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DISCUSSANT	  
The	  role	  of	  nutri-on	  and	  

nutraceu-cals	  in	  older	  adults	  
on	  polypharmacy:	  

opportuni-es	  and	  concerns	  



The	  term	  NUTRACEUTICAL	  is	  a	  chimerical	  word,	  resul2ng	  
from	  the	  fusion	  of	  “nutri9on”	  and	  “pharmaceu9cal”.	  

Foods	  or	  drugs?	  

WHAT	  KIND	  OF	  
EVIDENCE	  DO	  WE	  NEED?	  

Hrelia	  S,	  2010	  

Different	  
kind	  of	  
evidence	  



Do	  not	  confound	  
physiological	  ac9ons	  
with	  therapeu9cal	  

effects	  

GREEN	  TEA	  
NEUROPROTECTIVE	  EFFECTS	  





The	  European	  Medicines	  Agency	  is	  responsible	  for	  the	  centralised	  authorisa2on	  
procedure	  for	  human	  and	  veterinary	  medicines.	  
	  

This	  procedure	  results	  in	  a	  single	  marke2ng	  authorisa2on	  that	  is	  valid	  in	  all	  EU	  
countries,	  as	  well	  as	  in	  the	  European	  Economic	  Area	  (EEA)	  countries	  Iceland,	  
Liechtenstein	  and	  Norway.	  



SURROGATE	  vs	  CLINICAL	  ENDPOINTS	  



hLp://www.efsa.europa.eu/en/topics/topic/nutri2on.htm	  

The	  European	  Food	  Safety	  Authority	  (EFSA)	  authorizes	  the	  
labeling	  of	  food	  products	  with	  health	  claims.	  

Regula9on	  EC	  1924/2006	  

A	  health	  claim	  must	  be	  based	  on	  accepted	  scien-fic	  evidences,	  which	  
demonstrate	  a	  significant	  effect	  in	  humans	  and	  a	  cause-‐and-‐effect	  
rela-onship	  between	  the	  consump-on	  of	  the	  food	  and	  claimed	  effect	  
on	  humans.	  



The	  industry	  has	  submiWed	  44,000	  commonly	  
used	  claims	  for	  supplements	  and	  food	  

products	  for	  approval	  by	  the	  European	  Food	  
Safety	  Authority	  (EFSA)	  over	  the	  past	  five	  
years,	  yet	  only	  248	  have	  been	  successful.	  
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Nutraceu2cals	  are	  of	  interest	  for	  an	  increasingly	  health-‐concerned	  society	  and	  
may	  be	  especially	  relevant	  for	  preven2ng	  or	  delaying	  a	  number	  of	  age-‐related	  
diseases.	  
Although	  epidemiological,	  animal	  and	  in	  vitro	  studies	  have	  given	  evidence	  of	  the	  
poten2al	  benefits	  of	  some	  of	  these	  nutraceu2cals	  or	  of	  their	  components,	  
defini9ve	  proof	  of	  their	  effects	  in	  appropriate	  human	  clinical	  trials	  is	  s9ll	  
lacking	  in	  most	  cases,	  more	  cri9cally	  among	  people	  above	  65	  years	  of	  age.	  
Further	  well-‐designed	  trials	  are	  needed	  to	  improve	  the	  current	  knowledge	  on	  
the	  health	  benefits	  of	  nutraceu2cals	  in	  the	  elderly.	  	  
Overall,	  there	  are	  some	  facts,	  a	  lot	  of	  fic9on	  and	  many	  gaps	  in	  the	  knowledge	  
of	  nutraceu2cal	  benefits.	  



The	  large	  body	  of	  accumulated	  evidence	  has	  important	  public	  health	  
and	  clinical	  implica2ons.	  	  

Evidence	  is	  sufficient	  to	  advise	  against	  rou2ne	  supplementa2on,	  and	  we	  
should	  translate	  null	  and	  nega2ve	  findings	  into	  ac2on.	  	  

The	  message	  is	  simple:	  most	  supplements	  do	  not	  prevent	  chronic	  
disease	  or	  death,	  their	  use	  is	  not	  jus2fied,	  and	  they	  should	  be	  avoided.	  

This	  message	  is	  especially	  true	  for	  the	  general	  popula2on	  with	  no	  clear	  
evidence	  of	  micronutrient	  deficiencies,	  who	  represent	  most	  
supplement	  users	  in	  the	  United	  States	  and	  in	  other	  countries.	  

The	  evidence	  also	  has	  implica2ons	  for	  research.	  An2oxidants,	  folic	  acid,	  
and	  B	  vitamins	  are	  harmful	  or	  ineffec2ve	  for	  chronic	  disease	  
preven2on,	  and	  further	  large	  preven2on	  trials	  are	  no	  longer	  jus2fied.	  

