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[NokasaTenbHaa meanumHa — 1O6pOCOBECTHOE, SIBHOE U pa3dyMHOE UCMNOSIb30BaHNE COBPEMEHHbIX
Hay4HbIX AAaHHbIX B MPUHATUN PELLEHUIN O SIEYEHNU NaLMEHTOB. OTO O3HA4YaEeT MHTErpaunto
NHOMBUAYANbHOIO KIMHUYECKOro ONbiTa C NyYLWMMMN U3 OOCTYMHbIX KNMMHUYECKNX OOKa3aTeNnbCTB,
npuleawnx n3 KNMHUYecknx gokasartenbcTB (Sacket D, 1996 )

[leTn 4acTo cnpalumBaroT MEHS, YTO camoe
NHTEpPeCHoe B XW3HU. OAHUM 9 rOBOPIO, YTO
cembsl, y4éba 1 Kapbepa, ApyrMM — 4To
CeKC, HAPKOTUKU U POK-H-POJIJ1, @ TPETbUM
BOOOLLE HMYero He rosopro. Notomy

YTO CaMOE€ UMHTEPECHOE B XXU3HU — 3TO
rPaMOTHO OPraHN30BaHHbIN 3KCMEPUMEHT C

ABYMSI NOAOMNbITHLIMU U OHOWN KOHTPOJIbHOM
rpynnomn.

Oasup JloypeHc

what it is and what it isn’t. BMJ. 1996;312:71-72. C a KKeT

A " A . Y. N .

Sackett DL, Rosenberg WMC, Gray JAM, Haynes RB. Evidence based medicine:



The EBM Triad

Best
/ External
/ Evidence

Armstrong, E.C. (2003) Harnessing new technologies while preserving basic values. Fam Sys & Health, (21)4, 351-355.
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[nAa yero HyXXHa gokKa3aTefibHas
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NMpuHATHE KIMUHNYECKNX OOweHune c
pelweHnun nayMeHTamu

Clinical decision making Clinical decision making
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Tunbl KNUHNYECKUX BONPOCOB

Background questions
«CTypeH4YecKkue BONpocChI»

Foreground questions
«Bpa4yebOHbIe BONpoCbI»

OObwme Bonpocbl 00 aTMONOrKMM, naToreHese,

KITMHWUYECKOWN KapTUHE, OMarHOCTUKE U NTEYEHUN;

OTBeTbl Ha 9TU BOMPOCHI JIEFKO HaAWTU B
ydeOHMKax, 0B630pHbIX CTaTbsX U METOANYECKNX

PYKOBOACTBAX;

Bonpockl cpaBHeHUS OBYX:
- JlekapcTB Ans revyenHns;
- TecToB ANA AMarHOCTUKK;

- Bupgos onepauunin no NnpoueHTy OCNOXHEHUN;

,D,J'IFI OTBETOB Ha 3TN BOMNPOCHI HeobxoanMmbI

pe3yribraTtbl NCCciiegoBaH nn.




Myx4dmHa 20 net. 3abonen OKoMo 6 4YacoB Hasapn, Korga
NOSABUINMNCb CUNbHbIE BONMN B anNUracTpuun, KOTopble CryCcT4
HEKOTOPOE BpPEMSA J1OKann3oBarnucb B MpaBon MOSIOBUHE
XnBOTa, Oonblie B nNpaBoM noAB3aoLWHOW obnacTtu.

Temnepatypa — 37,6°. A3blk cyxon. >XMBOT He B3AOYyT,

npu nanbnaunm BelpaxeHHasi ©OO0Me3HEeHHOCTb B MNpaBOU
noaB3OoLWIHOWM obnactu, rae onpenenseTcss HanpskeHune
MbILLL, WU PEe3Ko NONoOXuTtenbHbi cumnTtom LleTkmHa -

bntombepra. Jlenkountbl — 14.5x10/9/n.



