CynepTexHonorus:
OoLeHKa MeaAULMHCKUX TeXHOJOrnu

B. Bnacos, O.M.H., npoeccop, [1pe3naeHTt
ObLecTBa CneumanncToB AokasaTenbHOW
MeMLMHBI, npodgeccop BbicLien LWKOnb!
3KOHOMUKM






Buagum?

Cabozantinib,
prostate cancer
metastases

" X
." - T “"
v )



Y10 3HAYUT «neKkapcTBoO paboTaeT»?

» Ecnuy ogHoro metacrasbl MCHE3MK, UCHEIHYT MK
y BTOpOro? Y TpeTtbero?

* [IpoTBOakTU4eckumn noaxon (counterfactual
definition)

V.Vlassov
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Archie Cochrane nostopsn Tpu Bonpoca
OTHOCUTENbHO BMeLLaTeNbCTB B MeaULMHE:

MOXET Jin 3TO PABOTATb?
PABOTAET JIN 3TO HA NPAKTUKE?

CTOUT N 3TO AENATB?

Henb3A He 0TBeYaTb Ha 3TU BONPOCH



CUMULATIVE RATES OF DEATH OR
MYOCARDIAL INFARCTION
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Adapted from New Engl | Med 2009; 360:1933-45

New Engl J Med 2009;360:1933-45: Continuing uncertainty about the long
term safety of drug eluting stents led Swedish researchers to take a close look at
what happened to Swedish adults who received any kind of stent between 2003
and 2006. The drug eluting option seemed safe in analyses with up to five years
of follow-up. The researchers found no extra deaths (relative risk 0.94, 95% ClI
0.85 to 1.05) and no extra heart attacks (0.97, 0.88 to 1.06) in patients who had
drug eluting stents compared with those who had bare metal stents. Drug
eluting stents were associated with a lower risk of restenosis (0.43, 0.36 to 0.52)
that was most marked in patients with the worst lesions. The main analysis was
confined to the 28 953 adults who had just one stent during index percutaneous
coronary intervention. The findings were similar when the analysis was
extended to all adults who received one or more stents (n=47 967). All analyses
were carefully adjusted for clinical and demographic differences between adults
receiving drug eluting stents and those receiving bare metal stents.

This study extends an earlier report examining the same national register that
hinted at greater long term mortality with drug eluting stents than with bare
metal stents. The new study—which includes more data and a longer follow-
up—seems reassuring, say the researchers.

In a separate randomised trial published in the same issue of New England
Journal of Medicine (pp 1946-59), drug eluting stents also seemed safe for 3006
people with acute myocardial infarction. Those individuals given a paclitaxel
eluting stent had no more adverse cardiovascular events over one year than did
controls given a bare metal stent (8.1% v 8.0%; hazard ratio 1.02, 95% CI1 0.76
to 1.36). The combined safety end point included death, reinfarction, stroke,
and stent thrombosis. People given a paclitaxel eluting stent needed
significantly fewer revascularisation procedures in the first year than those
given a bare metal stent.

AHanus perucrtpa

BMJ 2009;338:b1895



Type of stent and reinfarction at long term

follow-up
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Adapted from Arch Intetn Med 2012;172:611-21

et al. BMJ 2012;344:bmj.e3045

Meta-aHanu3 12 PKW head-to-head BM]I
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IJTO TPYAHO!

 TpyOHO TEXHNYECKM
* TpyQHO NOMUTUYECKN

Shannon Brownlee http://www.washingtonmonthly.com:

INgTON

MONTHLY

Respond to this Article

Newtered

Gingrich's Congress emasculated the one agency capable of
controlling health care costs and improving quality. Time to

reverse the procedure.
By Shannon Brownlee

Washingtor



SBU, LUBeuus

A. CunbHble gokasaTenscrsa /OanHakoBsble
pesynbTaTthl B Heckonbkux PKW BbiCOKOro kayecTsa

B. YmepeHHble aokasatenbcTea /OanHaKoBbIE
pesynbTaTthbl B 0gHOM KavectseHHoOM PKW U ogHom mnu
bonee PKW Huskoro kavectsa I ognHakoBble
pesynbTaThbl B HECKONbKMX UCCNEA0BaHNUAX HN3KOTO
KayecTBa

