHIO-04.1 Sponsors

1 A RULE AN REGULATION relating to electronic

2 smoking devices and unapproved nicotine delivery

3 products and adding a new chapter to BOH Title 19;

4 enacted pursuant to RCW 70.05.060 and 70.160.080,

5 including the latest amendments or revisions thereto.

6 BE IT ADOPTED BY THE KIG COUNTY BOARD OF HEALTH:

7 SECTION 1. BOHC Title 19 is hereby amended to be entitled "TOBACCO

8 PRODUCTS, ELECTRONIC SMOKING DEVICES AND UNAPPROVED NICOTIN

9 DELIVERY PRODUCTS."

10 SECTION 2. Sections 3 through 14 of this rule and regulation should constitute a

11 new chapter in BOHC Title 19.

12 NEW SECTION. SECTION 3. Adoption as exercise of powers - construction

13 - purposes - intent.

14 A. This chapter is adopted as an exercise of 
the board of health powers of King

15 County to protect and preserve the public peace, health, safety and welfare. Its

16 provisions shall be liberally construed for the accomplishment of these purposes.

17 B. It is expressly the purpose ofthis chapter to provide for and promote the

18 health, safety and welfare of the general public, and not to create or otherwise establish or

1
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19 designate any particular class or group of persons who wil or should be especially

20 protected or benefited by this chapter.

21 C. It is the specific intent of this chapter to place the obligation of complying

22 with its requirements upon the owner of each establishment within its scope, and no

23 provision or term used in this title is intended to impose any duty whatsoever upon King

24 County or any of its officers or employees, for whom the implementation or enforcement

25 of this title is discretionary and not mandatory.

26 D. Nothing in this chapter is intended to be or shall be construed to create or form

27 the basis for any liability on the part of King County, or its offcers, employees or agents,

28 for any injury or damage resulting from the failure of any person subject to this chapter to

29 comply with this chapter, or by reason or in consequence of any act or omission in

30 connection with the implementation or enforcement ofthis chapter on the part of King

31 County by its officers, employees or agents.

32 NEW SECTION. SECTION 4. Citation and reference to chapter. This

33 chapter may be cited and referred to as the "Restriction on Sale, Use and Availability of

34 Electronic Smoking Devices and Unapproved Nicotine Delivery Products."

35 NEW SECTION. SECTION 5. Findings. The Board of Health finds that the

36 emergence of new, unregulated electronic smoking devices and unregulated nicotine

37 delivery products presents a threat to the public health.

38 Electronic smoking devices, commonly referred to as electronic cigarettes or e-

39 cigarettes, are battery operated devices that closely resemble cigarettes, although they do

40 not contain tobacco. People who use electronic smoking devices inhale vaporized liquid

2
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41 nicotine, or other liquids, created by heat through an electronic ignition system and

42 exhale the vapor in a way that mimics smoking.

43 In addition to electronic smoking devices, other unregulated nicotine delivery

44 products have recently emerged on the market. These include bottled water products

45 containing nicotine, sometimes referred to as "nico-water," and nicotine lollipops that

46 taste and look exactly like regular candy lollipops but contain nicotine.

47 The United States Food and Drug Administration has conducted laboratory tests

48 on numerous brands of electronic smoking devices and found that they contained toxic

49 chemicals and carcinogens in addition to nicotine. Although some electronic smoking

50 devices claim not to contain nicotine, there is no regulatory program to monitor this

51 assertion. The United States Department of Health and Human Services has concluded

52 that nicotine is as addictive as cocaine or heroin and is a highly toxic substance.

53 Electronic smoking devices and other unapproved nicotine delivery products have

54 a high appeal to youth due to their high tech design and availability in child-friendly

55 flavors like chocolate and strawberr. They also present a substantial risk of nicotine

56 addiction and resultant harm to the public health and safety. In addition, the use of

57 electronic smoking devices in public places and places of employment returns smoking to

58 the public consciousness, and complicates enforcement of the state and county laws

59 governing the smoking of tobacco products in public places.

60 NEW SECTION. SECTION 6. Definitions. As used in this chapter, the

61 following terms shall be defined as follows:

62 A. "Electronic smoking device" means an electronic or battery-operated device,

63 the use of which resembles smoking, that can be used to deliver nicotine or other

3
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64 substances to the person inhaling from the device. "Electronic smoking device" includes,

65 but is not limited to, an electronic cigarette, an electronic cigar, an electronic cigarillo, an

66 electronic pipe and an electronic hookah. "Electronic smoking device" does not include a

67 cigarette, as defined in RCW Chapter 82.24 or tobacco products, as defined in RCW

68 Chapter 82.26.

69 B. "Employer" shall have the meaning set forth in BOH 19.03.040.

70 C. "Minor" means any person younger than eighteen years old.

71 D. "Person" means any natural person, individual, corporation, unincorporated

72 association, proprietorship, firm partnership, joint venture, joint stock association or other

73 entity of business of any kind.

74 E. "Place of employment" shall have the meaning set forth in BOH 19.03.040.

75 F. "Public place" shall have the meaning set forth in BOH 19.03.040.

76 G. "Seller" means any person who sells, distributes with an economic or a

77 business purpose, offers for sale or does or offers to exchange for any form of

78 consideration, electronic smoking devices or unapproved nicotine delivery products.

79 F. "Unapproved nicotine delivery product" means a product containing or

80 delivering nicotine intended or expected for human consumption, or any part of such a

81 product, that is not a cigarette, as defined by RCW 82.24.010, or a tobacco product, as

82 defined by RCW 82.26.010, and that has not been approved or otherwise certified for sale

83 by the United States Food and Drug Administration as a tobacco use cessation product, or

84 for other medical purposes.

85 NEW SECTION. SECTION 7. Age identification requirement. Each seller

86 shall verify by means of photographic identification listed in RCW 70.155.090 that no

4
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87 person purchasing electronic smoking devices or unapproved nicotine delivery devices is

88 younger than eighteen years old, except that no such verification is required for any

89 purchaser over twenty-six years old.

90 NEW SECTION. SECTION 8. Sale to minors prohibited.

91 A. No person shall sell, give or furnish, or cause or allow to be sold, given or

92 furnished, electronic smoking devices to a minor unless those products have been

93 approved or otherwise certified for legal sale by the United States Food and Drug

94 Administration and approved for use by minors, and the products are being sold, given or

95 otherwise furnished pursuant to that approval and in full compliance with any related

96 Food and Drug Administration rules, regulations or other requirements.

97 B. No person shall sell, give or furnish, or cause or allow to be sold, given or

98 furnished, unapproved nicotine delivery devices to a minor.

99 C. It is a defense to a prosecution for violation of this section that the person

100 making the sale, gift or otherwise furnishing the product reasonably relied on any of the

101 officially issued identifications listed in RCW 70.155.090 showing that the purchaser or

102 recipient was at least eighteen years old.

103 NEW SECTION. SECTION 9. Sampling prohibited. No manufacturer, seller

104 or distributor of electronic smoking devices or unapproved nicotine delivery products

105 shall:

106 A. Give, or cause or allow to be given, an electronic smoking device or

107 unapproved nicotine delivery product to any person at no cost or at nominal cost; or

108 B. Permit the use of an electronic smoking device or unapproved nicotine

109 delivery product at no cost or at nominal cost in any public place or place of employment.

5
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110 NEW SECTION. SECTION 10. Coupons. To help prevent minors from

111 accessing electronic smoking devices or unapproved nicotine delivery products, no

112 person shall give or distribute electronic smoking devices or unapproved nicotine

113 delivery products to a person by a coupon if the coupon is redeemed in any manner that

114 does not require an in-person transaction in a retail store.

115 NEW SECTION. SECTION 11. Mechanical sales restricted. No person shall

116 sell or permit to be sold electronic smoking devices or unapproved nicotine delivery

117 products through any device that mechanically dispenses such products unless the device

118 is located fully within premises from which minors are prohibited or in industrial

119 worksites where minors are not employed and not less than ten feet from all entrance or

120 exit ways to and from each premise.

121 NEW SECTION. SECTION 12. Use of electronic smoking devices prohibited

122 in public places and places of employment. Owners, or in the case of a leased or rented

123 space the lessee or other person in charge, shall prohibit the use of electronic smoking

124 devices in public places and places of employment.

125 NEW SECTION. SECTION 13. Enforcement - regulations.

126 A. The director is authorized to enforce this chapter in accordance with BOR

127 chapter 1.08 and consistent with subsections B. and C. of this section.

128 B. The civil penalties that may be imposed on sellers for violations of this chapter

129 shall be assessed as follows:

130 1. For a violation of section 7 of this rule, a penalty of fifty dollars for the first

131 violation and one hundred dollars for each subsequent violation.

