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June  16, 2014 (upda ted )

Dr. M a rg a re t  Chan 
D irector G enera l 
W orld H ealth  Organization 
G eneva

D ear Dr. Chan,

W e, t h e  129 s igna to ries  to  th is  le t te r ,  a re  writing to  exp ress  o u r  su p p o r t  for  W HO's ev idence- 
b a se d  a p p ro a c h  t o  d e te rm in e  t h e  b e s t  w ay  fo rw ard  for  public h ea l th  t o  re sp o n d  to  Electronic 
Nicotine Delivery System s (ENDS), as ex p re sse d  in WHO's Ju n e  3, 20 1 4  s ta te m e n t .

Recently, m ed ia  a t te n t io n  w as  focused  o n  a s t a t e m e n t  by a g roup  o f  "specialists in n icotine 
science  an d  public hea lth  policy."^ U nfortuna te ly ,  t h e  s t a t e m e n t  m a k e s  severa l asse r t io n s  
a b o u t  ENDS' m arketing , em issions, h a rm s ,  a n d  use  t h a t  a re  e i th e r  co n trad ic ted  by available 
ev id e n c e  o r  for  which no  ev idence  is cu rren tly  available. (Indeed, th e  s t a t e m e n t  d o e s  n o t  cite a 
single scientific study.)

T he  s t a t e m e n t  also included severa l policy re c o m m e n d a t io n s ,  including effectively exem pting  
ENDS from  FCTC Articles 8 and  13 an d  ignoring Article 5.3.

It is f u n d a m e n ta l  t h a t  WHO and  o t h e r  public hea lth  au tho ri t ie s  n o t  buy in to  th e  to b a c c o  
industry 's  w e l l -d o c u m e n te d  s t ra teg y  o f  p re se n t in g  itself as a "par tner ."^  If t h e  to b a c c o  industry  
w as  c o m m it te d  to  reducing  th e  h a rm  c au sed  by to b a c c o  use, it w o u ld  a n n o u n c e  ta r g e t  d a te s  to  
s to p  m anufac tu r ing , m ark e t in g  an d  selling its " m o re  harmful" p ro d u c ts  r a th e r  th a n  simply 
add ing  e -c ig a re t te s  t o  its p ro d u c t  mix an d  rapidly taking o v e r  t h e  e -c iga re t te  market.^ '^ It would 
a lso  im m ed ia te ly  des is t  from  its aggressive  o p pos it ion  to  to b a c c o  contro l policies such  as  tax  
increases ,  g raphic  h ea l th  w arn in g s  a n d  plain packaging.

By m oving  into t h e  e -c ig a re t te  m ark e t ,  t h e  to b a c c o  industry  is only m ain ta in ing  its p red a to ry  
p rac tices  and  increasing profits. As s ta te d  in t h e  guidelines  for  Article 5.3 of  t h e  WHO FCTC, 
t h e r e  is a " fu n d a m e n ta l  and  irreconcilable  conflict o f  in te re s t"  b e tw e e n  th e  to b a c c o  industry 's  
in te re s ts  and  public h e a l th 's  interests."®

Public h ea l th  e m b ra c e d  c ig a re t te  f ilters and  "low ta r "  c ig a re t te s  as  h a rm  reduc tion  s t ra teg ies  
b e fo re  m a n u fa c tu re r s  p rov ided  ev id e n c e  and  a t  a t im e  w h e n  th e  m a n u fa c tu re rs  w e re  well 
a w a re  t h a t  t h e s e  tech n o lo g ie s  did n o t  actually  red u ce  harm  b u t  w e r e  des ig n ed  to  p ro m o te  
c ig a re t te  sa les  by reassu ring  a c o n c e rn e d  public t h a t  th e  n e w  p ro d u c ts  w e r e  safer.^-® The 
n eg a t iv e  c o n s e q u e n c e s  o f  t h e s e  a c ts  rem a in  in can ce r  and  h e a r t  d is e a se  hosp ita l  w a rd s  
th r o u g h o u t  th e  w orld . Ignoring t h e  link b e tw e e n  ENDS a n d  t h e  to b a c c o  industry  is overlooking



t h e  WHO FCTC P art ies '  legal obligation to  p ro te c t  g o v e rn m e n t  policies aga ins t  to b acco  industry  
in te rfe rence .