Tunbl KNUHNYECKUX BONPOCOB

Background questions
«CTypeH4YecKkue BONpocChI»

Foreground questions
«Bpa4yebOHbIe BONpoCbI»

UTto aBnsieTca Hanbonee yacton NPUHNHON
OCTpOro anneHguumTta?

KakoB mexaHn3m BO3HUKHOBEHUA CUMNTOMOB
OCTpOro anneHguumTta?

Kakune cyuiecTByOT METOAMKUN FleHeHUs OCTPOro

anneHauuuTa?

Kakoe nccnegosaHmne obnagaet HanbonbLuen
cneunuYHOCTbLIO ANa NOATBEPXAEHMNA anarHosa
ocTporo anneHanunTa: Y3W nnn peHtreHorpacus

opraHoB BGPIOLLIHOM NOSIOCTU?;

Kakon Bng onepaTuBHOro ne4veHns obecneunt
Hanboree KOPOTKOE HaXOXXAEeHNE B CTaLMOHapeE:

OTKpbITasa nnu nanapockonuyeckaa anneHasakromma?




Foreground
Questions

Background
questions




P.I.C.O.
Asking an Answerable Clinical Question

Patient, problem or population [TauneHT, nonynauug,
3aboneBaHue, KNMHNYecKas
cUTyauuns

Intervention BMmeLwaTtenbCcTBO

Comparison AnbTepHaTUBHOE BMeLLATENbLCTBO

Outcome Pesynerar
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Cxema Bonpoca

[Mpun ncnonbsosaHnn «AJ1M» B noncke byayt otobpaxatbcs cTaTby,
B HA3BaHWUM KOTOPbIX BXOANT NEPBOE U BTOPOE CNOBO Uik 0ba

cnosa.
ObecneynBaeT LLUMPOKNIN NOUCK.

[Mpn ncnone3osaHnn «M» B noncke yayt otobpaxatbCcsa cTaTby,
B Ha3BaHWUM KOTOPbIX BXOAUT NEPBOE U BTOPOE CNOBO OAHOBPEMEHHO.
ObGecneynBaeT y3Kuim NOUCK.
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complicated intra-abdominal infections (clAls).

Condition Intervention Phase
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Laparoscopic ("key-hole”) surgery for appendicitis

In the right lower part of the abdomen there is a small blind ending intestinal tube, called appendix. Inflammation of the
appendix is called appendicitis and is usually acute in onset. Appendicitis is most frequent in children and young adults. Most

cases requirs emergency surgery. in order to avoid rupture of the appendix into the abdomen. Durnng ...

Antibiotic therapy compared to appendectomy in the treatment of acute appendicitis.

Acute appendicitis is one of the most commen surgical causes of acute abdominal pain. Appendectomy is the treatment of
choice, however surgical complications are inherent to operative treatment. Recent research on pnmary antibiotic therapy

(without surgery) reported good results. This review investigates whether antibiotic therapy is as effective as ...
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JAMA Otolaryngology-Head & Neck Surgery | Review

Clinical Review & Education

= Advances in 3-Dimensional Printing in Otolaryngology

i COXpaHWUTb CTaTbIo A Review

Kyle K. VanKoevering, MD; Scott J. Hollister, PhD; Glenn E. Green, MD

U cKa4yaTb 3aHOBO

IMPORTANCE Three-dimensional (3-D) printing is an exponentially growing technology that
enables the use of a patient’s image data to create patient-specific models, devices, and
implants. Three-dimensional printing, developed in the 1980s, has emerged in the past
decade with the potential to create new paradigms in personalized medicine.

OBSERVATIONS The field of otolaryngology has advanced many current and evolving future
medical applications of 3-D printing. The predominant uses of 3-D printing have rapidly
progressed from patient-specific models and simulators to intraoperative guides. Continued
advancements now include 3-D-printed implants and future tissue-engineered constructs,
which bring new regulatory challenges. This review summarizes the literature and provides a
comprehensive guide to the background. applications, and current limitations of 3-D printing
across the head and neck.

saveasire

CONCLUSIONS AND RELEVANCE Three-dimensional printing enables the rapid production of
patient-specific devices for personalized medicine. The field of otolaryngology has pioneered
many of the underlying advancements in medical 3-D printing and will continue to remain at
the forefront of 3-D printing technology.