132 2. For a violation of section 8 of this rule:

6
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133 a. A penalty of one hundred dollars for the first violation within any two-year

134 period;

135 b. A penalty of three hundred dollars for the second violation within any two-

136 year period;

137 c. A penalty of one thousand dollars for the third violation within any two-year

138 period; and

139 d. A penalty of one thousand five hundred dollars for a period of twelve

140 months for the fourth violation within any two-year period;

141 3. For a violation of section 9 of this rule, a penalty in the amount of three

142 hundred dollars for each violation;

143 4. For a violation of section 10 of this rule, a penalty in the amount of one

144 thousand dollars for each violation;

145 5. For a violation of section 11 of this rule, a penalty in the amount of one

146 hundred dollars for each day upon which the violation occurred; and

147 6. When violations of section 12 of this rule occur, a warning shall first be given

148 to the owner or other person in charge. Any subsequent violation is subject to a civil

149 penalty of up to one hundred dollars. Each day upon which a violation occurs or is

150 permitted to continue constitutes a separate violation.

151 C. The director may reduce or waive the penalties in this chapter if the elements

152 of proof are inadequate or if there are mitigating circumstances. Mitigating

153 circumstances may include, but are not limited to, an exercise of due diligence by a seller.

154 Further, the director may exceed penalties in this chapter based on aggravating

155 circumstances.

7
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156 NEW SECTION. SECTION 14. Applicabilty. This chapter applies to the sale

157 and distribution of all electronic smoking devices and unapproved nicotine delivery

158 devices to the extent not preempted by federal law, including, but not limited to, the

159 regulation of those products by the United States Food and Drug Administration.

160 SECTION 15. Severabilty. If any provision of this rule or its application to any

8
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161 person or circumstance is held invalid, the remainder of the rule or the application of the

162 provision to other persons or circumstances is not affected.

163

KIG COUNTY COUNCIL
KIG COUNTY, WASHINGTON

Robert W. Ferguson, Chair
ATTEST:

Anne Noris, Clerk of the Council

APPROVED tils __ day of

Dow Constantine, County Executive

Attachments: None

9
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Exhibit A

u.s.
Home" News & Events" Public Health Focus

Summary of Results: laboratory Analysis of Electronic Cigarettes Conducted By FDA
· FDA conducted a preliminary analysis on some samples of electronic cigarettes and components from

two leading brands. Due to the variability among products, this analysis should not be used to draw
conclusions about what substances are or are not present in particular electronic cigarettes or brands of
electronic cigarettes.

· FDA's Center for Drug Evaluation, Office of Compliance purchased two samples of electronic cigarettes
and components from two leading brands. These samples included LS of the various flavored, nicotine,
and no-nicotine cartridges offered for use with these products. These cartridges were obtained in order
to test some of the ingredients contained in them and inhaled by users of electronic cigarettes.

· FDA's Center for Drug Evaluation, Division of Pharmaceutical Analysis (DPA) analyzed the cartridges from
these electronic cigarettes for nicotine content and for the presence of other tobacco constituents, some
of which are known to be harmful to humans, including those that are potentially carcinogenic or
mutagenic.

· DPA's analysis of the electronic cigarette samples showed that the product contained detectable levels
of known carcinogens and toxic chemicals to which users could potentially be exposed.

· DPA's testing also suggested that quality control processes used to manufacture these products are
inconsistent or non-existent.

· Specifically, DPA's analysis of the electronic cigarette cartridges from the two leading brands revealed
the following:

o Diethylene glycol was detected in one cartridge at approximately 1 %. Diethylene glycol, an
ingredient used in antifreeze, is toxic to humans.

o Certain tobacco-specific nitrosamines which are human carcinogens were detected in half of the
samples tested.

o Tobacco-specific impurities suspected of being harmful to humans-anabasine, myosmine, and ß-
nicotyrine-were detected in a majority of the samples tested.

o The electronic cigarette cartridges that were labeled as containing no nicotine had low levels of
nicotine present in all cartridges tested, except one.

o Three different electronic cigarette cartridges with the same label were tested and each cartridge
emitted a markedly different amount of nicotine with each puff. The nicotine levels per puff ranged
from 26.8 to 43.2 mcg nicotine/iOa mL puff.

o One high-nicotine cartridge delivered twice as much nicotine to users when the vapor from that
electronic cigarette brand was inhaled than was delivered by a sample of the nicotine inhalation
product (used as a control) approved by FDA for use as a smoking cessation aid.

Links on this page:
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DEPARTMENT OF HEALTH & HUMAN SERVICES
Food and Drug Administration

Center for Drug Evaluation and Research
Division of Pharmaceutical Analysis

St. Louis, MO 6310 1
TeL. (314) 539-3869

Date: May 4, 2009

To: Michael Levy, Supervisor Regulatory Counsel, CDER, Offce of Compliance, Division

of New Drugs and Labeling Compliance

From: BJ. Westenberger, Deputy Director, CDER/OPS/OTR, Division of Pharmaceutical
Analysis

Subject: Evaluation of e-cigarettes

Background: The Center for Drug Evaluation and Research through the Offce of Compliance
(OC) has requested that the Division of Pharmaceutical Analysis (DP A) evaluate two brands of
electronic cigarettes (e-cigarettes) for nicotine content and other impurities. An e-cigarette is
advertised as an alternative to smoked tobacco products. It is a battery-powered device that
provides inhaled doses of nicotine by delivering a vaporized propylene glycoVnicotine mixture
as shown in Figure 1. The Center is concerned that in addition to nicotine delivery, the vapor
may also provide other potentially harmful volatile components. DP A was asked to quantitate
the amount of nicotine present in each brand and to evaluate each brand for the presence of
tobacco specific nitrosamines (TSNA), certain tobacco specific impurities, ethylene glycol (EG)
and diethylene glycol (DEG).

Test Products: Njoy e-cigarette (Reference 1) with various cartridges

Smoking Everywhere Electronic Cigarette (Reference 2) with various cartridges

Nicotrol Inhaler, i Omg cartridge was used as a control for some test methods

Conclusions: Nicotine is present in both products. The Smoking Everywhere Electronic

Cigarette cartridges listed as containing no nicotine in some cases had very low amounts of
nicotine present. Tobacco specific nitrosamines and tobacco specific impurities were detected in
both products at very low levels. DEG was identified in one cartridge, Smoking Everyhere 555
High. See Table 1 for results of analyses of entire cartridges after extraction.

A sparging apparatus (see figure in Attachment A) and headspace GC (HS-GC) analysis were
utilized to simulate actual use of these products. With the sparging apparatus, nicotine was
detected in cartridges claiming to contain nicotine and quantitated by LC-UV; cotinine was also
found in some products by this procedure. Repeat testing of 3 different cartridges with the same
label (menthol high) gave varying results from 26.8 to 43.2 mcg nicotinellOO mL puff. HS-GC
detected nicotine in both products and ß-Nicotyrine was detected in all Njoy cartridges (see
Table 2).

DPATR-FY-09-23 Page 1 of 8 5/4/2009
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Experimental: See Attachment A for further experimental details.
· Nicotine content was analyzed by HPLC-UV and GC-MS. Quantification was done by

HPLC-UV using two different extractions: a methanol extraction, and a 10% acetonitrile/
1 % phosphoric acid in water extraction.

· Tobacco specific impurities and diethylene glycol were analyzed by GC-MS.
· Diethylene glycol presence was confirmed with proton NMR.

· Detection of nicotine and tobacco specific impurities during use of these products was
estimated by simulating use temperatures and analyzing volatiles using head space GC-
MS (HSGC-MS) and utilizing a sparging apparatus (see figure in attachment).

Results and Discussion:
Whole Cartridge: Nicotine content by HPLC-UV
Results, similar for both methanol extraction and 10% acetonitrile/1 % phosphoric acid in water
extractions, are shown in Table 1.

Whole Cartridge: Tobacco Specifc Nitrosoamines by LC-MS/MS
The four major TSNAs include: N-nitrosonicotine (NN), N-nitrosoanabasine (NAB), N-
nitrosoanatabine (NA T) and 4-(methylnitrosamino )-1-(3-pyridyl)-1-butanone (NN) were
analyzed for using LC-MS/MS and the results are shown in Table 1.

Whole Cartridge: Tobacco Specifc Impurities by GC-MS and GC-MS/MS
Nicotine was detected in both products in all cartridges including samples identified as
containing no nicotine. Samples were screened for possible tobacco specific impurities: cotinine,
nicotine-N-oxide, nomicotine, anatabine, anabasine, pseudooxynicotine, myosmine, ß-
nicotyrine, and I-methyl-3-nicotinoylpyrro1idine (MNP). Nicotine-N-oxide, nomicotine,
anatabine, pseudooxynicotine and MN were not observed in any of the samples. Results from
cotinine, anabasine, myosmine, and ß-nicotyrine are shown in Table i.

Whole Cartridge: Diethylene Glycol by GC-MS
Diethylene Glycol was detected in one sample (Smoking Everywhere 555 High cartridge) at
approximately 1 %.

