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1. Tradizione, diffusione e regolamentazione
delle medicine complementari (MC)




Le medicine complementari/alternative usate
tradizionalmente in alcuni paesi sono riconosciute dallOMS
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Medicina tradizionale/complementare

Across the world, traditional medicine (TM) is either the mainstay of health care
delivery or serves as a complement to it. In some countries, traditional medicine

or non-conventional medicine may be termed complementary medicine (CM).

T&CM is an important and often underestimated part of health care. T&CM is
found in almost every country in the world and the demand for its services is
increasing. TM, of proven quality, safety, and efficacy, contributes to the goal
of ensuring that all people have access to care. Many countries now recognize

Dr Margaret Chan
Director-General
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Medicine non convenzionali, le
scelgono 10 min di italiani. Occorre

norm atlva Le persone che in Italia si rivolgono alle

cosiddette Medicine Non Convenzionali sono
oltre 11 milioni, pari al 18,5% dell'intera
popolazione (EURISPES, Rapporto Italia
2009) e circa 150 milioni in Europa.

A settembre, 2018 nessun commento

Condividi

Dal simposio sulle *medicine tradizionali,
complementari e non convenzionali, per
'uguaglianza dei diritti di saiute oifre le
esperienze regionalistiche™ sono emers| dati
che fotografano una realta in eveluzione. In
Europa non meno di 100 milioni ricorrono a
prestazioni sanitane inerenfi le medicine non
convenzionali, sia come terapie, sia come
prevenzione. In ltalia coloro che ricormono,
anche invia non esclusiva, a discipline come
agopuntura, medicina tradizionale cinese,
omeopalia, osteopatia, medicina antroposofica, chiropratica e altre sono circa 10 milioni. E sono
circa 20 mila | medici e i veterinari che esercitano gueste discipline in via esclusiva o come attivita
professionale prevalente. Si rende dunque necessario dare al settore una normativa di
riferimento.
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Il concetto di malattia nella medicina
occidentale e nelle medicine orientall

Medicina occidentale

Medicina orientale

Agente causale

(individuo)
|

Malattia

DIAGNOSI,
CURA

Complicanze,
morte

EQUILIBRIO

Ambiente —— Individuo
I | .

ROTTURA
EQUILIBRIO
Malattia

|

APPROCCIO PREVENTIVO E CURATIVO:
RIPRISTINARE E MANTENERE LO STATO DI
SALUTE




Il trattamento delle malattie
secondo le medicine orientall

| trattamenti sono individualizzati e prevedono piu livell | di intervento:

Raccomandazioni per lo stile di vita e I'alimentazio ne

Trattamenti con preparati, soprattutto erboristici (fi toterapia)

Trattamenti fisici (massaggi, oleazioni, ginnastica ec cC.)

Trattamenti psichici: yoga, meditazione




Medicina alternativa o complementare?
La prevenzione del diabete

e La condizione di pre-diabete e rappresentata dalla ridotta
tolleranza glucidica (IGT) e dall'alterata glicemia a digiuno
(IFG): Il 50% del soggetti in questa condizione sviluppa |l
diabete nei 10 anni successivi

La dieta e I'esercizio fisico si sono dimostrati in grado di evitare
'85% dei casi di diabete in soggetti obesi a rischio, con risultati
pari o superiori al trattamento con farmaci anti-diabetici
(metformina)

| 'alimentazione e I'esercizio fisico sono “alternative” ai
farmaci ?
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La prevenzione del diabete secondo le
medicina tradizionali orientall

. Alimentazione corretta (alimenti a basso indice
glicemico)

. Evitare sovrappeso e obesita
. Regolare esercizio fisico
. Impiego di prodotti erboristici

. Trattamenti fisici (massaggi, oleazioni,
panchakarma, ecc.)




PHYTOTHERAPY RESEARCH

Phytother. Res. 24: 13701376 (2010)

Published online 17 May 2010 in Wiley Online Library
{(wileyonlinelibrary.com) DO 10.1002/ptr 3125

A Novel Gymnema S_)J La Gymnema

Insulin St?cretlon from sylvestre stimola la

and In Vitro . . .
secrezione di insulina

A. Al-Romaivan,'* B. Liu,! H. Asare-Anar da”e Ce”u'e umane In

T. Biswas,® A. K. Chatterji.' G-C. Huang,'

'Diabetes Research Group, King's College London, Lun-.‘lm] VIVO e I n Vltro

‘Burdwan Medical College and 1B. Ayurveda College, Gov
“1.B. Ayurveda College, Govt. of West Bengal, India
*‘Ayurvedic-Life International LLC, 4650 West Spencer Street, Appleton, Wl 54914, USA