JAMA Otolaryngol Head Neck Surg. doi:10.1001/jamaoto.2016.3002
Published online October 6, 2016.

Author Affiliations: Department of
Otolaryngology, Head and Nedk
Surgery, University of Michigan,
Ann Arbor (VanKoevering, Green);
Biomedical Engineering and
Mechanical Engineering, University of
Michigan, Ann Arbor (Hollister).
Corresponding Author: Kyle K.
VanKoevering, MD, 1500 E Medical
Center Dr, 1904 Taubman Centers,
Ann Arbor, M1 48109
(kylevik@dmed_umich.edu).
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YPOBHU OOKA3aTENBLHOCTW

Non-Randomized Controlled Trials

Cohort Studlei

Case Series or Studies



[n3zanvHbl UccnegoBaHUN

[In3anH nccnengoBaHuUS

JKCnepMeHTarnbH
ble

HabnopaTtenbHbIe
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paHAOMU3NPOBaHH KoropTHble
ble

Cnyyau- MepeKkpecTHbI
KOHTPOIb
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ncecinegoBaHuA

KnuHnyeckumn Bonpoc [n3anH KNnMHn4eckKoro nccnenoBaHus

BmMmewaTtenbcTBO PaHaoMn3npoBaHHOE KNMHUYECKOe nccneaoBaHme

ITnornorms PaHOoomumnanpoBaHHOE KITMHUYECKOE uccnegoBaHue
dakTopbl pucka

KoropTHOe nccnegoBsaHue

«Cny4yan-KOHTPONb»

PacnpocTtpaHeHHOCTb/ KoropTHOe nccnegosaHue
YacTtoTa BCcTpevyaemMocTu

[TlonepeyvHoEe nccnegoBaHue

MeToq AnarHoCTuUKu [lonepeyHoe uccrnegosaHue
[1porHoa3 KoropTHOe nccnengosaHue/nuccrnegoBaHue
BbKMBAEMOCTU

deHomeH KayecTBeHHbIE nccrnegoBaHue




HabnoaarenbHble uccrieagoBaHus

KnuHnyeckne uccnegoBaHMe , NpU KOTOPOM UccrenoBaTenb oOMpaeT gaHHble NYyTEM MPOCTOro

HabngeHns cobbITUM B MX ECTECTBEHHOM TEYEeHUMW, He BMeLWUBasACb B HUX aKTUBHO ( HeT
9KCnepumMmeHTa)

BbisaBnaAOT B3aMMOCBS3b Mexay pas3iindyHbiMun CbaKTOpaMVI N pa3BnTnEM 3aboneBaHUsl N COCTOSIHUSIMN —
HanpaBrieHbl Ha TOUCK NPUYUNHDI.

 KoroptHble uccnegoBaHus (cohort study)

 «Crny4amn —KOHTpoOrb» (case-control study) g

 [lonepe4yHoe nccnepoBaHue ( cross-sectional study) \
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KoropTHble nccnegoBaHus
Cohort study

RS T e R T T
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KoropTta — TakTnyeckoe nogpasgeneHme apmummn Pumckon
mnepun,
OOHa gecsdaras YyacTb JfierMoHa:

B anunpgemuonorum — rpynna nogen ¢ onpegeneHHbIMn
XapakTepuctmkamm , HabrogeHne 3a KOTOpon NO3BONSET
onpenennTe  pacnpocTpaHeHHOCTb  3aboneBaHust W
COCTOSAHUSA , a TaKXKe BbIABUTb €ro NpUYmHy.



Risk of Persons in Familial Contact
with Pulmonary Tuberculosis’

W. H. FROST, M.D., FA.P.H.A.

Department of Epidemiology, School of Hygiene and Public Healtb
The Jobns Hopkins University, Baltimore, Md.