Simulated Use: Nicotine and tobacco Specifc Impurities by Head Space GC-MS (HSGC-MS)
and sparging apparatus
HSGC is likely to be less sensitive than the GC-MS technique that takes advantage of injecting
all of the soluble components and then volatilizing them at 280°C; however, the head space
analyzer can be set to a specific temperature to mimic what may be volatilized during use of the
products.

The temperature of the heating element in each e-cigarette was determined by inserting a
thermocouple and then activating the e-cigarette by drawing air through it. These temperatures
ranged from 40 to 65°C. HSGC-MS analysis was conducted at 60°C to simulate the temperature
that would be encountered during activation of an e-cigarette. Nicotine was detected in both
products for all cartridges containing low, medium and high levels of nicotine but was not

DPATR-FY-09-23 Page 2 of8 5/4/2009
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observed in cartridges identified as containing no nicotine. Screening for the possible tobacco
specific impurities cotinine, nicotine-N-oxide, nornicotine, anabasine and myosmine was
negative. ß-Nicotyrine was detected in all Njoy cartridges but was not detected in the Smoking
Everywhere cartridges. The sparging apparatus was used to quantifY the amount of nicotine
released during use of these electronic cigarettes (Table 2). Levels found were consistent with
the labeling (low, medium and high); however, the cartridge labeled "no" still delivered some
nicotine. The cartridges labeled "high" delivered more nicotine than the approved Nicotrol

product. Repeat testing of 3 different cartridges with the same label (menthol high) gave varying
results from 26.8 to 43.2 mcg nicotinellOO mL puff.

References:
(1) http://www.niovtheÜ.eedom.com/

(2) http://www.smokingeverywhere.com/

(3) C.N. Man, L.H. Gam, S. Ismail, R. Lajis, R. Awang, J. Chromatogr. B 844 (2006) 322-327.

(4) S. S. Yang et aL., J. Chromatogr. A, 942 (2002) 33-39.

(5) USP 31/NF 26, Offcial 12/1/08-4/30/09 NF Monographs: Diethylene Glycol Monoethyl
Ether: Assay; pg 1126

til Struc/ureolan HElectl'onicCigal'(Jlle,~'

The cigarette body is an integrated structure consisting of stainless
steel shell. lihium ion battery assembly, smart chip and program
contrQlled circuits, atomization chamber and cartridge and so on. In the
front of it, there exists an t"lperating mode indicator.

Figure i: E-cigarette component diagram. Nicotine and/or other flavorants are housed in the
white cartridge shown at the left.

DPATR-FY-09-23 Page 3 of8 5/4/2009
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Exhibit B

Attachment A

Experimental Details:

Whole Cartridges: Detection and Quantitation of Nicotine by HPLC-UV
Smokeless tobacco cartridges were extracted and analyzed using two different procedures:

· Methanol extraction and USP analytical procedure: cartridge components were weighed,
extracted with methanol and reweighed. An aliquot of the methanol extract was diluted with
mobile phase and analyzed by HPLC-UV following USP 31 P 2801 Nicotine Transdermal
System Assay procedure.

.

Whole Cartridges: Analysis of Tobacco Specifc Nitrosamines by HPLC-MS/MS

Analysis was done using a variation of the method published by Wu, et aI. using HPLC-MSIMS 1.
As shown in Table 1, not all sample lots were available for analysis by LC-MSIMS as they were
consumed in other testing. Smokeless tobacco cartridges were extracted using 100 mM ammonium
acetate and analyzed for tobacco specific nitrosoamines (TSNAs). The four major TSNAs include:
N-nitrosonicotine (N), N-nitrosoanabasine (NAB), N-nitrosoanatabine (NA T) and 4-

(methylnitrosamino )-1-(3-pyridyl)-1-butanone (NK). While the published method is quite
sensitive for the TSNAs (i.e. LOQ's of approximately 40 pg/mL or 40 parts per trilion), it should be
noted that the extraction method used in that paper was for either finely ground tobacco or smoke
captured on glass fiber fiter pads. The matrix present in smokeless E-cigarette or NJoy cartridges is

a spiked propylene glycol matrix supported on a fibrous material contained in a plastic housing (i.e.
the inhaler component) as shown in Figure 1. The assumption was made that recovery of TSNAs
from the E-cigarette cartridge assembly was as good as that published by Wu, et aI., and quantitative.

For the extraction, the cartridge was removed from the inhaler unit/atomization chamber. The
fibrous material was removed from the cartridge using a pair of tweezers and both the fibrous
material and the white plastic housing were placed in an Ehrlenmeyer flask. The flask was weighed
and the weight of the fibrous material and white plastic housing were recorded. 10 mL of 100 mM
ammonium acetate and 100 ilL of internal standard solution were added to the flask and the contents
mixed on a flat-bed shaker for 30 minutes at ambient temperature. An aliquot of the solution was
analyzed by HPLC-MSIMS.

TSNAs in the extract were quantified using deuterated internal standards. Two molecular reaction
mechanisms (i.e. MRM's) were recorded for each TSNA: one for qualification and both for
quantification. MRM's for each TSNA are shown in table below. The sum of the intensities of
both molecular transitions was used to quantifY each TSNA. TSNA content is reported as weight of
TSNA per weight of nicotine /favor ant cartridge (ng/g).
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Exhibit B

MRM transitions for TSNAs
TSNA Primary MRM Qualifier MRM
NAB 192.1 to 162.1 192.1 to 133.1

NAT 190.1 to 160.2 190.1 to 106.1

NNK 208.1 to 122.1 208.1 to 106.0

NNN 178.1 to 148.1 178.1 to 120.1 

I Wu, J., Joza, P., Sharifi, M., Rickett, W. Lauterbach, 1. Quantitative Method for the Analysis of

Tobacco-Specifc Nitrosamines in Cigarette Tobacco and Mainstream Cigarette Smoke by Use of
Isotope Dilution Liquid Chromatography Tandem Mass Spectrometry. AnaL. Chem., 80,2008,
1341-1345.

Whole Cartridges: Tobacco Specifc Impurity Analysis by GC-MS and GC-MS/MS
An aliquot of each methanol extract prepared in the Detection and Quantitation of Nicotine by
HPLC-UV analysis was transferred to a vial for GC-MS analysis. Samples were initially screened
on an Agilent 6890 with a 5975 MSD operated in full scan mode using the method published by
Man et al (Reference 3). Samples containing peaks of interest were then analyzed on a Varian 320
Triple Quad GC-MS in either single reaction monitoring mode (SRM) or multiple reaction
monitoring mode (MR) due to their increased sensitivity and selectivity. An Extracted Ion
Chromatogram (EIC) looking for each impurity was obtained by individually extracting a main
fragment ion for that impurity from the full scan chromatogram. Peak spectra were then compared
to spectra from the NIST 05 Mass Spectral Library. All samples containing impurity peaks with
spectral library matches to cotinine, anabasine, myosmine, and ß-nicotyrine were than analyzed on a
Varian 320 Triple Quad GC-MS in either single reaction monitoring mode (SRM) or multiple
reaction monitoring mode (MR). Identifications were based on retention time and mass spectra
comparison to external standards.

Whole Cartridges: Diethylene Glycol
An aliquot of each methanol extract prepared in the Detection and Quantitation of Nicotine by
HPLC-UV analysis was transferred to a vial for GC-MS analysis. Samples were screened on an
Agilent 6890 with a 5975 MSD operated initially in full scan mode and later in SIM mode using the
chromatographic parameters from a USP monograph procedure (Reference 5). Quantitation was
performed using an external standard. The presence of diethylene glycol was confirmed in this
sample by proton nuclear magnetic resonance spectroscopy by dissolving 10mg of the cartridge
liquid in500mg ofD10 and taking a spectrum on a 500 MHz NMR.

Simulated Use: Nicotine and Impurity Analysis by HSGC-MS
The cartridge contains a fiber plug within a cup. Both cup and fiber plug were placed in the same
headspace vial for analysis. Compounds were identified by NIST library with greater than 90%
match. Instrument parameters are detailed below.