The aggressive m arke ting  a n d  p ro m o tio n  o f  e -c iga re t te s  to  y o u th  is well-docum ented® ' 
a n d  ev idence  from  t h e  a n d  K o r e a s h o w s  rapid g ro w th  in y o u th  e -c ig a re t te  use,
including dis turb ing  ra te s  a m o n g  you th  w h o  have  n ev e r  sm o k ed  a c igare tte .  O ne e -c ig a re t te  
m a n u fa c tu re r  w a rn s  p a r e n t s  th a t  "kids m ay be particularly vu lne rab le"  t o  th e  flavoring in its 
products.^®

M an u fa c tu re rs  o f  ENDS a re  making a ran g e  of false and  u n p ro v e n  c l a i m s , m i s l e a d i n g  th e  
public into th inking th e s e  p ro d u c ts  a re  ha rm less  ( they  a re  no t)  and  effec tive  cessa t ion  aids 
(unknow n). M ost ENDS use rs  a re  "dual u sers"  w h o  co n t in u e  to  sm o k e  c i g a r e t t e s . R e v i e w s  of 
e v id en ce  a b o u t  reduc ing  sm oking  ( instead  o f  quitting) sh o w  t h a t  dua l  users  a re  unlikely to  see  
any  h ea l th  b enefi t  in t e r m s  o f  card iovascu lar  disease.^^-^^ Popu la tion  s tud ies  o f  all sm o k ers  
consis ten tly  sh o w  t h a t  sm o k e rs  w h o  use  ENDS a re  /ess likely t o  s to p  smoking.

T he  ev id en ce  is insufficient t o  a c c e p t  t h e  asse r t io n s  th a t  ENDS a re  effective as  a sm oking 
cessa tion  device. T here  is a single random ized  contro lled  trial o f  early  g e n e ra t io n  e -c iga re t te s  
t h a t  fo u n d  no  d iffe rence  b e tw e e n  ENDS delivered  directly t o  ex p e r im en ta l  sub jec ts  c o m p a re d  
w ith  mailing su b jec ts  a v o u c h e r  t h a t  th e y  could tak e  to  a p h a rm a c y  to  o b ta in  nicotine 
r e p la c e m e n t  therapy.^® O ne  p o p u la t io n -b ased  cross-sectional s tu d y  found  th a t  highly 
m o t iv a te d  sm okers  using ENDS to  q u i t  w e r e  less likely to  be  still sm oking th a n  sm okers  making 
un ass is ted  quit  a t t e m p t s  w ith  o v e r - th e -c o u n te r  NRT.®° H ow ever, th is  c ross-sectional study®^ 
sh o w e d  a po in t  p re v a le n c e  o f  80% of  sm o k e rs  using ENDS in a cessa t ion  a t t e m p t  having failed, 
c o m p a re d  to  84.6% o f  th o s e  w h o  tr ied  to  qu i t  unass is ted . Significantly, th e  fo rm e r  s tudy  is 
b iased  aga ins t  con v en t io n a l  th e ra p y  (because  o f  t h e  additional b arr ie r  t o  ge tt ing  t h e  NRT) and 
t h e  la t te r  did no t  r e p o r t  a com par ison  w ith  w ell-superv ised  ap p ro v e d  cessa tion  the rap ies .

T here  is a lready  g o o d  ev id e n c e  t h a t  ENDS em issions re lea se  severa l toxic su b s ta n c e s  in to  th e  
e n v iro n m e n t  t h a t  c a u se  h a rm  to  hea lth .  T hese  su b s ta n c e s  include u ltrafine particles, p ropy lene  
glycol, tobacco -specif ic  n i tro sam ines ;  nicotine; volatile o rgan ic  c o m p o u n d s  (VOCs), and 
ca rc inogens  and  re p ro d u c t iv e  toxins, including b e n zen e ,  lead, nickel, and  o the rs .
38-39-40 Proposals  to  a llow  ENDS use  in indoor  spaces  like w orkp laces ,  bars and  t ran sp o r ta t io n  
could  s e e  significant e x p o su re  to  th e s e  subs tances .