Many plant-based produocts have been suggested as potential antidiabetic agents, but few have been shown to
be effective in treating the symptoms of Type 2 diabetes mellitus (T2IXM) in human studies, and little is known
of their mechanisms of action. Extracts of Gymnpema sylvesire {GS) have been vsed for the treaiment of T2IDM
in India for centuries. The effects of a novel high molecular weight GS extract, Om Santal Adivasi, (OSA®) on
plasma insulin, C-peptide and glucose in a small cohort of patients with T2DM are reported here. Oral admin-

A ) " A BiskllL i T

were associated with significant reductions in fasting and post-prandial blood glucose. In vitro measurements
using isolated human islets of Langerhans demonstrated direct stimulatory effects of OSA® on insulin secretion
from human B-cells, consistent with an in vive mode of action through enhancing insulin secretion. These in

vivo and in vitro observations suggest that OSA® may provide a potential alternative therapy for the hyper-
glycemia associated with T2DM. Copyright © 2010 John Wiley & Sons, Lid.




Cochrane Database Syst Rev. 2004: Chinese
herbal medicines for type 2 diabetes mellitus.

(Liu JP et al, National Center for Research in Complementary and Alternative
Medicine, University of Tromso, Norway.)

MAIN RESULTS: Sixty-six randomised trials, involving 8302 participants, met the
inclusion criteria. Methodological quality was generally low. ... Compared with
hypoglycaemic drugs including glibenclamide, tolbutamide, or gliclazide, seven herbal
medicines demonstrated a significant better metabolic control, including Bushen
Jiangtang Tang, Composite Trichosanthis, Jiangtang Kang, Ketang Ling, Shenqi

Jiangtang Yin, Xiaoke Tang, and Yishen Huoxue Tiaogan. In 29 trials that evaluated
herbal medicines combined with hypoglycaemic drugs, 15 different herbal preparations
showed additional better effects than hypoglycaemic drugs monotherapy. Two herbal
therapies combined with diet and behaviour change showed better hypoglycaemic
effects than diet and behaviour change alone. No serious adverse effects from the
herbal medicines were reported.

REVIEWERS' CONCLUSIONS: Some herbal medicines show hypoglycaemic effects in
type 2 diabetes. However, these findings should be carefully interpreted due to the low
methodological quality, small sample size, and limited number of trials. In the light of
some positive findings, some herbal medicines deserve further examination in high-
quality trials.




Le medicine
complementari/integrative

2. L'Evidence-Based Medicine




Evidence-Based Medicine
A New Approach to Teaching the Practice of Medicine

JAMA, November 4, 1992—Vol 268, No. 17

Evidence-Based Medicine Working Group

EBM = Medina basata 1A NEW paradigm for medical practice
sulle prove di efficacia  Jis emerging. Evidence-based medicine
de-emphasizes intuition, unsystematic

clinical experience, and pathophysiolog-
icrationale as sufficient grounds for clin-

ical decision making and stresses the
examination of evidence from clinical re-
search. Lvidence-based medicine re-
quires new skills of the physician, in-
cluding efficient literature searching and
the application of formal rules of evi-
dence evaluating the clinical literature.




Evidence -Based Medicine (EBM)
che cos’ é

" L’Evidence-based medicine (EBM) & l'uso
coscienzioso, esplicito e giudizioso della migliore
evidenza scientifica disponibile per prendere
decisioni sulla cura del singoli pazienti. La pratica
dellEBM significa integrare I'esperienza clinica
iIndividuale con la

prodotta da una ricerca sistematica. ”

(Sackett et al: EBM: What it is and what it isn’t. BMJ
1996;212:71-72.)




DOGE IS I e HeNOes

osILIadx3

[BOIUND

=LY ouspIng
TET = yolesssy

LUS| }l Jeym pue s| Jl Jeymn
aUIDIP3|\ paseq-aouspIAg

o 1FED -5 RHHUIAG0 )




Livelli di certezza riguardo al beneficio (“netto”)
di interventi sanitari secondo I'U.S. Preventive
Services Task Force

Level of Certainty *

Description

High

The available evidence usually includes consistent results from well-designed, well-conducted studies in representative
primary care populations. These studies assess the effects of the preventive service on health outcomes. This conclusion
is therefore unlikely to be strongly affected by the results of future studies.

Moderate

The available evidence is sufficient to determine the effects of the preventive service on health outcomes, but confidence
in the estimate is constrained by such factors as:

*The number, size, or quality of individual studies.

«Inconsistency of findings across individual studies.

Limited generalizability of findings to routine primary care practice.

«Lack of coherence in the chain of evidence.

As more information becomes available, the magnitude or direction of the observed effect could change, and this change
may be large enough to alter the conclusion.