URING the past 2 years various For the acute communicable diseases,
workers in this department have such as diphtheria, scarlet fever, and
collaborated in two epidemiological measles, measurement of the morbidity
studies of tuberculosis; one concerned risk of familial contacts is a simple

TABLE 1V

MorBIDITY AND MORTALITY IN RELATION TO HistorY OF FAMILIAL CONTACT WITH PULMONARY
Tusercurosis. Necro Porurarion, Kixcseorr, TENN.

Contact history

Basis of Comparison Positive Negative
Person-years in classification 2,199 7472.5
Cases of tuberculosis: number 26 31

annual attack rate per 1,000 12.9%1.7 6.8%+0.64
Deaths from tuberculosis: number 10 17

annual death rate per 1,000 4.6%1.01 2.3%0.38
Deaths, all causes: number 28 68

annual rate per 1,000 12.8%1.62 9.27*0.67

All morbidity and mortality rates adjusted to age-distribution of the entire life-experience in the whole

group of 132 families.
Am J Public Health Nations Health. 1933 May; 23(5): 426-432.



COHORT STUDY

Study Population ﬁfﬁ

Disease-free (at risk)
Population

KoropTHble nccnegoBaHus
Cohort study

RELX

[

[ ]
Cohort 1 Cohort 2
(Exposed group) (Unexposed group) %I(ﬁf
| : [
| N 1
Disease | | No Disease Disease No Disease

FXIX

1

]

TRk

1. Identify exposed
and unexposed
cohort groups.

% Unexposed

? Exposed

* [iseased
status

2a. PROSPECTIVE STUDY
-During follow-up period,
identify diseased subjects
(incident cases).

2b. RETROSPECTIVE STUDY
-ldentify diseased subjects by
interview or written records.

3. Analyze differences (i.e.
incidence or relative risk) among
those exposed (cohort 1) and
those unexposed (cohort 2).




KoropTHble nccneaoBaHus
[lpenmyllecTBa

« CO6op gaHHbIX NOCNeaoBaTernbHO: MOXHO YCTAHOBUTb NPUYMHY 3ab0oneBaHust N COCTOSIHUS;

« OpaHoBpeMeHHOoe nccnegoBaHne MHOXECTBa MCX0O0B AN AaHHOro BO3AeNCTBUS (OAHO BO3AENCTBME
MOXET UMETb HECKOJTbKO NOCNEACTBUN);

«  OTNMYHO NOAXOAUT ANS U3YYEeHUs peaKuUX BO3OEeNCTBUN;

« MOXHO nocuyMTaTh YacTOTy BO3HUKHOBEHMS 3aboneBaHNs B UCCneayeMon U KOHTPOIbHOW rpynne

(3abofieBaeMoCTb, OTHOCUTENBbHbIN PUCK);




KoropTHble nccnegoBaHus
HenoctaTtku

« TpebyeTcs 6onblUOe KONMYEecTBO HabnoaaeMbiX AN N3yYeHUs peaknx Bo3aAencTBum;

* [logBepXeHHOCTb cUucTEMaTUYECKOU OLLINbOKe oTOOopa;

NMpocnekTnBHOE PeTpocnekTuBHoOEe

MoxeT 6bITb O4EHb AOPOTUM MeHbLUe KOHTpOoNs Hag n3ydyaembiM BO34ENCTBUEM

MoxkeT NoHagobuTbCa ANUHHBLIN Nepuod HabngeHus [MoaBepXEeHHOCTb CUCTEMHbLIM OLLMBKam cbopa
nHpopmauymu ( recall and information bias(

MoxeT 6bITb TPyaAHbIM NogaepKaHne HabnogeHus
(moTepsa naumeHToB)

BocnpnnmymBoCTb K NOTEPE AaHHbIX B Nepuoa
HabnaeHus




KoropTHble nccnengoBaHus
HenocrtaTku

« TpebyeTcs 6onblUOe KONMYEecTBO HabnoaaeMbiX AN N3yYeHUs peaknx Bo3aAencTBum;