It is im p o r ta n t  t o  n o t e  t h a t  n icotine itself is n o t  harm less ,  which  is w hy  strict regula tory  
m e a s u re s  a re  in p lace  t o  c o n tro l  t h e  m arke ting  of  Nicotine R e p la c e m e n t  T herapy  for  sm oking 
cessa tion .  The 20 1 4  U.S. Surgeon  G enera l  R ep o r t  includes an  ex tens ive  review o f  a c u te  and 
long - te rm  effec ts  o f  n ico tine  exposure ,  it concludes,  a m o n g  o th e r  th ings, th a t  nicotine 
e x p o su re  has  ad v e rse  e f fec ts  on  fetal g ro w th  a n d  d e v e lo p m e n t ,  including fetal brain 
deve lopm en t.^^  The m a n u fa c tu re r  o f  o n e  e lec tron ic  c ig a re t te  in t h e  U.S. acknow ledges  in its 
p ro d u c t  labeling t h a t  n ico tine  is n o t  harmless.^^ A cute  po ison ing  f rom  nicotine is well 
e s tab lished ,  and  th e r e  has  b e e n  an in c rease  in d o c u m e n te d  ca se s  o f  children being accidentally  
p o iso n e d  by ingesting  th e  liquid c o n te n t  o f  ENDS cartridges.^®



Remaining un reg u la ted ,  risk profiles and  po ten tia l  h a rm s  th e s e  p ro d u c ts  m ay  p o se  t o  th e  public 
a re  u n know n . The a b se n c e  o f  de ta i led  ev idence  on  ad v e rse  hea lth  effec ts  is n o t  e v id e n c e  th a t  
n o  e f fec t  exists. Rather, insufficient t im e  h as  e lapsed  to  d e te rm in e  w h a t  ef fec ts  ex is t  a n d  th e ir  
m a g n itu d e  on  a popu la t ion  level.

M an u fac tu re rs  have  n o t  secu red  regu la to ry  approval for claims th a t  ENDS a re  effec tive  
p ro d u c ts  for  sm oking cessa tion  o r  h a rm  reduc tion  from  regu la to ry  au th o r i t ie s  in a n y  country . 
From a popu la t ion  p erspec tive ,  it is im p o r ta n t  t o  know  w h a t  n e w  risks a c o n s u m e r  p ro d u c t  may 
in tro d u ce  in th e  m arke t .

W e ap p lau d  W HO's c o m m itm e n t  to  listen to  th e  expe r ien ce  from  M e m b e r  S ta te s  t h a t  have  
successfully im p le m e n te d  to b acco  con tro l  a n d  regu la ted  sales, m arke ting  an d  use  o f  ENDS. 
Im p lem en ta t io n  o f  t h e  WHO FCTC by its 178 p ar t ies  d e m o n s t r a te s  g re a t  p ro g re ss  in dec reas in g  
th e  h a rm  c au sed  by to b acco  use  a n d  d ec reas in g  t h e  b u rd e n  f rom  NCDs.

T here  is ev idence  of success f ro m  m any  countries ,  including Australia, Brazil a n d  Turkey. The 
fo rm e r  prohibits  im p o r t  and  sales of  ca r t r id g es  conta in ing  nicotine, t h e  la t te r  tw o  b a n n e d  
im port,  sa les  and  m arke ting  of  e -c ig a re t te s  until, and  unless, m a n u fa c tu re rs  p r e s e n t  sa fe ty  
Information.

Both scientific ev id en ce  and  b e s t  p rac t ices  a r e  available t o  s u p p o r t  a regu la to ry  fra m e w o rk  th a t  
will b e s t  p re v e n t  initiation o f  use  a m o n g  yo u th  and  o th e r  n o n - to b a c c o  users ,  p ro te c t  
b y s tan d e rs  in public a re a s  f rom  invo lun ta ry  exposu re ,  regu la te  m arke ting , a n d  p roh ib it  
u n su b s ta n t ia te d  claims.

Such a regu la to ry  fra m e w o rk  w o u ld  re q u ire  m an u fa c tu re rs  to  p r e s e n t  sa fe ty  a n d  efficacy da ta .  
In th is  case ,  th e  u se  o f  th e s e  p ro d u c ts  as cessa t ion  aids (if t h e  ev id en ce  su p p o r ts  such  use) 
w ould  o p e r a t e  u n d e r  th e  superv is ion  o f  a h ea l th  au th o r i ty  t h a t  could contro l m a n u fa c tu re r s '  
claims, im pose  h ea l th  w arn ings  a b o u t  risks, requ ire  d isc losure  of ingred ien ts  a n d  sa fe ty  d a ta  
and  re g u la te  p ro d u c t  eng ineer ing  as  welt as  m a n d a te  surveillance.

This is th e  p a th  t h a t  th e  WHO h as  b e e n  pursu ing  and  encourag ing . W e u rge  you  to  co n t in u e  
do ing  so.
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