Ann	  Intern	  Med.	  2013;159:850-‐851.	  
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Nega9ve	  results	  on	  improvements	  in	  global	  or	  domain-‐specific	  cogni2ve	  
func2on.	  

Oral	  supplementa2on	  with	  LCPUFAs	  or	  lutein/zeaxanthin	  had	  no	  sta9s9cally	  
significant	  effect	  on	  cogni9ve	  func9on.	  



Physicians	  should	  encourage	  pa2ents	  of	  all	  ages	  to	  op2mize	  physical	  ac2vity	  
levels	  throughout	  their	  life,	  which	  may	  help	  to	  reduce	  the	  risk	  of	  developing	  
demen2a	  and	  many	  other	  adverse	  health	  outcomes.	  	  
An	  ac2ve	  lifestyle	  throughout	  the	  lifespan	  may	  be	  more	  effec2ve	  in	  preven2ng	  
cogni2ve	  decline	  than	  star2ng	  physical	  ac2vity	  aeer	  the	  onset	  of	  cogni2ve	  
symptoms.	  	  
Similarly,	  adherence	  to	  Mediterranean	  or	  heart	  healthy	  diets	  throughout	  life	  are	  
likely	  to	  be	  most	  beneficial	  in	  preven2ng	  cogni2ve	  decline	  or	  the	  onset	  of	  
demen2a	  in	  contrast	  to	  isolated	  nutri2onal	  supplements	  ini2ated	  late	  in	  life.	  
Although	  the	  direct	  cogni2ve	  benefits	  of	  lifestyle	  interven2ons	  will	  require	  
further	  confirma2on,	  there	  is	  clear	  evidence	  that	  physical	  ac9vity	  and	  a	  healthy	  
diet	  contribute	  to	  improvements	  in	  a	  wide	  variety	  of	  health	  outcomes.	  

JAMA	  2015;	  314:	  774-‐5	  



In	  a	  double-‐blind	  randomised	  controlled	  trial	  we	  enrolled	  individuals	  aged	  
60–77	  years.	  They	  were	  randomly	  assigned	  in	  a	  1:1	  ra2o	  to	  a	  2	  year	  
mul2domain	  interven2on	  (diet,	  exercise,	  cogni2ve	  training,	  vascular	  risk	  
monitoring),	  or	  a	  control	  group	  (general	  health	  advice).	  
The	  primary	  outcome	  was	  change	  in	  cogni2on	  as	  measured	  through	  
comprehensive	  neuropsychological	  test	  baLery	  (NTB).	  
Findings	  from	  this	  large,	  long-‐term,	  randomised	  controlled	  trial	  suggest	  
that	  a	  mul9domain	  interven9on	  could	  improve	  or	  maintain	  cogni9ve	  
func9oning	  in	  at-‐risk	  elderly	  people	  from	  the	  general	  popula2on.	  

Lancet	  2015;	  385:	  2255–63	  



•  Nutra-‐ceu2cals:	  foods	  or	  drugs?	  
•  What	  is	  the	  role	  clinicians	  (want	  to)	  aLribute	  to	  nutraceu2cals	  in	  the	  

preven2on/care	  of	  older	  adults?	  
•  There	  is	  a	  need	  for	  develpment	  a	  more	  targeted	  legisla2on.	  
•  Harmoniza2on	  on	  regulatory	  defini2on,	  scien2fic	  evalua2on	  and	  

process	  of	  approval.	  
•  The	  in-‐vitro	  results	  should	  always	  require	  confirma2on	  by	  

appropriate	  clinical	  studies.	  
•  As	  far	  as	  these	  products	  are	  currently	  used	  as	  drugs,	  more	  cri2cism	  

from	  regulatory	  agency	  and	  clinicians	  is	  required.	  	  
•  Do	  not	  forgot	  that	  they	  can	  interact	  with	  medicines	  and	  also	  produce	  

serious	  adverse	  reac2ons.	  	  
•  How	  can	  we	  change	  the	  wrong	  belief	  that	  “natural”	  is	  always	  safe?.	  
•  More	  control	  on	  informa2on	  directed	  to	  the	  pa2ents.	  

Some	  conclusions/ques9ons:	  



The	  protec-ve	  role	  of	  "Func-onal	  Foods"	  
is	  not	  aBributable	  to	  a	  single	  component,	  

but	  rather	  to	  a	  group	  of	  nutrients,	  
contained	  in	  one	  or	  more	  foods,	  able	  to	  
act	  synergis-cally	  with	  each	  other.	  

	  CHANGING	  AND	  
IMPROVING	  LIFE	  

STYLE…	  

…INSTEAD	  OF	  
TRANSFORMING	  
FOODS	  IN	  PILLS	  
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Thank	  you	  for	  
your	  a:en;on	  