* [logBepXeHHOCTb cUucTEMaTUYECKOU OLLINbOKe oTOOopa;

NMpocnekTnBHOE PeTpocnekTuBHoOEe

MoxeT 6bITb O4EHb AOPOTUM MeHbLUe KOHTpOoNs Hag n3ydyaembiM BO34ENCTBUEM

MoxkeT NoHagobuTbCa ANUHHBLIN Nepuod HabngeHus [MoaBepXEeHHOCTb CUCTEMHbLIM OLLMBKam cbopa
nHpopmaumu ( recall and information bias)

MoxeT 6bITb TPyaAHbIM NogaepKaHne HabnogeHus
(moTepsa naumeHToB)

BocnpnnmymBoCTb K NOTEPE AaHHbIX B Nepuoa
HabnaeHus




HacToTa BCTpe4aeMoCTW
Incidence Rate (IR)

3aboneBaHu 3aboneBaHue

e -
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Bo3

aeu

CTB A B

ue
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Bo3

aeu

CTB C D

ne

YacToTa BcTpeyaemocTn 3aboneBaHusa B
rpynne,
noaBep)XXeHHOMY BO34eNCTBUIO

A/(A+B)

YacToTa BcTpeyaemocTn 3a6oneBaHus B
rpynne,
He NnoaBepXeHHOMY BO34eNCTBUIO

C/(C+D)
YacToTa BCcTpeyaemocTn 3aboneBaHms B nonynsauuu

A+C/(B+D)



OTHOCUTENbHbLIN PUCK
Relative Risk (RR)

3aboneBaHu 3aboneBaHue
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ne

RR =

YacToTa 3aboneBaHusa B rpynne
BO34encTBUs

YacToTa 3aboneBaHus B rpynne 6e3
BO34eUCTBUSA



ATpnNOyTUBHBLIU PUCK
Attributable Risk (AR)

ATPUOYTUBHLIN PUCK — [OMOMHUTENbHBLIA PUCK BO3HWKHOBEHUS HEBnaronpusTHOrO Mcxoda B
CBS131 C HANM4yneM onpeaeneHHon XxapakTepucTuKkm (daktopa pucka) y obbekta uccrnenoBaHums.

ATPUOYTUBHBLIN PUCK Pa3BUTUSA OONE3HN CBSA3aH C JaHHbIM 0aKTOPOM pUCKa, OOBACHAETCH UM U MOXKET
ObITb NPeaoTBpAaLLEH, ECINN 3TOT PakTOp pUCKa YCTPaHUTb.

YacTtoTa BCcTpeyaemocTu 3aboneBaHusa B YacToTa BcTpeyaemocTu 3aboneBaHnsa B
rpynne, rpynne,
noaBep>XeHHOMY BO34ENCTBUIO He noABepPXeHHOMY BO3AENCTBUIO




ATpNOYyTUBHBLIU PUCK ANA NONyNALnUn
Population Attributable Risk (PAR)

YacToTa BcTpeuyaemocTu 3aboneBaHus B YacToTa BcTpeuyaeMocTu 3aboneBaHus B

nonynsiLuu — rpynne,

He noaBepXeHHOMY BO3eUCTBUIO

BbipaxaeT n 4acTtoTy, 1 gonto n3bbliTo4HOM 3aboneBaeMocTn, 06yCcnoBneHHON BANSIHUEM hakTopa
puUCKa He TOSIbKO B rpyrnmne pucka, a BO BCeU Nonynaumm, B KOTOPOWU «paccesiHbl» npencraBuTenu

rpynnbl pucka.