The available evidence is insufficient to assess effects on health outcomes. Evidence is insufficient because of:
*The limited number or size of studies.

«Important flaws in study design or methods.

«Inconsistency of findings across individual studies.

*Gaps in the chain of evidence.

«Findings not generalizable to routine primary care practice.

Lack of information on important health outcomes.

More information may allow estimation of effects on health outcomes.

* The USPSTF definesertainty as "likelihood that the USPSTF assessment of the net benefit ofenpve service is correct." The net
benefit is defined as benefit minus harm of the preventive servicegpbsnented in a general, primary care population. The USPSTF
assigns a certainty level based on the nature of the overall evalaitable to assess the net benefit of a preventive service.




Livelli di evidenza della letteratura scientifica e
raccomandazioni per la pratica clinica della U.S.

Preventive Services Task Force

Definition

Suggestions for Practice

The USPSTF recommends the service. There is high certainty that
the net benefit is substantial.

Offer or provide this service.

The USPSTF recommends the service. There is high certainty that
the net benefit is moderate or there is moderate certainty that the
net benefit is moderate to substantial.

Offer or provide this service.

The USPSTF recommends against routinely providing the service.
There may be considerations that support providing the service in
an individual patient. There is at least moderate certainty that the
net benefit is small.

Offer or provide this service only if other considerations support the
offering or providing the service in an individual patient.

The USPSTF recommends against the service. There is moderate
or high certainty that the service has no net benefit or that the
harms outweigh the benefits.

Discourage the use of this service.

| Statement

The USPSTF concludes that the current evidence is insufficient to
assess the balance of benefits and harms of the service. Evidence
is lacking, of poor quality, or conflicting, and the balance of benefits
and harms cannot be determined.

Read the clinical considerations section of USPSTF
Recommendation Statement. If the service is offered, patients
should understand the uncertainty about the balance of benefits
and harms.




Step 6: Link recommendation to net benefits:
USPSTF Grades of Recommendations

Certainty of Net
Benefit

Magnitude of Net Benefit

Substantial

Moderate |Small

Z

‘ero/negative

High

A

C

D

Moderate

B

C

D

Low

Insufficient




(FloraasopsElsaojuasanuanaidsn-smaam) a1)s ga i, 415450 BU1 UD STE]|BAE SUE SUD[EpURLLILIOIE
8531 "(480UBY }Sealq Fuipn|au) 190UR paYe|a- ZYINE 10 - LDy g Jo) Sunsa) opsusd pur ‘Bujjasunc inausd juswssasse
HS| SE ||3 ST ‘J30UED JSEAM] 104 §SH 5, USWOM SINPA 0] SUD[IEIIPIW JO #5N JUR INOE SUCREPUSILIOIR JPEW SEY 415450 UL

SUOJEPUSLLILOITY

115d50N
jueAsay JARO

"paUuUS}ap
(] JOULED SULRY PUE S]I8UST JO SIUE[E]
al pue Juaunsuy) 5| £ 67 = paSe uswom
u Fupuaanrs Aydesfowwew uo sausapAg

ayespow 5| £ f7 0 “[Ews
05 pade uswom ul AydesFowwew | s aapisod apym ‘A g 01 OF paSe uawosm U
Suusains Jo Ysuag 18U au) AydeiSowurew Sujusais Jo J1auaq 18U ay]

SULUEH pUE
s)yauag Jo asuereq

"SLLIEY PUE 13USq 10 33UB[E]q [eiRa0 15aq oyl sapiaoed Suussids AydesSowwnew [ejuus)q ‘uSwom 150w 104

renaiu) Fujusalns

st 1] 0] AUED JBYY WOl AA0W udwom st asosduwy of £jay)) 5| Swrey pue syausq Jo SIUBEG ay) JESIE|
5] sa1sdolg Aressasauun pue sy nsad sARised-es[ey) Lo IBQUNU S} PUE USLUOM JSP]0 U] JEUY UBLY JB][ELUS 5| PELISAE SUREED JO JSquunu
N "L ESp 133UEa J5ealq Jn) ¥5U ay) aonpad Aew £ g 01 of pade uswom u) AydesSowwrew Sujusans sy pp, K ¢4 0] 05 55
Suunp Sujusans eluuslg woy synsa fyderfowwew jo Jausg SUY J0 1S0W JSIUED J5881] J0) 451 ASRIGAE IE AIE OUM USLLOM J04

sady Fujddoyg
pue Fujuels

‘K 05> a5 uswom uy Aayveds semo] 1o sures syl Ing Aasuas ssyFy Asaperedwo aaey of swees Fujusans [Eydp
ySnowe ‘[resano wip se AHeinxoe ypsoudep awes sy noge sey AydesSowwew Suusans [eYFp Fuopuasuod "saES paIUR 241 u|
Fuusans seaued 158a1q Jo) powaw Arewpd suy se Aydefowuwrew wyy pasejdas £epuassa sey AydesSowwew eydip jruonuaauond