CombiPal Headspace autosampler parameters:
Incubation: 60°C for 15 minutes, syringe: 2000mcL gas aliquot at 145°C,
Agitation: 250RPM, syringe fill and injection speed: 100mcL/s

DP A TR-FY -09-23 Page 7of8 5/4/2009
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Agilent 6890 Gas Chromatograph parameters (Reference 4):
Column: HP-5MS (5% diphenyl, 95%dimethyl), 15m, 0.25mm rD, 0.25 micron thickness
Temperature program: 40 ° C hold 3 min, 6 ° Clmin to 300 ° C hold 3 min, runtime: 50 minutes
Splitless injection, injector port at 280 ° C, carrier gas: helium at 0.5mL/min

Agilent 5975B inert XL EIICr MSD parameters:
Solvent delay: 1.2 min. voltage: i 705.9, low mass: 25.0, high mass: 350.0
MS quad at 150°C, MS source at 230°C, scan mode

Simulated Use: Sparging Apparatus: Determination of nicotine/l OOmL puff: trapping of nicotine
and related compounds released from activation of e-cigarette

Trapping device consisted of a 150 ml gas washing bottle with sparger (see photo below). A
magnetic stirring bar was added to the gas washing bottle along with 50 ml of extraction solution.
Extraction solution was prepared by mixing 100 ml of acetonitrile, 1 1.5 g of phosphoric acid, and
800 ml of water. A draeger 100 cc hand pump was connected to the outlet ofthe gas washing bottle.
The e-cigarette device with the selected cartridge type was connected to the inlet to the gas washing
bottle via tygon tubing. The e-cigarette was butted directly up to the glass to avoid absorption. The
magnet stirrer was turned on. At one minute intervals 100 cc of air were drawn through the e-
cigarette into the gas washing bottle. The e-cigarette was observed to assure the LED lit indicating
that the flow rate was sufficient to activate the heater in the e-cigarette. After an appropriate number
of i 00 cc puffs were trapped in the gas washing solution, the sample was allowed to mix for 10
minutes and the glass tubing in the gas washing bottle was rinsed with the trapping solution back
into the gas washing bottle. The solution was mixed again and then sampled for analysis.
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Novel Nicotine

Delivery

Systems and

Public Health:

The Rise of the

"(-Cigarette"

2340 Editorials

Inhalation of smoke from burning
tobacco remains the most deadly

riky behavior in the United

States. For years, corporations
have sought alternative methods
to administer nicotine to the brain
without the hars of combustion

while retaing the immediate

rewarding aspects of cigarettes
that make them so profitable,

pleasurable, and addictive. 'rbe

latest attempt at reduced harm
products is a heterogeneous col-

lection of battery-driven inhalers
tenned by the World Health Or-
ganization (WHO) as electronic
nicotie delivery systems (ENDS)I'

or more popularly as electronic
cigarettes or e-cigarettes. 'Ibese

devices pose signcat chalenges
to the public health commumty

because their distribution and use
have become widespread in the
Umted States wilIe sirmùtaeously
evading most reglatory strctures.

fftiately, these devices force

a close consideration of how the
heath and regulatory system eval-

uates clai 0 f safety and han
reduction in a dynarc, consumer
driven environment to ensure the
broad protection of public health.

No stadard defimtion of ENDS

exits; dierent manufacturs use
diferig designs and incorporate

a rage of ingrdients. Thus,

a chalenge to consumers, re-

searchers, regulators, and policy-

makers is that specifc attbutes

identied for any given ENDS

brad may not apply to other

brads. Three charcteritics,
however, appear common: (i)
a cardge containg a humectat

caer, such as propylene glycol,

and oftn with nicotie in solution
in diferent conæntrtions but no
tobacco per se; (2) a tube into

which the caridge is inserted and
through wilch the lIer inhales;
and (3) a battery powered heating

element across wilch the solution
is drawn, causing the humectat to

vaporie, fonnirig a mist. Distrbu-

tors also sell bottes of "juice" to

refill carridges with solutions that
ca contain high concentrations of

nicotine and other substaces.

Currently, the regulatory statu

of these devices remains in limbo

in the United States. The Family
Smokig and Tobacco Control
Act of 20091b (HR 1256), pro-
vides for a new regulatory path-
way for reduced har products

through the Food and Drug Ad-

mintration (FDA) Center for

Tobacco Products (CTP), but me-

dicinal nicotine products remain
regulated through the FDA Cen-

ter for Drug Evaluation and
Research (COER). The CTP has
a mandate to evaluate health

clais provided by manufac-

turers, but inherent in the concept
of har reduction is a process of

premarket evaluation and the de-
monstrble absenæ of unitended
consequences on both health and
behavior at individual and popu-
lation levels.2 Historicaly, tobacco
companies have marketed ora and

other nonc:mbustible tobacco

product purortng to reduce
han without actualy providing
evidence of such. In March 20lO,
RJ Reynolds was found lible for
falely claig han reduction for

the Eclipse cigarette-a predeces-

sor of ENDS that delivered nico-

tie in a heated glycol solution

drawn though a tobacco plug?
Until recently, attempts to

market nicotine products outside
of medicinal nicotie replacement
therapy (NRT) were subject to

regulatory hurdles. Products were
either regulated (i.e., FDA ap-

proved) cessation aids, such as the
nicotie patch, or clearly tobacco-

based and unregulated, such as
Eclipse. Nonpharaceutical prod-

ucts containg nicotine (such as
lollipops and water) have been
rapidly removed from the market
with little controversy. In general,

Exhibit C

addiction liability and physio-
logical harm are greatest with in-

haled toba= smoke and least
with medicial NRT products.2 In

ciarett and other toba= prod-

uct, the maum dose of nicotie
is lite by conæntrtions avaible

in a fixc'C amollt of toba=. Al-
though a ciett may conta

a hiWy toxic dose of 1 0-15mg of
mcotie, serious poisonig is ra
becalle preystemic metabolim

and spontaeoll vomitig limits the
systemic absrption of mcotie in

swalowed tooo=.4 'Ibes upper

lits may not apply to mcotie in

lù conæntrtions in ENDS or refi

"juiæ" bottes if ined, swaowed,
or spiled on the ski. "lbus, ENDS

may intruæ a new set of riks
simar to those in nicotie-based

peticides and not normy present
in leaf toba= produc1s.

WHAT REALLY MATTERS
TO THE PUBLIC HEALTH
COMMUNITY?

Cigaretts remai a major

source of preventable mortty.
An alternative to smoking that
reduces exposure to toxis from
tobacco comblltion may be an
acceptable strategy for hai
reduction, provided it is evaluated
on a premarket basis and intro-

duces no new deleterious effects

on either health or unintended
changes in patterns of tobacco use
behavior in the broader context of

public health.2,5 In adopting a

har-reduction language, manu-

facturers have promoted ENDS as
an alternative to cigaretts rather

than as a cessation aid, although

ENDS are presumably lIed for
cessation despite the absence of
effcacy data. One manufacturer's

lawyer stated: "we don't want
peopte weaned off the e-cigarette,
we want them smokig it as long
as they smoked regular ciga-

rettes.,,6 Proponents have claimed
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that ENDS are logically safer than

cigarettes since they avoid or re-
duce most of the cacinogens from
tobacco, paricularly its combus-
tion5,7 Despite clai, the novel

construction of ENDS has raied

new chalengig concerns of other
potential riks, including appeal to

and addiction of chidren (espe-

cially when flavors lie strawberry
or chocolate are added), displace-

ment of effective cessation, long-
term inhalation of propylene
glycol, cherrca contamiation,
uncontrolled levels of nicotie,
mileading adverting of contents,
vanable nicotie delivery leading

to unclear absoiption mechanics or
even potentialy lethal systemic
delivery, and accidenta ingestion

by young chidren because ENDS
and 'Juice" ar generay not sold

in chid resistat contaers, are
readily obtaed vi the Internet,
and, for some refill kits, even come
with a syrge,

WHAT DO WE CURRENTLY
KNOW?

Based on FDA testig8 and in-
dependent tetig of 2 ENDS
brands by our grup (Georgetown/

Sceder Intitute; fu report
available on request), we know

that despite claims, nicotine

varies across manufacturers, de-
vices, cartridges, and even puffto
puff. Such variations make gen-
eralizations of any testing results
diffcult; nonetheless we found
the nicotine in the tested ENDS

cartridges was 3- to 5-fold less
than claimed (Table 1) Ulti-
mately, the nicotine in the de-

livered vapor in the products
tested is a fraction of that in the
cartridge, and plasma testing
suggests that current designs

produce little systemic delivery
of nicotine,8-10 This outcome

may stem from any number of
reasons; our testing of one de-
vice demonstrated an abrupt fall-

off in deli very after the first 10
puffs, possibly from a rectifiable
manufacturing defect, such as
inconsistent current delivery.

Triggering lag time from the
pressure sensor or heating ele-

ment may produce a nonlinear
delivery curve per puff, causing

shorter test puffs to have low
nicotine delivery and deeper in-
halations to have much more.

The pH of the delivered solution
may result in an ionized form of
nicotine that is slowly absorbed
through the tissue membranes,
delaying uptake. At minimum,
the variability in tested ENDS
indicates poor quality control, so

TABLE 1-Summaryof ENDS (E-Cigarette) Nicotine Testing

their addiction liability remains
unclear.