C. OrpaHnyeHHble gokasatenscTsa /OgHo PKW nm
NPOTNBOPEYUMBbIE PE3YIIbTAThl B HECKOSBKMX
nccnegoBaHmsIx

D. OtcytctBue nokasatenscts /HeT PKWA nnm uHblx
nccnenoBaHuii NPMeMEMOro Hay4YHoro KayecTea



Ibuprofen 400 mg vs. paracetamol 1000 mg npu ocTpou

nocreonepauynoHHOMU

oonu

Jlyywe napauetamon

INlyywe noynpodeH

Cooper et al, 1984

be3 pa3Huubl

Cooper, 1984 — m——

Cooper et al, 1989
Schachtel al, 1989
Mehlisch et al, 1990

O6o0uWeHHana B3BewWeHHas pa3Huua

-20  -10

0 10 20 30

CpenHnan pasHmua u 95% OU



League table YTNJIN(NNT) gnsa 50+% ymeHblUeHUA 60nu
yepes 4-6 Yyac B cpaBHEHUU € nnauedo npu 6onu
yMEepPEeHHON NHTEHCUBHOCTUN UIMN CUNTbHOM  Total Number

in Comparison

Ibuprofen 800 mg 76
Ibuprofen 600 mg 222
Ibuprofen 400 mg 2898
Ibuprofen 200 mg 726
Ibuprofen 100 mg 186
Diclofenac 100 mg
Diclofenac 50 mg
Diclofenac 25 mg [ ———
Naproxen 440 mg G 257
Naproxen 550 mg [ ——— 169
Naproxen 220/250 mg 183
Paracetamol 1000 mg/Codeine 60 mg % 127
Aspirin 1200 mg 279
Paracetamol 600 or 650 mg/Codeine 60 mg [ 816
Aspirin 1000 mg [ —1— 716
Aspirin 600/650 mg = 5061
Dextropropoxyphene HCl 65mg/Paracetamol 650 mg I 963
Paracetamol 1000 mg [ 2283
Paracetamol 600/650 mg —t— 1167
Paracetamol 300 mg/Codeine 30 mg }— 442
Paracetamol 500 mg — 649
Pethidine 100 mg (intramuscular) 300
Morphine 10 mg (intramuscular) 946
Dextropropoxyphene HCI 65mg 440
Dihydrocodeine 30 mg 194
Codeine 60 mg 1305
Tramadol 150 mg 561
Tramadol 100 mg 882
Tramadol 75 mg 563
Tramadol 50 mg | | | | : I:'- : : 770
2 4 6 8 10 12 14 16 18

Number needed to treat with 95% Confidence Intervals



L’Abbe plot — napaueTtamon B cpaBHeHUM C nrnauebo
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Moore et al Pain 1997;70:193



GRADE: KauecTBO AoKa3aTenbCTB

BbICOKOE: nccnenoBaHust ganee Bpsa N U3MeHsATb
Hawy YBEPEHHOCTb B oLeHke adhdekTa

CpefHee: nccnenoBaHusi aanee BePOsSTHO 3aMETHO
NOBNUAOT HA HaLLy YBEPEHHOCTb B OLleHKe addDeKTa
M MOTYT U3MEHWUTL OLIEHKY

Hu3koe: nccnegosaHna ganee 04eHb BEPOATHO
CYLLECTBEHHO MOBMUAOT Ha OLIEHKY adhdpeKTa 1
N3MEHST €€

O4eHb HM3KOE: BCAKas oLeHKa adhdekTa 0YeHb
HeornpeneneHHa




OueHKa TeXHOOrnu

+ KomnnekcHoe LieneHanpasieHHOe UCCNeaoBaHme
KPaTKOCPOYHbIX 11 JONTOCPOYHbIX MOCIIEACTBUN
NPUMEHEHUS TEXHOMOTUN

* OueHKa MeauLMHCKOM TEXHOMOMMK BKNOYaeT
LUMPOKKMI cneKTp adpdrekToB. [1pexae Bcero -
BOMPOCHI 3 MEKTUBHOCTK (MONE3HOCTH),
0e30nacHOCTH 1 CTOMMOCTK



OueHka MeaULMHCKOW TeXHOJTOMnN

TexHn4eckast 6e30nacHOCTb U 3PMEKTUBHOCTD
KnnHuyeckas 0e30nacHOCTb

KnuHuyeckas 4eUCTBEHHOCTb U 3 XEKTUBHOCTL
CTouMoCTb 1 3aTpaTHast APPEKTUBHOCTb
OpraHn3aLmnoHHble acnekTbl

JTUYECKME, opUanYeckne, counanbHble U
KYNbTYPHbIE acneKThl
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Use of B blockers during surgery may have caused 10
000 deaths in the UK

Nigel Hawkes

London

Up to 10 000 deaths may have been cansed in the United In reality it is not known how universally the guideline is
Eingdom by following a enideline that can no longar be relied followed, 2o the number may be smaller.

upon, says an analysis by a group from Imperial College in The scandal over Poldermans emerged in 201 1, but the guideline
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Opl'aHVI3aLIMOHHbIe TeXHOJI0OTUU

* BbIDOp KNMHWUYECKOrO NyTW: CBOEBPEMEHHOE
rnepeknioyeHne Ha nannuaTmMBHYy NOMOLLb
NPUBOANT K YBENNYEHMNIO KAYECTBa XKNU3HN U
[axe ee npoaneHuto (nokasaHo B PKA!)