5y53] Sujusang

“USLLOM JS0LU 10) 10338} Y51 Jueyodu jsow auy 51 a8e Suiseaiau)
-aide Funod e e uopeipel 1saY 10 Logs)y B 10 (wopuds 150UE 1SEAIG B)|IWE) J3Y10 10 UD[JEINW auad Zy Iy g 10 LyDHE E SE yons)
uopEnw spausd Buf pepun umouy B Jo 35NPISG JSIUED JSEANG J0) 45K YS1Y 1R 10U U oy pUR UD|Sa] 15RR ¥su-ySy pesoudeip
Ksnojasud v so seoued seang Supspeaid asey 1ou op oysm K b= pade uawom snewojdwdse oy Adde suopepuswiwosag asay |

JUSWSEFSSY Y5y

(BOUIPIAR JUSIILNSL])
JUSWEIE]S | JApRIT

LI El 5 ]y

a5

UOREpUSWIWOIaY

£ 52 pafe uswopy £ pg oy g pade uswopy A 6% 01 Op pade uswop

uopendog

AydeiFowweywy reuopuaauoy Y, J83ues 15ealg Jo) Sujusans Aewpy
FI0 800 ¥58] SEAJESIAIIUSASI ] S M

32404 MSVYL
Sa0IMBS oAllUaARIH "S™

9

JUIDIPINI Jeusaju] JO sjeuuy

“AIewiwns jeaiua soued 1sealq Joy Buiusaing 1 aund)y




Revisione sistematica e meta -

analisi

definizione degli obiettivi

ricerca sistematica delle fonti

esaustivita della ricerca di studi (studi non pubbl icatl)
arco temporale ben definito

definizione dei criteri di inclusione e di esclusion e
degli studi

valutazione e scelta degli studi  (critical appraisal)
estrazione dei dati con un form  prefissato
valutazione della qualita metodologica degli studi
sintesi qualitativa delle informazioni

valutazione dell’eterogeneita tra gli studi

sintesi quantitativa dei risultati (meta-analisi) s
fattibile e appropriata

peer reviewing




Risultati di 16 studi sull’efficacia della profilassi
antibiotica nel ridurre il rischio di infezioni nosocomiali
INn pazienti in terapia intensiva: rappresentazione del

risultati e della loro stima combinata (o'Amico et al, 1998)

Rischio Relativo

Studi —

Abele
Aerdts
Blair
Boland
Cockerill
Finch
Jacobs
Kerver
Palomar
Rocha
Sanchez
Stoutenbeek
Ulrich
Verwaestl
Verwaest2
Winter

Overall (95% CI)

(95% CT)

0.29 (0.17,0.49)
0.07 (0.01,0.52)
0.33(0.18,0.62)
0.82 (0.49,1.37)
0.33 (0.11,0.99)
0.69 (0.23,2.01)
0.11 (0.01,2.05)
0.15 (0.07,0.36)
0.39 (0.21,0.73)
0.32 (0.15,0.68)
0.57 (0.40,0.81)
0.61 (0.47,0.78)
0.28 (0.13,0.59)
0.53 (0.33,0.85)
0.72 (0.47,1.10)
0.18 (0.05,0.59)

0.50 (0.43,0.57)

Risk ratio

% Peso

6.9
0.5
4.9
7.1
1.6
1.6
0.2
25
4.8
3.4
14.5
29.1
3.3
8.0

1.3




La qualita delle rassegne di letteratura

Why Review Articles on the
Health Effects of Passive Smoking
Reach Different Conclusions

Daborah E. Bames, MPH; Lisa A. Baro, PhD

Rassegna di 106 reviews sui rischi del fumo passiv(

Table 3.—Relationship Between Article Conclusions
and Author Affiliations

L]
No. (%) of Reviews

1

Non—

Tobacco- Tobacco- )
Affiliated  Affiliated Odds ratio = 94
Authors  Authors

Article Conclusion (n=31) (n=75)

Passive smoking harmful 2(6) 65 (87)
Passive smoking not harmful 29 (94) 10 (13)
Significance X% = 60.69; P<.001
]




Le medicine
complementari/integrative

3. La sperimentazione clinica sulle MC




COMITATO
ETICO

popolazione in studio

|

potenziali
partecipanti

-

partecipanti

non partecipanti

randomizzazione

selezione con ———  non partecipanti
criteri definit

Il disegno di un
trial
randomizzato
controllato
(RCT)