Based on products tested, our
results and the FDA'sB confirm

a manufacturer-sponsored stud/1

demonstrating tobacco specifc

impurties and nitrosaines in ca-

trdges at much lower levels th

those found in cigarette smoke.
Potentialy concerning, and consis-
tent with poor quality control was
the presenæ of humectats other
than propylene glycol-in our cae,

gtyceri, and for the FDA 8 dieth-

ylene glycol. The latter has a his-
tory of mass poisonings and death

when inadvertntly substituted for
propylene glycol in consumer
products12 The additional pres-
enæ of irtats, solvents, genotox-

ins, and animal caciogens (e.g.,
butyl aætate, diethyl canate,
benzoic acid, quioline, dioctyl
phthalate 2,6-dethyl phenol) is

of unclear signifcaæ but needs
furter consideration.

REGULATION,
AND POLICY
IMPLICATIONS

Although the tested ENDS de-
livered lower nicotie levels than

adverted, without regulatory
oversight there are no limits on

increasing the dose or probabilty

Nicotine/Cartridge' (mg) Nicotine/Pull (fig)

FDA Report, GU/SI,

Product Claim FDA ReportS GU/Sl Claim per 100.mL Puff per 35-mL Puff

Smoking Everyhereb 16 5.98 3.23 :'0.5 NA 31.5 Not tested

Njoy' 18 6.76 4.07 :'0.54 NA 26.8-43.2 1.0 for puff i-io~ 0.3 for pulls 11-50

Nicotrollnhalerd 10 Not tested Not tested 50 15.2 Not tested

Note. ENOS ~electronic nicotine delivery system; FDA Report ~ US Food and Orug Administration ReportS; GU ~ Georgetown University

SI ~Schroeder Institute.

'We tested 3 cartridges from each manufacturer under ISO (International Organization for Standards) smoking conditions; extracts were

analyzed by gas chromatography by Arista Labs Inc. (Richmond, VA).
bSmoking Everyere Inc, Sunrise, FL.

eNjoy Inc, Scottsdale, PJ.

dPfzer Inc, New York, NY.

December 2010. voi 100, No. 12 American Journal of Public Health
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of accidenta ingestion. Aftermar-

ket selling of concentrated "juice"

is worrome; one supplier touts
a solution containing 54mg of

nicotine per mL (over 1.5 g per
30 mL bottle)13 Propylene glycol
is common in some oral and
topica products but has not been
studied rigorously for long-term

inhalational safety in humans.
Poor qualty control raies addi-
tional conæms about other possi-
bly lethal ingredients. Despite these

conærns, the regulatory status of

ENDS in the United States remais

unclear. After assei1g that ENDS

are drug deliery systems, the FDA
was met with a lawsuit14 The court

rug that ENDS are not drug

delivery devices is under appeal,
but the ruling is unclear about
whether ENDS should be regu-
lated by the fTIA's trditional

CEOR or the new CTP. Criticay,
despite the FDA acton, ENDS re-

main widely avaiable in the Uiúted

States,14 although through regua-
tion they have been effectively

banned in many other countres
such as Austria Canada, Sin-
pore and Bra owig to lack of
safety or effcacy data 5

The ENDS tested so far have
demonstrated poor quality control;

toxic contaants, albeit at low
levels; mirepresentation of the

nicotine delivered; and insufficient

evidence of overall public health
benefit Ongoing, rigorous safety

testig is needed, including deter-

miing real-world use pattern and
further laboratory testing across

device constructions to detennine

actual systemic nicotie delivery

and exposure to harmful constitu-

ents. We recognize a manufac-
turers desire to market their

product and advocates who say
ENDS are logically safer than cig-

arettes. However, to alow their
unregulated sale on presumption
is not protectg public health.

ENDS should be removed from the
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market and pernùtted back only if
and when it has been demonstrated
that they are safe, that their benefits

outweigh their hams to overall

public health, and that a compre-

hensive regulatory strcture has

been establihed under an ap-

proprite FDA diviion_ It is possible

that ENDS-like devices wi eventu-
ally provide safer alternatives to
smokig that do not increase youth
uptae, that foster cessation, and

that are less hamful 0 r addictive

than cigarettes_ U ntI then, health

and safety clai based on as-

sumptions are unacceptable. li
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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 to look like and to
be used in the same manner as con-
ventional cigarettes.

Sold online and in many shopping
malls, the devices generally contain
cartridges filled 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.D., com-
missioner of food and drugs.

The agency is concerned that
· e-cigarettes can increase nicotine

addiction among young people and
may lead kids to try other tobacco
products, including conventional
cigarettes, which are known to
cause disease and lead to prema-

ture death
· the products may contain ingredi-

ents that are known to be toxic to
humans

· because clinical studies about the
safety and efficacy of these products
for their intended iise ha ve not been

An e-cigarette inserted into its charger.
E-cigarettes are electronic devices used to deliver

nicotine to the user in vapor form.

FDA

FDA

Air is drawn through an e-cigarette during a laboratory procedure that simulates a
smoker taking a puff. The resulting vapor is tested.
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submitted to FDA, consumers cur-

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
in a July 22, 2009, phone conference
between Joshua M. Sharfstein, M.D.,
principal deputy commissioner of
food and drugs; Jonathan Winickoff,

M.D., chair of the American Academy
of Pediatrics Tobacco Consortium;
Jonathan Samet, M.D., director of
the University of Southern Califor-
nia's Institute 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 to use.

Of particular concern to parents is
that e-cigarettes are sold without any
legal age restrictions, and are avail-
able in different flavors (such as choc-
olate, strawberry and mint) which
may appeal to young people.

In addition, the devices do not con-
tain any health warnings comparable
to FDA-approved nicotine replacement
products or conventional cigarettes.

During the phone conference,
which was shared with the news
media, FDA announced findings from
a laboratory analysis that indicates
that electronic cigarettes expose users
to harmful chemical ingredients.

FDA's Division of Pharmaceutical

Analysis-part of the agency's Center

for Drug Evaluation and Research-
analyzed the ingredients in a small
sample of cartridges from two leading
brands of e-cigarette samples.

faA

An FDA chemist uses a device set to the same temperature as an activated e-cigarette.

This hetps determine what might be inhaled by users of these products.

One sample was found to contain
diethylene glycoL, a toxic chemical
used in antifreeze. Several other sam-
ples were found to contain carcino-
gens, including nitrosamines.

Agency Actions
FDA has been examining and detain-

ing shipments of e-cigarettes at 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-cigarettes in a case currently pend-
ing in federal district court.

FDA is planning additional activi-
ties to address its concerns about elec-
tronic cigarettes.

Meanwhile, health care profession-
als and consumers may report seri-

ous adverse events or product quality
problems with the use of e-cigarettes
to FDA through the MedWatch pro-
gram, either online at www.fda.gov/

SafetylMedWatchldefault.htm or by

phone at 1-800-FDA-1088. ~i

This article appears on FDA's
Consumer Updates page (www.fda.
gov l f'orConsumers lConsumerUpdatesl
default.htm), which features the latest
on all FDA-regulated products.

For More Information
FDA Press Release
www.fâa.govlNewsEventslNewsrooml
PressAnnouncementslucmI73222.htm

E-Cigarettes: FDA Web page
www.fda.govlNewsEventsl
PublicH ealthFocus lucm 172 906. htm
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Exhibit E

Food and Drug Administration
Silver Spring, MD 20993-0002

September 8, 2010

Mr. Matt Salmon
President
Electronic Cigarette Association
1401 K Street, N.W., Suite 600
Washington, DC 20005

Dear Mr. Salmon:

FDA today has taken enforcement action against five distributors of electronic cigarettes and
related components, for practices which violate various provisions of the Federal Food, Drug,
and Cosmetic Act (FDCA). The warning letters issued today involve violations of good
manufacturing practices, making unsubstantiated drug claims, and using the devices as delivery
mechanisms for active pharmaceutical ingredients like rimonabant and tadalafil.

FDA intends to regulate electronic cigarettes and related products in a manner consistent with its
mission of protecting the public health. FDA has determined that the electronic cigarette
products addressed in the warning letters described above, and similar products, meet the
definitions of both a drug and device under the Act and the definition of a combination product
in 21 C.F.R. Part 3, with a drug primary mode of action.' Firms which introduce these products
into the marketplace wil have to comply with the FDCA, including the drug approval process as
explained below. FDA invites electronic cigarette firms to work in cooperation with the agency
toward the goal of assuring that electronic cigarettes sold in the United States are lawfully
marketed.

The regulation of drugs in the United States (that are not part of FDA's Over-the-Counter Drug
Review) is governed by the New Drug Application (NDA) process. The NDA is the vehicle
through which drug sponsors formally propose that FDA approve a new pharmaceutical drug
product for sale and marketing in the United States. Prior to fiing an NDA, a firm submits to
FDA an Investigational New Drug application (IND) in order to lawfully gather data on
investigational products during animal studies and human clinical trials. 2

1 See 21 USC 321(g), (h), and (p). For further general information on the regulation of combination products, please

refer to the webpage for the Office of Combination Products at:
http:íí\\ww.fda.gov/ConibinationProducts/default.htm. Although the agency has been granted separate authority to
regulate tobacco products that are not drugs, devices, or combination products under the recently enacted Family
Smoking Prevention and Tobacco Control Act, the e-cigarettes that FDA addressed in the warning letters, and
similar products, meet the definitions in the Act for drugs and devices, with a drug primary mode of action.