PAR: Smoking

Lung Cancer
Smokjng Yes No

Yes 100 1900 2000

No 80 7920 8000

180 9820 10000

Risk

Incidence in exposed= 0.050

Incidence in unexposed=0.010

Incidence in population=0.018

PAR = 0.018-0.010 = 0.008

0.018-0.010

PAR% =

x 100=44%



The Framingham Heart Study and the epidemiology of
cardiovascular disease: a historical perspective

Syed S Mahmood, Daniel Levy, Ramachandran S Vasan, Thomas | Wang
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Panel: Critena for heart failure

Major

Paroxysmal nocturnal dyspnoea or orthopnoea

Neck-vein distension (not counting supine position)
Rales in presence of unexplained dyspnoea

Cardiomegaly and pulmonary hilar congestion (diagnosed
by radiograph in absence of left-to-right shunt), or
increasing heart size

Acute pulmonary oedema described in hospital records
Ventricular gallop

Increased venous pressure (>16 cm H,O from right atrium)
Circulation time (>24 s from arm to tongue)
Hepato-jugular reflux

Weight loss (=4-5 kg) in 5 days, due to therapy for

heart failure

Minor

Ankle oedema

Night cough

Dyspnoea on ordinary exertion

Hepatomegaly

Pleural effusion

Decreased vital capacity by a third from maximum records
Tachycardia (2120 beats per min)

Weight loss (=4-5 kg) in 5 days, not related to therapy for
heart failure

y e i
5 A

CDpaHKnH Py3BensTt

Syed S Mahmood, MD et al. Lancet 2014



«Criyyau — KOHTPONb»

OTnuunTenbHbIe YepThl:

« 3aboneBaHue 1 BO3OENCTBUE YXKE NMPOM30LLIIN 40
Ha4ana uccrnegoBaHus;

* PeTpocnekTuBHO oLEeHUBAET BNUAHNE pakTopa
pucka Ha pasBuTtme 3aboneBaHus;

« EcTb KOHTpONbHasA rpynna.

'Mnnokp
aT



BRITISH MEDICAL JOURNAL

LONDON SATURDAY SEPTEMBER 30 1950

SMOKING AND CARCINOMA OF THE LUNG
PRELIMINARY REPORT
BY

RICHARD DOLL, M.D.,, M.R.C.P.
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«Criyyau — KOHTPONb»

Case-control study
CASE-CONTROL STUDY -

. ldentify cases.

Cases ﬁ%ﬁ Controls
(Outcome present) (Outcome absent) ﬁ%ﬁ . Select controls,
which may be

matched to cases.

Exposure Exposure
present absent

Exposure Exposure
present absent

. Measure exposure or risk
factors of interest.

B | | X 1 R

. Compare the presence or
absence of exposure in
cases and controls,




«Crniy4yau — KOHTPONb»
[lpenmyLlecTBa

XopoLlo noaxoadaT ansa n3yvyeHus peakmx sabonesaHunn, nnm sabonesaHum ¢ ANNTENbHbIM
nepmnoaom pasBuTuUS;

MO>XHO NPOBECTU OTHOCUTENBHO BLICTPO;

OTHOCUTENBLHO HEOQOPOIOE;

TpebyeT cpaBHUTENLHO HEDOSbLLIOE KONMMYECTBO HAbNogaeMsblx;

MOXXHO MCNONb30BaTb Y>KE CYLLECTBYOLWME OAHHbIE;

OOHOBPEMEHHO MOXHO U3Y4YMTb HECKONbKO (haKTOpPOB PUCKa;




«Criyyau — KOHTPONb»
HepocTtaTkn

« BocnpummumBbl kK MTHOOPMALMOHHBIM CUCTEMHbBIM OLLMOKaM;

« TpyaHo npoBepuTb MHGOPMAaLMIO

« CrnoXHO npaBurbHO BbIOpaTh rpynny CpaBHEHUS

* Henb3a onpenennTb pacnpocTpaHeHHOCTb pakTopa pucka




YacToTa BOo3aencTBuUs
Exposure Rate (ER)

YacToTta Bo3geuctBus B rpynne «Cnyyan»