Limiti della ricerca scientifica sulle MC

Scarso interesse Trattamenti Mancanza di Mancanza di
da parte delle Individualizzati, Interesse e/o Interesse e/o
aziende, poco molto variabili, opposizione da opposizione da

supporto da enti non parte parte della

pubblici standardizzati dell'accademia medicina
tradizionale

') 3 3 $

Mancanza di Mancanza di Mancanza di Mancanza di
finanziamenti riproducibilita metodologia pubblicazione su

‘ scientifica riviste inﬂuenti’

Pochi trial, di bassa qualita e/o piccole dimensioni,
POCO conosciuti e poco citati
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Le medicine
complementari/integrative

4. L'evidenza di efficacia e sicurezza
dell'impiego di MC




JEg|D Lo uing
= Aanay jusasy

IO aas yueag

- T1v].Aaequswedwo2, ) Ho [spraTd
~ 117]..521deazyy LuejuawaTdwos, y¥o

([sp12T4 TIvl.sstdedsys, any [SpTatd
117]. Auejuaswatdwos, ) yo [swaay
Hsal ], saTdedaysy AdezuswsTdwod, )

= s|ie18p Yaleas

a 13185 | :eseqeleq

= ElEp pajelal puld

ASD peOjUME]

Jeaf Aq synsay

SENNELENER RS E|

diay

SBPIHE Te[IS

S0960SL€ -dlNd

‘8s8UIYD "08-9.%(5)9g eI 9LOZ "NIf USYZ onBEuoyz
Z N9 I3 d Buen k3

EEIRITERE I

90960542 -AIAd

‘8sauUuD F-Leri(glogiien 910z nir usyz onbbuoyz
' Buem M 17N

e pafonuos g

pSZIUOPUET B SNIj[SW SS1Sqelp 10 Ayledoinau [Elsydisd S[dnjnw SIS WWAS [B1SIp J0] sanpundnoy]

SBPIE TE[IS
2096054 -dlNd
‘858UIYD "06-58+:(5)9g BN 9L0Z NIf USYZ onBGuoyz
1NH S1BD g usuyd AEr
el pajouod 7y

DaZIIIOpUE] B UOIDUNISAD [EJ0 PUE SUJEQI00] JIU0p0yUN0 J0 TUSUIIES]] PUE UONUSAaId 10l Sv L]

=<ise7 | =PSN | 62610

0} puag

IPa AEJUaIIa|0Woa 10} peajsul yaueag auipaw Aejuawajdwos 1o} synsal Bumoyg 0

|| abegq

‘SWaY $7/ 77 Moys o} IETES) [el] [BUD peleAle sialld @)

E6LLEL }O 0T 01 | sway
B}jnsal Yyaleag

2 Juasay 150y Ag HOS - LBLIWNG JRULIOS

pasueAp

Cowos |

| suipaw Aenuatuaidwod || .

pagng

SI3[1 [EUONIPPE MOUS

EREE]R]

S|EWIUY 18I0
SUBLWNH
saloadg

“abuel woisng
sieaf o)

sieaf g

sajep uonedgng

salaue Guipuall
SUaWIWoI Japeay
SUOLWILWO ) payand

@} |Ind4

Txa) ||nl asldq
Pensay
Ringepeae 1xal

“ AZIWOISNT

....H._.;.n.wn_
1Bl jedund A
sad A a| iy

YHESH JO SAMESU| [EUShEN
Sumips o Aieiqr] [EucgeN S

aod ﬁﬂgn_:n_

e T L N P




L’omeopatia ha effetti clinici ? | risultati di dueeta-
analisi (MA) di trial randomizzati controllati con placel

1. Linde et al.(The Lancet, 1997):

Gli effetti clinici del’omeopatianon sono dovuti completamente ad
effetto placebo

2.  Shang et al(The Lancet, 2005):

La M-A ristretta ai “trial di maggiori dimensioni e di elevata qu#lit
mostra che gli effetti clinici del’omeopats®no effetto placebo
[Editoriale: «La fine dellomepatia»]

3.  Ludtke and Rutten. (J Clin Epidemiol, 2008):

| risultati della MA di Shang’s et atambianoin relazione alla soglia
definita per la dimensione campionaria. | risultati pertanto sogmo
conclusividi come sono stati presentati
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Cochrane systematic reviews - Settore medicine
complementari e alternative, 1/11/2014-1/11/2016
(solo trial clinici)

Articoli
Identificati
188

Articoli esclusi

* 100: non classificabili come
medicina complementare

» 13: pubblicato solo il protocollo

e 6: non contengono nessun RCT

4

Articoli
Inclusi
69
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Relazione efficacia-qualita

N° review con
forte evidenza

di efficacia =
3 (4%) N° review con

studi di medio
/alta qualita =
4 (6%)
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Qualita