2 Please refer to 21 C.F.R. § 312 and the following link for detailed information about the IND application process:

http:!íww\v.fda.goY/DrugsíDcvclopmcntApprova I Proccss/HowDrugsareDcycl opedandApprovedí/\pprovaIA pr i i cati
ons/lnvesti gationalN ew DrLlgIND A pp 1 i cati on! dCraLl It.litm#preIND
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Upon submission of an NDA for electronic cigarettes and any other similar or related article, and
the components thereof, the Center for Drug Evaluation and Research (CDER), one of the seven
Centers within the FDA, wil consult with other parts of the agency as needed, including the
Center for Devices and Radiological Health (CDRH) as part of the application review process for
these products.

Once the investigational phase is complete, the results may be submitted to FDA as a part of the
NDA. In addition to the results of animal studies and human clinical trials, the NDA must also
include proposed labeling, information about the active and inactive ingredients, clinical
pharmacology, and the manufacturing and packaging process.3

Points of contact at CDER for specific information on the IND and NDA processes as they relate
to electronic cigarettes and any other similar or related article, and the components thereof are as
follows:

1. Sara Stradley or Parinda Jani ofCDER's Division of Anesthesia, Analgesia, and
Rheumatology Products at 301-796-2280 or

2. Melissa Furness of CDER's Division of Nonprescription Clinical Evaluation at 301-796-0893

A firm may schedule a pre-IND meeting to foster early communications in order for the Review
Divisions to provide guidance on the data necessary to warrant IND submission.

In preparation for the meeting, we recommend that the company review any available literature
and other accessible data on the products and provide to the Review Division a short summary of
the studies and data that are available to support the safety and effcacy of the product for the
proposed uses. At the pre-IND meeting, the Review Division can provide advice on the quality
and amount of data that it would expect in the NDA. 4,5

Regarding the amount and quality of data that would be necessary to obtain approval of a new
drug, the agency issued guidance in 1998 concerning the amount and tye of evidence needed to
support effectiveness in an NDA. This guidance describes in some detail how we interpret the
statutory requirements for adequate and well-controlled studies. 

6

3 Please refer to 21 C.F.R. § 314 and the following link for detailed information about the NDA process:

http://www .fda. gOY /Drugs/DeyclopmentApproyaIProccss/HowDrugsareDeyclopcdandApproyed/ApprovalApp I icab
on siNew DrugAppl icationNTIAidefault.htm

4 The following link provides information on good meeting management practices and principles:

http://v.¡v,¡w. fda. gov /down loads/Oru gs/Gui danceCompli anceRegul atoryInformation/Guidances/U CM 0797 48. pd f

5 For further information about preparation for a productive Pre-IND meeting, please review the following link:

http://www.fda.goy/Drugs/DevelopmentApprovaIProcess/SmallBusinessAssistance/ucm069906.htm

6 The guidance, Guidance for Industry: Providing Clinical Evidence of Effectiveness for Human Drugs and

Biological Products, can be found at the following:
http://\VWW . fda. gOY i down loads/Drugs!GuidanceCompl i ance Regul atoryln fOD1iati on!Guidances/U C M07 8749. pd t

47



Exhibit E
Matt Salmon
Page 3

FDA notes that an NDA would need to provide information including: a description of the
chemistr of the drug substance and drug product, their manufacturing processes (which must
comply with FDA requirements for Good Manufacturing Practices) and their controls (including
in process and end product specifications); a description and characterization of the device; a
characterization of the pharmacokinetic delivery of nicotine, including site of absorption and
pharmacokinetic parameters associated with use at the recommended dosing level; non-clinical
toxicology studies to support the safety of the proposed route of administration (note that the
pulmonary route is considered a novel route of administration); any novel excipients and drug
substance/drug product impurities; and data from adequate and well-controlled clinical trials to
support the safety and efficacy of the product for the intended use.

If you propose your product for Over-the-Counter (OTe) use, you may need to perform
consumer studies (label comprehension and actual use studies) in addition to the above
mentioned efficacy studies in order to demonstrate that consumers can use these products
without a learned intermediary.

Please consider sharing this information with your members.

Sincerely,

Janet VVoodcock, M.D.
Director
Center for Drug Evaluation and Research
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Home ;, For Consumers ;, Consumer Updates

Consumers
E-Cigarettes: Questions and Answers
Search Consumer Updates

Get Consumer Updates by E-mail i

Consumer Updates RSS Feed 2

Q: What are electronic cigarettes?
A: Electronic cigarettes are products designed to deliver nicotine or other substances to a user in the form of
a vapor. Typically, they are composed of a rechargeable, battery-operated heating element, a replaceable
cartridge that may contain nicotine or other chemicals, and an atomizer that, when heated, converts the
contents of the cartridge into a vapor. This vapor can then be inhaled by the user. These products are often
made to look like such products as cigarettes, cigars, and pipes. They are also sometimes made to look like
everyday items such as pens and USB memory sticks, for people who wish to use the product without others
noticing.

Q: What concerns does FDA have regarding electronic cigarettes?
A: FDA has not evaluated any e-cigarettes for safety or effectiveness. When FDA conducted limited laboratory
studies of certain samples, FDA found significant quality issues that indicate that quality control processes
used to manufacture these products are substandard or non-existent. FDA found that cartridges labeled as
containing no nicotine contained nicotine and that three different electronic cigarette cartridges with the
same label emitted a markedly different amount of nicotine with each puff. Experts have also raised concerns
that the marketing of products such as e-cigarettes can increase nicotine addiction among young people and
may lead kids to try other tobacco products. Visit FDA's Electronic Cigarettes webpage 3 for additional
info rma tio n.

Q: What action did FDA take today on electronic cigarettes?
A: FDA issued warning letters to five distributors of electronic cigarettes for violations of the Federal Food,
Drug, and Cosmetic Act (FDCA). These violations included unsubstantiated claims and poor manufacturing
practices.

Q: Would it be possible for an electronic cigarette to receive FDA approval?
A: Yes. FDA issued a letter to the Electronic Cigarette Association inviting electronic cigarette firms to work in
cooperation with the agency toward the goal of assuring that electronic cigarettes sold in the United States
are lawfully marketed. The agency intends to regulate electronic cigarettes and related products in a manner
consistent with its mission of protecting the public health.

Q: What products should people who want to quit smoking use?
A: There are a number of FDA-approved smoking cessation aids, including nicotine gum, nicotine skin patches,
nicotine lozenges, nicotine oral inhaled products, and nicotine nasal spray that are available for smokers to
use to reduce their dependence on nicotine. Free help is available to all smokers who want to quit at 1-800-
QUIT-NOW or by visiting www.smokefree.gov4.

This article appears on FDA's Consumer Updates page 5, which features the latest on all FDA-regulated
products.
Posted September 9, 2010
back to top

For More Information

· FDA Acts Against 5 Electronic Cigarette Distributors 6

. FDA's Electronic Cigarettes web page 7
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.. Letter to the Electronic Cigarette Association (PDF - 43KB)8
Exhibit F

Related Consumer Updates

.. FDA Warns of Health Risks Posed by E-Cigarettes (PDF) (PDF - 423KB)9

.. FDA 101: Smoking Cessation Products 10

Links on this page:

1. http://service.govdelivery.com/service/subscribe .html?code =USFDA~9

2. / AboutFDA/Co nta ctFDA/Sta ylnfo rme d/RSSFe eds/Co nsu me rs/rss .xml

3. /NewsEvents/PublicHealthFocus/ucm172906.htm

4. http://www.smokefree.gov

5. /ForConsume rs/ConsumerUpdates/defa u It.htm

6. /New sEve nts/News room/P ressAn no u nee me nts/ucm22 5224 .htm

7. /NewsEvents/PublicHealthFocus/ucm172906.htm

8. /dow nloads/Drugs/Gu ida nceComplia nceRegu latorylnformation/UCM225263 .pdf

9. /downloads/ForConsumers/ConsumerUpdates/UCMl73430.pdf

10. /ForConsumers/ConsumerUpdates/ucm198176.htm
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REPORTS
Tobacco Report - Christopher Zilar and Krista Panerio

Christopher Zilar, the Health District's Tobacco Program Manager, introduced the Tobacco
Program staff and gave a brief overview of the program. Julie Scholer, Health Specialist 2, was
originally expected to present to the Board a follow-up on what was presented last year, but will
present at a future meeting.

The program operates with a small staff of 3.0 FTE spread among five people with the Tobacco
lead having a 1.0 FTE and Krista Panerio holding 2 positions as the Code Enforcer and Educator.
There is also an Administrative Assistant that provides support to the program. Seventy-five
percent of funding is from the State and wil end in June 2011. The program follows the CDC's
best practices recommendations by providing a comprehensive program consisting of education,
cessation and enforcement.