Cnyyan KoHTponb
(3aboneBaH | (3aboneBaHusA A/(A+C)
e eCcTb) HeT)
Bos
Aen YacTtoTa Bosaencteus B rpynne « KOHTponb»
CTB A B
ue B/(B+D)
+
Bos
Aew
CTB C D
ne




Cnyyan KoHTponb
(3aboneBaH (3aboneBaHus
ue ecTb) HeT)
Bo3
aeun
CTB A B
ne
+
Bo3
aeu
CTB C D

ne

LLlaHC
Odd

LlaHc B rpynne «Cny4yau» =A/C

LLlaHce B rpynne «KoHTponb» = B/D



OTHOLIEeHue LaHCOoB
Odds Ratio (OR)

Cnyyan KoHTponb
(3aboneBaH (3aboneBaHus
ue ecTb) HeT)
Bo3
aeun
CTB A B
ne
+
Bo3
aeu
CTB C D
ne

Mepa cunbl B3aumMmocBA3n mexay haktopom
pucka n 3aboneBaHuem.

OcHoBaHO Ha Tpex AoNnyLeHUAX:

* Uccnepyemoe 3aboneBaHne MoOXeT ObITb
penknum;

e Cny4yau gornxeH npeacTtaBnATb
3aboneBaHue;

¢ KOHTpOHb AOJTXeH npeactTaBIATb

____OTCyTCTBMe 3aboneBaHus;

OR = LllaHc BOo3aencTBuUA B rpynne «Cny4vyan»

LLlaHc BO3aencTBUA B rpynne
«KOHTpOnb»



[lonepe4yHoOe uccneagoBaHue
Cross-sectional study

OTnuuuTenbHbIe YepThbl:

« «MoMeHTanbHbIN CHUMOK» NONYNALNY;

« OpHoBpeMeHHas oLeHKa BO3AencTBUA U
pesyrnbraTta B ornpeAeneHHbIi MOMEHT BPEMEHU;

* BbicuntbIiBaeTCs pacnpocTpaHeHHOCTh (prevalence)

“*Polaroid

a He 3aboneBaeMocCTb (incidence);
* Hepoporoe n ObICTpOe nccnegoBaHue;

* [lepBbI LIAr rnpu oLleHKe B3aMMOCBS3EN.



[lonepe4yHoOe uccneagoBaHue
Cross-sectional study

Cross-Sectional Study Design

-| Exposed Casés
Non-
Sample Cases
Population
Cases
_| Non-
Exposed NG

Cases




[lonepe4yHoOe uccneagoBaHue
[lpeumyLlecTBa

* bbICTpO;

* Hepoporo;

* MOXHO OLEHNTL pacrnpoCcTpaHEHHOCTb B nonynsunm sabonesaHnn n akTopos
pPUCKa;
* Bo3MOXHOCTb TpaHcdopmaumn an3anHa nccriegoBaHua ( «Criydam — KOHTPOmb»,

NPOCMNEKTUBHOE KOIopTHOE nccrnegosaHue)



[lonepe4yHoOe uccneagoBaHue
HepocTtaTku

* [logBep>XeHHOCTb cUcTEMATUYECKNUM oLInbkam oTbopa (selection bias)

« He nogxogut ans peaknx 3abonesaHni;

* Henb34a oueHUTL BO3AENUCTBUE C TEYEHUEM BPEMEHM.



PacnpocTpaHeHHOCTb
Prevalence Ratio (PR)

3aboneBaHu 3aboneBaHue PR = A / (A+B)
e - C/(C+D)
+
Bo3
aen
CTB A B
ue
+
Bo3
aen
CTB C D
ue




Kak oueHuUTb HabnogaTenbHbIE
nccrenooBaHua?

MHERARETCA HIIK
RT0:T0
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STROBE Statement

Strengthening the reporting of observational studies in epidemiology

What is STROBE?

STROBE stands for an international, collaborative initiative of epidemiologists, methodologists, statisticians,
researchers and journal editors involved in the conduct and dissemination of observational studies, with the
common aim of STrengthening the Reporting of OBservational studies in Epidemiology.