Efficacia Qualita

0 = assente O = nessuno studio di qualita medio/alta

1 =incerta = la maggior parte degli studi non e di qualita m  edio/alta
2 = debole 2 la maggior parte degli studi € di qualita medio  /alta

3 = forte




Evidenza di efficacia

assente
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omeopatia MTI terapie fisiche

MTC = medicina tradizionale cinese

MTI = medicina tradizionale indiana

Terapie fisiche = osteopatia, chiropratica, massagg |

Altro = musicoterapia, danza, canto, altri intervent i non farmacologici




Efficacia MTC.: sottogruppi

Sono stati inclusi 27 studi nella categoria MTC

Evidenza di
Numero studi efficacia
(debole/forte)

Agopuntura 4 (44%)

Prodotti erboristici 8 (47%)

Tail Chi Chuan 1 (100%)




Revisioni con studi di moderata/alta qualita - 1

Feverfew for preventing migraine

(partenio)

Barbara Wider' 2, Max H Picder’, Edzard Ernst®

Hnstirure of Health Research, University of Exeter Medical School, Exeter, UK. “Narional Research Centre in Complementary and
Alternartive Medicine (NAFKAM), University of Tromse The Arcric University of Norway, Tromso, Norway. “Hospital for Cancer
Research, Plau am See, Germany. "Complementary Medicine Deparement, Peninsula Medical School, Universiry of Exerer, Exerer, UK

Main results

We identified one new study for chis updare, resulting in six trials (561 patients) meering the inclusion crireria. Five of the six crials
reported on the main outcome, migraine frequency. "L]rhnu.g]'i five of the trials were gen cr.all'r of good methodological qualicy, all studies
were either of undear or high risk of bias with regards to sample size. Pooled an.'i]j.fs[s of the results was nor possible due to the lack of
common outcome measures and hererogeneiry berween studies in rerms of parricipants, interventions and designs.

The most recent trial added to chis version of the review is ricorous and larger {n = 218).

determined by a previous dose-finding crial. It re reports thar feverfew reduced migraine frequency by 1.9 artacks me 4.8 t0 2.9 and
placebo by 1.3 from o 4.8 to 3.5 per month, resulting in a difference in effect berween feverfew and placebo of 0.6 artacks per
month. For the secondary outcome measures intensiry and duration of migraine artacks, incidence and severity of nausea and vomiring,

reporring positive effects of feverfew are all of small sample size (17 o 60 participants), while rwo rigorous trials (n = 50, 147) did
not find significant differences berween feverfew and placebo. Only mild and rransient adverse events, most commonly gastroinrestinal
complaints and mouth ulcers, were reported in the included trials,

Authors’ conclusions

Since the last version of this review, one larger rigorous smdy has been included, reporting a difference in effect berween feverfew and
placebo of 0.6 arracks per month. This adds some paositive evidence to the mixed and inconclusive findings of the previous review:
However, this constirutes low qualiry evidence, which needs to be confirmed in larger rigorous wials with srable feverfew exrracts and
dearly dehned migraine populations before firm conclusions can be drawn. It appears from the dara reviewed thar feverfew is noc
associated with any major safety concerns.




Revisioni con studi di moderata/alta qualita - 2

Acupuncture for the prevention of episodic migraine

Klaus Linde', Gianni Allais?, Benno Brinkhaus®, Yurong Fei?, Michael Mehring', Emily A, Vertosick®, Andrew Vickers®, Adrian R
Whice®

Comparison with sham acupuncrure

Boch afrer wearment (12 trials, 1646 parricipancs) and at follow-up (10 orials, 1534 participants), acupuncoure was associated with a
small bue starisrically significant frequency reducrion over sham {moderate quality evidence). The SMID was -0.18 (95% CI -0.28
-0.08; 12 = 47%) after rrearment and -0.19 (95% CI -0.30 ro -0.09; 12 = 59%) ar follow-up. After rrearment headache frequency ar
least halved in 50% of participants receiving true acupuncrure and 41% receiving sham acupuncrure (pooled RR 1.23, 95% CI 1.11
w 1.36; 12 = 48%; 14 crials, 1825 participants) and ar followup in 53% and 42%, respectively (pooled RR 1.25, 95% CI 1.13 ro
1.39; 12 = 61%; 11 crials, 1683 participants; moderate quality evidence). The corresponding NINTBs are 11 (95% CI 7.00 to 20.00)
and 10 (95% CI 6.00 to 18.00), respectively. The number of parricipants dropping out due to adverse effects (odds rado (OR) 2.84;
95% C1 0.43 vo 18.71; 7 trials, 931 participants; low qualiry evidence) and che number of participants reporting adverse effects (OR
1.15; 95% CI 0.85 to 1.56; 4 crials, 1414 parricipants; moderare quality evidence) did nor differ significantdy berween acupuncrure
and sham groups.