Handouts of recent accomplishments were given to the Board. One accomplishment is the
relationship with the Landlord Associations. It endorses work that the Tobacco program does
and agrees that landlords have rights to set own policies regarding smoking. The Housing
Authority is another established relationship that has supported landlords in setting smoke free
housing policies. A large part of the program's work is in policy development. The program is
trying to ensure that everyone, including those with low incomes, is allowed to have smoke free
environments.

The program has also partered with local colleges to make campuses smoke free. EWU is on
the verge of adopting a tobacco-free campus and the Spokane Community Colleges will soon be
adopting the same. The program wil be asking for help enforcing a smoke-free campus at the
County in the near future.

Ms. Panerio works enforcement 20 hours a week. One thing she was able to do very early on
was obtain training from other regulatory agencies. She has gone on joint premise checks with
the Liquor Control Board, Washington State Gambling Commission and local Fire Departents.
Joint premise checks have now evolved into multiple agencies regularly performing joint checks.
This is done because most agencies have problems with the same companies and it becomes
much more effective if the agencies go in force.

Ms. Panerio will talk ff about a special emphasis project that she has been working on. The
results from the project show it is one that needs urgent attention.

Krsta Panerio, Health Program Specialist for the Tobacco Program, introduced herself to the
Board and demonstrated how to use an electronic cigarette passing around a sample device to the
Board members. Electronic cigarettes are battery operated and the cigarettes are bought
separately from the nicotine and flavoring. The mouthpiece is removed and liquid nicotine is
placed by drops into the device. Once the liquid moves to the atomizer, you can inhale the
nicotine. The amounts are not regulated so a person is able to place as much nicotine as they
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desire into the device. At the moment, it is not FDA regulated so the e-cigarette can be smoked
anywhere.

Ms. Panerio stated she does 30 to 50 compliance checks a month, which is a conservative
number. She prides herself in the joint cooperation between SRHD, City of Spokane, City
Police, Sheriff, and Fire. When working in the community last October, she kept hearing stories
about electronic cigarettes. She obtained special permission from Administration at the Health
District to start a project to determine the availability of electronic cigarettes amongst youth.

Ms Panerio stated she spent a lot of time out in the community and the most common
terminology for the device is "e-cig." The device is manufactured mainly in China and

distributed to the Western countries. It is imported in the US right now. It was reported that the
FDA attempted to stop the importation of the products, but courts have overruled the FDA's
order. The future of FDA regulatory authority remains in question.

The e-cigarette is a nicotine delivery device, it does not contain tobacco; therefore, smoking in
public places is not enforceable. Only products containing tobacco is enforced because of the
current regulations.

Ms. Panerio passed around a nicotine cartdge used with the device. The vapor from the
device contains nicotine and sometimes Diethylene GlycoL. Stickers placed on those cartdges
range from handwritten to computer generated stickers. They are not FDA approved. The origin
of the nicotine is unknown; therefore, nicotine in the cartdges may be pharmaceutical or a
pesticide grade of nicotine. Some manufacturers have listed the ingredients others haven't, since
it is not regulated, there is no way to be certin what is in this product.

Ms. Panerio introduced one of her STAT tobacco operatives, Sarah, who is 15 years old and
attends University High SchooL. She has worked with Ms. Panerio all year long and is a strong
advocate for this project.

Ms. Panerio explained the advertising techniques of the stores in Spokane. Some stores
displayed signs with sayings such as, "Smoke Anywhere." Some signs advertised in the area
show that the product is FDA approved and other marketing ads imitate sh Marlboro packs
of cigarettes. It has, also, been marketed as a way to quit smoking or as a nicotine replacement
therapy or cessation product. The flavoring ads appear to be marketed to kids. Because of the

advertising and people smoking these devices in public, the program received many calls from
the citizens and businesses about violations. The most we are able to counsel them on as an
agency is assisting them in setting their own policy.

The special project consisted of 31 attempts to purchase cigarettes with minors between the ages
of 15 and 16. The minors were sold to 28 times of the 31attempts. Sarah distributed to the
Board members the information sheets used on the compliance checks and a summary of
attempts at purchasing e-cigarettes. On compliànce checks, the minors are required to be trthful

about their age. The only time they are allowed to skew this is when they need to use their
refusal skills. The reason this is allowed is because a particular vendor in Spokane makes the
youth sample the product before purchase. Each operative uses their refusal skills 3 to 4 times
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when asked to sample the product. This vendor also requires the youth to give their names,
phone numbers and email addresses for marketing blasts.

Questions on the compliance sheets started with questions, such as: "Did you pursue the sale or
did they pursue us?" "Did they ask you if you had parent permission?" Towards the end of the
project the minors were told to ask if they were allowed to smoke in schooL. They were told by
e-cig retailers they'd be able to do that. The results of the project showed the highest compliance
violations she had ever received. She was appalled that adults appearing to be about 30 years old
were encouraging such behavior.

In a store in Cheney, a complete electronic cigarette starter kit was only $69.99, which includes
an e-cigarette and 2 bottles of nicotine. At some vendors, just the e-cigarette device cost $150,
while other places it was much cheaper. At one check at an Espresso/smoke shop, the youth
were able to purchase the device for $50. As the youth were leaving, they were told to ask for a
receipt. The receipt was found to be hand-written. At another vendor, the cartridge received by

the youth had a hand-written label that said the nicotine was high-nicotine. In this instance, they
sold high nicotine to minors who have never smoked. This was highly alarming that they were
selling nicotine bottles that had hand-written labels that appeared as if it could have been
purchased at a feed store. The vial at another store looked as though the nicotine was a

homemade mix. It is unkown what the person could have put in the mixture.

What is known about this product is that it is inhaled. There exists a FDA-approved inhaler,
which is used as one of the nicotine replacement therapies. E-cigarettes are not FDA-approved,
nor FDA regulated, and cannot be advertised as nicotine replacement therapy. Information from
the FDA reports there are toxic chemicals and carcinogens in the product. The FDA has
reviewed these chemicals, but have not reported on or done anything about its use. The lethal
dose of nicotine for an adult is 30 to 60mg and 10mg for children. Since the product is liquid,
children may be tempted to dump the entire bottle into the device, someone's tea, soda pop, or
other smoking device.

Most vendors had policy not to sell to anyone under 18 years old but, each one of them still sold
to minors. In the only case where they did card, they told the minor to bring back an 18 year old
and they would sell the product to the youth. It is clear that the sellng of this product was not
used to help with smoking cessation, but to promote nicotine products to youth.

Locally, Ms. Panerio and Julie Scholer are taking phone calls and helping people in Spokane set
policies with agencies; such as, STA, Group Health, YMCA, Outback, and Shari's. New Jersey,
Utah and New Hampshire have passed legislation related to the age and the use in some
facilities. Arizona, Ilinois and New York have some legislation in the process. California
vetoed legislation due to the drug being worded as FDA regulated. This drug is not FDA
regulated, so it was a mistake in the wording on their part. The Electronic Cigarette Association
supports restrcting the product use for adults and supports removing access for minors.

When electronic cigarettes first became news, the second lead story in our community was in
regards to a bar that opened a vapor lounge. That story addressed the adults but did not address
that this product could be potentially harmful or accessible to minors.
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Questions and discussions:
· The nicotine and flavorings are sold separately. To Ms. Panerio's knowledge, the

flavoring does not contain nicotine. Instead the nicotine and flavoring are combined in
the e-cigarette. Concern is that the electronic cigarette can be sold with just the flavoring
and it could become popular for minors to use the product much in the way that candy
cigarettes were used in the past. If children show up at school with the e-cigarette, there
is no way to know if the product has nicotine combined with it or not.

· Michael Fisk shared his experience in college where he dissected a frog, placed its heart
in a Petr dish and restarted it several times using nicotine. The drug is a strong chemicaL.
A prescription is required for a nicotine patch so why would you allow this nicotine
product to be sold to our youth. (NOTE: This is what Dr. Fisk stated, however, a
prescription is not needed for the nicotine patch but a person does have to be 18 in order
to purchase them. There are some nicotine replacement therapies such as the nicotine
inhaler that require a prescription.)

· The vendor who carded the youth and then still sold the product was unsure whether to
sell to the minor. The vendor called her supervisor but was unable to reach them. She
then sold the product despite knowing the youth was underage.

· Ms. Panerio shared that the enforcement techniques being used now don't necessarily
require an increase if policy is changed. If we set the standard and the ordinances are in
place, then by word of mouth it creates change. It won't create a need to add more staff
for enforcement. Just by education and peer pressure it creates the change.