Annals of Internal Medicine CriNnicaArL GUIDELINES

Evidence for Improving Palliative Care at the End of Life:
A Systematic Review

Karl A. Lorenz, MD, MSHS; Joanne Lynn, MD, MA, MS; Sydney M. Dy, MD; Lisa R. Shugarman, PhD; Anne Wilkinson, MS, PhD;



CBA3b MeXAay NONIMTMKOU B 006nacTu
34paBOOXpaHeHUs K

AOKa3adTeJibCTBaMU

[loka3aTenbCcTBa YacTo YKa3blBaOT Ha HEODXOAMMOCTL
N3MEHEHUI B MOJUTUKE

Peanu3aumio nonMTUKX MOXKHO 3HAYUTENbHO YNy4LIMTb 33
CYET MCMOMb30BaHNS HAaY4YHbIX [10Ka3aTeNbCTB

VIHoroa nonuTuka HENOCPEACTBEHHO 3aBUCUT OT
MCMONb3yeMbIX A0KA3aTENLCTB

YcuneHue B3aMmMOCBA3N Mexay HannyMeMm [oka3aTenbCTB
1 ONnaTon BMeLLaTenbCTB

CBsi3b MeXay cucTemon obecneveHns Ka4yecTsa 1
[oKasaTesibCTBamu



dapmMaLeBTUYECKOE perynupoBaHue U
obecnevyeHue

» B EC dapmauesTnyeckoe perynmposaHue
LeHTpanusosaHo (EMEA)

* VHTEpec cmecTuCca B CTOPOHY NEKAPCTBEHHOO
obecneveHns




OMT u nekapcTBeHHOe obecneyeHue

» EBponenckum cyn cyen, Y4To orpaHuYeHmne
CnucKa onnavynsaemblX NekapcTs 3aKOHHO Npu
\YCMOBWM NPO3PAYHOCTH, OO LEKTUBHOCTM U
NMOAKOHTPOIILHOCTK NpoLeayp

» OMT - cpefcTtBo ansg obecneveHus
cobnogeHns aTux TpeboBaHNK

» [IBXeHWe B HanpaBneHun 3aTpaTHOW
apdeKTBHOCTU — hapmMako3KOHOMMKA



[NoTeHumnanbHble ponu OMT B
fieKapCTBEHHOM 0becrnevyeHun B
EBpone

. PeI'yJ'II/IpOBaHI/Ie AO0CTYyMNa Ha PbIHOK

 OnpeneneHve hopmMynspHbIX CMCKOB U
nepeyHen onnaynsaemblx J1C

* [103MTMBHbIE N HErATUBHbBIE CMINCKNA
* PerynupoaHue LileHo0bpa3oBaHus




TUNUYHbIE OLLIMOKK C MO3UTUBHBLIM
CMNCKOM

CnnCcoK He OCHOBAH Ha NMPUOPUTETHbIX PELLIEHNSIX

Nno obecneyeHnio HaceneHUs XU3HEHHO BaXHbIMM
J1C

YKn3HeHHO BaxHble JIC BKMOYEHb! BbIOOPOYHO UK
ONMaYnBalOTCs He NOMTHOCTbLIO

BkntoyeHo MHOro HenposepeHHbIx J1C, Bknovas
KpanHe goporue HoBble J1IC

BkntoueH pag yctapesLunx JIC

OcHoBaHMsA Ans NPUHATHS PELLEHUIN O BKITOYEHNS
He Npo3payHbl



KoHTponb Yncna u pasmeLLeHun
MOLLIHOCTEN U TeXHOJTOMUN

* Heobxoaum opraH rocyapcTBeHHON BMacTy

* PelueHuns yacTo HocAT cyrybo nonUTUYECKUM XapakTep

» [loka3aTenbCTBa OOMKHbI UrpaTh BaXKHYHO POJib B 3TOM
npotecce

* [lo3nTnBHBIN NOAXOA — NOMbITKN PELWINTL NPOBEMBI CO
300POBLEM HaceneHus

* HeraTuBHbIW NOAX0A — OrpaHnyeHne UHBECTULIMI C LIEMbIO
CAepXMBaHUSA 3aTpaT — COKpaLlleHWe Yucna KoMKo-MecT,
KOHTPONb HaZ UCMOMb30BaHWEM AOPOroCTOALLErO
0bopynoBaHus



I ne Hayitu roroBbiec OMT?