Comparison with prophylactic drug treatment

Acupuncoure reduced migraine frequency significandy more than drug prophylaxis after wearment { SMD -0.25; 95% CI -0.39 ro -
0.10; 3 rrials, 739 participants), bur the significance was not mainrained ar follow-up (SMD -0.13; 95% C1 -0.28 w 0.01; 3 crials,
T4 p.-n I:jc:lp‘.ln[i. moderate qualmf mldcncﬂ Afrer three months headache ﬁcquﬁ wy ar least halved in 57% nfpammpa: ts receiving

1<:.~:]:u:cm'ch fpmlcd RR 1.11; 9‘::'1{; C10. 9" w 1. "‘G, mm‘lc:atc qualmf l:wdm ce). l-mrlu gs were consistent among r lalq wuh 12 '|':u:u g
0% in all analyses. Trial parricipants receiving acupuncrure were less likely to drop our due to adverse effects (OR IZI.E_. : 95% C1 0,08 ro
0.86; 4 crials, 451 parricipants) and o report adverse effeces (OR 0.25; 95% CI 0.10 to 0.62; 5 wrials 931 pardcipants) than parricipants
receiving prophylactic drugs (moderare quality evidence).

Authors’ conclusions

The available evidence suggests thar adding acupuncrure to sympromaric trearment of arracks reduces the frequency of headaches.
Contrary to the previous Andings, the updared evidence also suggests thar there is an effect over sham, bur chis effect is small. The
available rrials also suggest thar acupuncrure may be ar least similarly effective as crearment wich prophylacric drugs. Acupuncrure can
be considered a trearment oprion for parients willing ro undergo this rrearment. As for other migraine trearmens, long-term srudies,
more than one year in durarion, are lacking,




Revisioni con studi di moderata/alta qualita - 3

Kangaroo mother care to reduce morbidity and mortality in
low birthweight infants

Agustin Conde-Agudelo’, José L Diaz-Rossello®

'Perinatology Research Branch, Funice Kennedy Shriver Narional Institute of Child Health and Human Development/National
Instirures of Health/Deparmment of Health and Human Services, Bethesda, MD and Derroir, MI, and Department of Ohstetrics and
Gynecology, Wayne State University, Detroit, Michigan, USA. “Departamento de Neonatologia del Hospiral de Clinicas, Montevideo,
Uruguay

KMC versus conventional neonatal care: At discharge or 40 to 41 weeks’ postmenstrual age, KMC was associared with a searistically
signuhcant reduction in the risk of morralicy (nsk rano [RK] 0.60, 5% conhdence inrerval [CI] U.3% to U5 eaighe cnials, 17306 infants),
nosocomial infection/sepsis (RR 0.35, 95% CI 0.22 to 0.54; five trials, 1239 infancs), and hypothermia (KR 0.28, 95% C10.16 w
0.49; nine crials, 989 infanes; moderate-qualicy evidence). Ac larest follow-up, KMC was associated with a significantly decreased risk
of mortaliry (RR 0.67, 95% CI 0.48 to 0.95; 12 wials, 2293 infants; moderare-quality evidence) and severe infecrion/sepsis (RR. 0.50,
95% CI 0.36 to 0.69; eighr rrials, 1463 infants; moderare-quality evidence). Moreover, KMC was found ro increase weighr gain (mean
difference [MD)] 4.1 g/d, 95% CI 2.3 to 5.9; 11 crials, 1198 infants; moderare-quality evidence), length gain (MDD 0.21 cm/week,
A WLV I LT S VOB P wir L STTISIEVER [ V. TP SRORp ey LY IR W4T G PP U T oW T 1 e DO PPN
495 infants) ar larest follow-up, exclusive breastfeeding ar discharge or 40 to 41 weeks' postmenstrual age (RR 1.16, 95% CI 1.07 w
1.25; six sudies, 1453 mothers) and ar one to three months” follow-up (RR. 1.20, 95% CI 1.01 to 1.43; five studies, 600 mochers), any
{exclusive or parrial) breastfeeding ar discharge or ar 40 ro 41 weeks' postmenstrual age (RR 1.20, 95% CI 1.07 to 1.34; 10 soudies,
1696 mothers; moderate-quality evidence) and ar one to three months’ follow-up (RR 1,17, 95% CI 1.05 to 1.31; nine studies, 1394
mothers; low-quality evidence), and some measures of mother-infant artachment and home environment, No stadstically significant
differences were found berween KMC infants and controls in Griffith quodents for psychomotor development ar 12 months corrected
age (low-quality evidence). Sensitivity analysis suggested thar inclusion of studies with high risk of bias did not affect the general
direction of Aindings nor the size of the rrearment effect for main ourcomes.