· Commissioner Mark Richard requested that SRHD staff create a resolution for the
Board's consideration. Then jurisdictions can be asked to pass legislation, if it is legal,
that prohibits the sale to minors and raise concerns about risk to adults on what is an
unregulated and uncontrolled substance being sold over the counter with very little
accountability. If it is not legal to prohibit the sale, then at least the Board can pass a
resolution expressing our concern and to raise awareness.

· Councilmember Bil Gothmann asked if there are any model ordinances available for
jurisdictions to use. If so, he asked for those to be passed on along with the resolution to
Board members to take back to their agencies.

· The agency's attorney, Ms Wolkey, commented that this product is a nicotine product,
not a tobacco product; therefore, it falls in the cracks regarding the preemption laws. It
does not fall under any laws that already exist that prevents us from passing legislation
under the preemption doctrne. There is Federal litigation pending already in New
Mexico and the DC District because the FDA is tring to regulate it and it's potentially
falling through their cracks as well. There is an oral argument in the DC circuit on
September 23rd because the District Court says the FDA can't regulate it. Or, at least
they can't ban importation. Looking at State and Federal laws there is nothing on point.
So, at the moment it is open to pass an ordinance as long as we are sure there is a public
health risk to the minors in our community. It appears that the Board has determined
there is decent evidence on that so far.

· It is an FDA regulation that nicotine patches can only be sold to those over 18 years old.
They are responsible for regulating new drug use. One of the big issues is that you must
have a regulated manufacturing process to know that what is in each product is

consistent. That problem currently is that the products being tested now are not
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Exhibit G

consistent. It is a limited amount of testing that the FDA has currently done. Not enough
to say this product is dangerous, but enough to see that the product is inconsistent.

· Ms. Wolkey commented that amicus brief (American Heart Association/American Lung
Association) is in support of the FDA's position. They have 4 concerns: 1) it is not
determined safe, 2) it increases tobacco use among minors because of its availability, 3)
there is a reduction of use of tobacco cessation products, and 4) a reduction in incentives
for companies to develop the next generation of tobacco cessation products.

· It would be very diffcult for the product to become legislated as a tobacco cessation or
reduction product because of the additives and carcinogens in the nicotine.

· Commissioner Mark Richard asked and the Board agreed that the chair bring back a
resolution for consideration encouraging the passing of a local ordinance.
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"

ELECTRONIC
CIGARETTE
ASSOCIATION

October 13,2009

Ms. Marie Mulroy
Tobacco Program Manager
9 Cedarwood Dr., Unit 12
Bedford, NH 03110

Dear Ms. Mulroy:

I am in receipt of your letter dated October 8, 2009, in which you asked whether the
Electronic Cigarette Association could show its support for legislation in New Hampshire
prohibiting the sale of electronic cigarettes to individuals under the legal smoking age.

While I probably wil not be able to attend the committee hearing because our travel budget
is fairly tight, I am happy to state on the record that the Electronic Cigarette Association
enthusiastically supports any state or federal legislation whose sole purpose is to prohibit thesale of electronic cigarettes to minors. .
We believe, as Governor Schwarzenegger said in his veto message of California Senate Bil
400 (which would have banned the sale of electronic cigarettes to adults as well) that, "If
adults want to purchase and consume these products with an understanding of the associated
health risks, they should be able to do so unless and until federal law changes the status of
these products."

Furthermore, we know that combustible tobacco smoking kils close to a half milion
Americans every year. Given the fact that e-cigarettes do not contain tar, carbon monoxide,
or even remotely close to the amount of carcinogens contained in combustible, tobacco
cigarettes, we believe-as do many in the public policy arena including doctors and
scientists-that we should preserve the right of American adults to continue to choose a

reasonable alternative to a product that prematurely ends so many peoples' lives.

If our organization can help you keep this product out of the hands of minors, please let me
know.

Sincerely,

Matt Salmo
President
Electronic Cigarette Association

1401 K Street, NW' Suite 600' Washington, D.C. 20005 . Phone: (202) 587-5593' ww.ecassoc.org

Exhibit H
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Recent Federal Court Decision Regarding One E-Cigarette Brand

December 7, 2010

In 2009, the Federal Food and Drug Administration (FDA) sought to curb the proliferation of e-
cigarettes by ordering that a shipment of e-cigarettes be denied entry into the United States. The
FDA took this action pursuant to its belief that the seized e-cigarettes were unapproved drug-
device combinations under the Food, Drug and Cosmetic Act. The manufacturer of the e-

cigarettes that were seized by the FDA, NJOY, filed a lawsuit challenging the agency action.

On December 7,2010, the United States Court of Appeals for the District of Columbia Circuit
issued an opinion stating that the FDA could not prohibit the importation ofNJOY e-cigarettes
pursuant to its authority to regulate drug-device combinations. Rather, the court concluded that
NJOY e-cigarettes are more appropriately regulated by the FDA as tobacco products, like
cigarettes and cigars. This decision rested in part on the fact that NJOY e-cigarettes market
themselves for "smoking pleasure" and not as a therapeutic or smoking cessation product. The
court acknowledged that other e-cigarettes, which market themselves differently may meet the
definition of drug-device combination.

The Campaign for Tobacco Free Kids notes that while the court found that the FDA could
regulate some electronic cigarettes as tobacco products, it will take the FDA time to assert
jurisdiction over these products and issue regulations governing them, leaving these products
unregulated in the meantime. If e-cigarettes are regulated as tobacco products at the federal
level, local jurisdictions will retain their authority to regulate the sale, distribution, and
promotion of those products, just as they regulate the sale of traditional tobacco products.
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King County

King County Board of Health

Staff Report

Agenda item No: 10
Briefing No: 10-B24

Date: December 16, 2010
Prepared by: Maria Wood

Subject
A BRIEFING on the health of King County residents and public health priorities

Purpose
This briefing fulfills an annual requirement of the Washington State Public Health Standards and
Measures to provide the Board of Health with information on current patterns and trends in
public health data. The briefing is designed to provide the Board with essential resources and
information to help develop the 2011 Board of Health work plan.

· Shows trends and disparities in the major risk factors and health outcomes affecting King
County's population, with a focus on place-based disparities;

· Discusses how taking a community-wide policy approach can enhance and improve

interventions to improve the public's health;
· Highlights the link between economic status and health and the benefits of partnerships

between public health and economic development.

Summary
Public Health's role is to address chronic disease and injury prevention as a strategy to increase
the number of healthy years lived by people in King County.

The average health of King County residents is good compared to other communities, but there
are clear health disparities within King County. Infant mortality, diabetes, smoking, and cancer
rates, for example, are much higher among people with lower incomes or lower education levels,
who are racial or ethnic minorities, or who live in certain neighborhoods. Unfortunately, King
County's averages do not reflect the range. The poor economy magnifies this problem as more
people fall into poverty where health outcomes are worse.

King County's top health threats-heart disease, cancer, and stroke-are preventable. The
underlying causes of these chronic conditions are smoking, poor diet, and lack of physical
activity.
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Public Health - Seattle & King County plays a tremendous role in reducing disparities and
increasing the number of healthy years lived for all county residents. The biggest impact will be
through developing and funding programs that prevent chronic diseases, largely through the
adoption of healthy behaviors. This is not equally the case in all King County communities.
Many individuals and families simply cannot access healthy foods at their local stores or they
may live in a neighborhood where sidewalks are not safe and there is no access to bikes or
walking trails. Improving health requires interventions that create communities in which the
healthy choice is the easy choice.

The data clearly shows that the county's health disparities are directly related to geography and
income, and Public Health approaches and funding must be reflective of that. Policy makers,
including Public Health and the King County Board of Health, must recognize that community
issues-such as the economy, jobs, education and housing-impact health issues and
correspondingly work with appropriate partners to tackle this issue systematically. This means
continuing to work with new parners, such as economic and community development experts.

Suggestions for Board of Health Work Program 2011:

· Continue the focus on tobacco prevention, and healthy eating/active living through
the two Board of Health ad hoc committees already established;

· Use Board of Health Guidelines and Recommendations to increase the reach of public
health policymaking to sectors which may not have considered the health impact of
policies in their sectors, for example transportation planning, providing health care to
employees, and local zoning decisions to create access to healthy foods to name a
few;

· Advocate for funding and legislative decisions at the local, state, and federal level
that ensure that public health is funded adequately to maintain core services, while
continuing to prioritize and shift funding to address emerging threats especially from
preventable chronic disease and injury;

· Study the connection between health and economic development as a strategy to
implement place-based interventions to improve the health of communities and
reduce health inequities.

Background
Data included in the presentation is based on analysis of population-based local data.
Identification of policy priorities is guided by the scientific literature on the actual causes of
death. Data are available on the County's Annual Indicators & Measures website (AIMS High:
http://vvvvw.metrokc.gov/aimshigb/index.asp) and the Department's Community Health
Indicators website (http://W\VW . kin gcountv. gov Ihealthservices/healthl data/chi. aspx).
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