National Institute for

@ | Centre for Reviews and Dissemination Health Research
Help | Why log in? | Login

L@ | | INHS
T |

Search
© All these words Home
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Health Technology Assessment (HTA) Database

The HTA database brings together details of completed and ongoing health
technology assessments from around the world. The abstracts in the
database are descriptive rather than analytical and do not form critical
appraisals of the reports.

http://www.crd.york.ac.uk/crdweb/
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TPAHC/IAUKA 3OHPA BUAEOTPAHCNALMA “Ocoboe
BbINYCK HOBOCTEN CETEBH30PA

HOBOCTU BJIOTM TOMbl OMPOChI PEATMHIA DOC

NMOUCK v

Bﬂor = Bepcua ananevatn

C BOJIE3SHBHO? KypHanUCH

13 as2ycma 2013, 07:58

BEOPbEA C YUYHOBHUKAMW BE3HAOEXHEE BEOPbEbI ﬂ_"' Mputa Acutia

Al BCE Bpema npu13biBa MHBaNMA0B BopoTbcA 3a cBoM npasa. [oay4Yus 3To MMCbMO, 4 MpoYMTaNna ero
HEBHMMAaTeNbHO. Pelumna, 4To 3TO NMULLET Mama 0 CBoém BonbHom pebeHKe, M, Kak NpUHATO, NonpocKaa
doTorpadmio manbiwa. MHe npucnanm potorpadmio. CopokaneTHAa MeHWMHa Ha MHBAIMAHOM Kpecne,
M3My4eHHoe BonesHblo nvuo. He B dotorpacdum geno. Ceetnana bopeTtca - 1 3To rnasHoe. Moé geno -
NOMbITATECS €M MOMOMD.

CseTnaHa Horosa B Gopbbe NpoTUB «<peakok= BonesHM M HuxKeropoackoro MMH3gpaBa.

50 000 000 pybren B rog Ha nauneHTa



KnnHunyeckue AaHHble
MPS VI,
mucopolysaccharidosis VI,
+ FDA: cuHdpom Maroteaux-Lamy
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CLINICAL DIES

A total of 56 patients with MPS V1 wera enrolled in three clinical studies. The majority #f patients

had severe manifestations of the disease as evidenced by poor performance on a
cal endurance,

In the randomized, double-blind, multicenter, placebo-controlled chnical tnale 39 patients with
| MPS VI received either NAGLAZYME, 1 mg/kg, or placebo, once-weakly for 24 weeks. The pa-

tients’ ages ranged from 5 to 29 years. Enrolimeant was restrictad to patients with a 12-minuta walk
distance of 5 to 400 meaters. All patients were treated with antihistaminas prior to each infusion.

The NAGLAZYME-treated group showed greater mean increases in the distance walked in 12
@1 2-minute walk tast, 12-MWT) and in the rale of stair climbing in a 3-minuta stair cimb
i

ast, compared to the placebo group (Table 2).

_—\——\\ -




KnMHuU4yeckune aaHHbIe

J Inherit Metab Dis. 2013 Mar;36(2):373-84. Design, baseline characteristics, and early
findings of the MPS VI (mucopolysaccharidosis VI) Clinical Surveillance Program (CSP).

Hendriksz CJ, et al. (CSP Study Group)

To outline the design, baseline data, and 5-year follow-up data of patients with
mucopolysaccharidosis (MPS) VI enrolled in the Clinical Surveillance Program (CSP), a
voluntary, multinational, observational program.

METHODS:

The MPS VI CSP was opened in 2005 to collect, for at least 15 years,
observational data from standard clinical and laboratory assessments of
patients with MPS VI. Baseline and follow-up data are documented by
participating physicians in electronic case report forms.

The CSP represents the largest cross-sectional study of MPS VI to date.


http://www.ncbi.nlm.nih.gov/pubmed/22127392
http://www.ncbi.nlm.nih.gov/pubmed?term=Hendriksz%20CJ%5BAuthor%5D&cauthor=true&cauthor_uid=22127392
http://www.ncbi.nlm.nih.gov/pubmed?term=CSP%20Study%20Group%5BCorporate%20Author%5D
http://www.ncbi.nlm.nih.gov/pubmed/22127392

KnuHn4yeckue gaHHbIe

J Inherit Metab Dis. 2013 Mar;36(2):373-84. Design, baseline characteristics, and early
findings of the MPS VI (mucopolysaccharidosis VI) Clinical Surveillance Program (CSP).

2005-10 enrolled 132 pats, incl. 123 received galsulfase. Median age at
enrolment 13 (1-59). Baseline showed impaired growth,
hepatosplenomegaly, reduced endurance and pulmonary function. Most
common - heart valve disease (90%), reduced visual acuity (79%),
impaired hearing (59%), and hepatosplenomegaly (54%).

Follow-up <=5y in pats with pre- and post-ERT measurements
- a decrease In urinary glycosaminoglycans and increases in
height and weight in patients <16 years and suggested

reductions in liver and spleen size, improvements in endurance
and pulmonary function.

Vision, hearing, and cardiac function were unchanged.



http://www.ncbi.nlm.nih.gov/pubmed/22127392

Cnacmbo 3a BHUMaHue!