Authors’ conclusions

Evidence from this updated review supports the use of KMC in LBW infants as an alternative to conventional neonaral care, mainly
in resource-limired setrings. Further informarion is required concerning the effecriveness and safery of early-onser continuous KMC in
unstabilized or relarively stabilized LBW infants, as well as long-term neurodevelopmental ourcomes and costs of care.




Revisioni con studi di moderata/alta qualita - 4

Music interventions for mechanically ventilated patients

Joke Bradt', Cheryl Dileo?
Main results

Wie idenrified six new crials for this updare. In total, the evidence for this review rests on 14 rrials (805 pardcipants). Music listening was
ain inerventio d.and 13 o dies di include a rpained musi apjer. H indicared char music lj e ma
be benehcial for anxiety reduction in mechanically ventilated patients. Specifically, music listening resulted, on average, in an anxiery
reducrion that was 1.11 standard deviarion units greater (95% CI -1.75 to -0.47, PP = 0.0006) than in che standard care group. This is
considered a large and clinically significant effect. Findings indicated thar listening to music consistently reduced respiratory race and
SYSTOTIC DIDOG PIESSLLIE, SUEEESLINg A TEJAXALION [ESPONSE. TLITNEIMOLE, ONE JALge-SCAIE SIUCY [EPOILed gIEater [EQUCTLONS 1N SeqaLIve ang

analgesic intake in the music listening group compared to the control group, and owo other studies reported tends for reduction in
sedarive and analpesic intake for the music group. One study found significandy higher sedarion scores in the music listening group
compated to the conrrol group.

No strong evidence was found for reduction in diaswlic blood pressure and mean arrerial pressure. Furthermore, inconsistent resules
were found for reduction in hearr rate with seven smudies reporting greater hearr rate reducrions in the music listening group and one
study a slightly greater reduction in the control group. Music listening did not improve oxygen sarurarion levels.

Four soudies examined the effects of music listening on hormone levels bur the resules were mixed and no conclusions could be drawn.
No strong evidence was found for an effecr of music listening on morcalicy rare bur this evidence rested on only two rrials.

Most rrials were assessed to be ar high risk of bias becanse of lack of blinding. Blinding of outcome assessors is often impossible in music
therapy and music medicine studies thar use subjective ourcomes, unless the music intervention is compared o another wearment

intervention. Because of the high risk of bias, these results need ro be inrerpreted with caurion.

No smudies could be found thar examined the effects of music interventions on quality of life, padent sarisfaction, post-discharge
outcomes, or cost-effectiveness. No adverse events were idenrified.

Authors’ conclusions

This updared systemaric review indicares that music listening may have a beneficial effect on anxiery in mechanically ventilared patients.
These findings are consistent with the findings of three other Cochrane systemaric reviews on the use of music interventions for anxiery
reducrion in medical patients. The review furthermore suggests thar music listening consistently reduces respiratory rate and systolic
blood pressure. Finally, resules indicate a possible beneficial impact on the consumprion of sedartives and analgesics. Therefore, we
conclude thar music interventions may provide a viable anxiery management option to mechanically venrilared parients.
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Medicina convenzionale o alternativa ?
Un’autorevole opinione

“ Non ci possono essere due tipi di medicina —
convenzionale e alternativa. C’e solo una medicina,
che e stata adeguatamente sperimentata e una
medicina che non lo e stata. Una volta che un
trattamento e stato sperimentato in modo corretto e
se ne verifica efficacia e sicurezza esso sara
accettato nell’'uso corrente”

(Angell e Kassirer, NEJM 1998)




Conclusioni

Le medicine complementari (MC) potrebbero fornire un
apporto significativo per la prevenzione e la cura delle malattie
e la promozione della salute

Le MC sono state largamente impiegate per molti anni e, nel
caso delle medicine tradizionali (cinese, indiana, ecc.), sono
regolamentate a livello nazionale, con un corpus di
Insegnamento universitario e un albo professionale

La sperimentazione clinica sulle MC e difficile, a causa della
mancanza di finanziamenti, personalizzazione del trattamento
e variabilita del trattamenti per scuole, operatori, e altro

L’evidenza di efficacia e sicurezza dell'impiego di MC e
complessivamente incerta: sono stati condotti pochi trial, con
evidenze spesso deboli e contradditorie, e pochi trattamenti si
sono dimostrati efficaci secondo le revisioni Cochrane




“Ci sono piu cose in cielo e
In terra di quelle immaginate
dalla tua filosofia, Orazio”

Shakespeare, Amleto
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