The STROBE Statement is being endorsed by a growing number of biomedical journals. Click here for full list.

www.strobe-statement.org



YeKk-nucT

CoOepXuT 22 NyHKTa;
18 NYHKTOB s1BNSAOTCA 06LWmnMKM Ans 3 AM3anHoB HabnoaaTenbHbIX UCCeaoBaHNi;

4 NyHKTa ABNSAOTCS YaCTHbIMM ANSA KaXaoro Au3alnHa HabnogaTenbHoro

L G o o

nccnenoBaHus;
Xapakrepuctuka nauueHToB;

Kputepumu BKnroYveHUs

OnucaHue meTtoaga uccnenoBaHus;

OnuncaHue NnpoaoMXKUTENIbHOCTU UCCIieA0BaHUs;

'MnoTe3a uccnenoBaHuUs;

Pe3ynkraThl 4OMKHbLIW OTpaXaTtb runoTte3y ( noaTreBepannachb Uun HeT)

[NoBepuTenbHbIN UHTEpPBAn




KNMHUYeckKue
nccriegoBaHuA

PaHOOMU3NpOBaHHOE KOHTPONMMPYEMOE WUCMNbITaHUE — TUM HAYYHOro (4acTo
MEANLIMHCKOro) 3KCNepMMeEHTa, MPU KOTOPOM €ro yYacTHUKM cryvyalHbiM obpasam

OENATCA Ha rpynnbl, B OAHOM U3 KOTOPbIX NPOBOANTCH UCCIeayeMOe BMeLlaTenbCTBOo, a

B APYrol (KOHTPONbHOWM) MPUMEHSIOTCA CTaHAAPTHble MEeTOAMKU, nnauebo unu

oTCcyTCBME BMELUaTEeINILCTBA.

OcHOBHOE npenmMyLLecTBO — HU3Kas
BEPOATHOCTb
CUcTeMaTuyeCcKoun oLLIMoKu
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STREPTOMYCIN TREATMENT OF PULMONARY TUBERCULOSIS
A MEDICAL RESEARCH COUNCIL INVESTIGATION

The following gives the short-term results of a controlled investigation into the effects of streptomycin on one
type of pulmonary tuberculosis. The inquiry was planned and directed by the Streptomycin in Tuber-
culosis Trials Committee, composed of the following members: Dr. Geoffrey Marshall (chairman), Professor
J. W. S. Blacklock, Professor C. Cameron, Professor N. B. Capon, Dr. R. Cruickshank, Professor J. H. Gaddum,
Dr. F. R. G. Heaf, Professor A. Bradford Hill, Dr. L. E. Houghton, Dr. J. Clifford Hoyle, Professor
H. Raistrick, Dr. J. G. Scadding, Professor W. H. Tytler, Professor G. S. Wilson, and Dr. P. D’Arcy Hart
(secretary). The centres at which the work was carried out and the specialists in charge of patients and
pathological work were as follows:

Brompton Hospital, London—Clinician: Dr. J. W. Bangour Hospital, Bangour, West Lothian—Clinician :
Crofton, Streptomycin Registrar (working under the Dr. I. D. Ross ; Pathologist: Dr. Isabella Purdie.
direction of the honorary staff of Brompton Hospital); Killingbeck Hospital and Sanatorium, Leeds—Clini-
Pathologists: Dr. J. W. Clegg, Dr. D. A. Mitchison. cians: Dr. W. Santon Gilmour, Dr. A. M. Reevic;

Colindale Hospital (L.C.C.), London.—Clinicians: Dr. Pathologist: Professor J. W. McLeod.

J. V. Hurford, Dr. B. J. Douglas Smith, Dr. W. E. Snell ; Northern Hospital (L.C.C.), Winchmore Hill, London.
Pathologists (Central Public Health Laboratory): Dr. —Clinicians: Dr. F. A. Nash, Dr. R. Shoulman ; Patho-
G. B. Forbes, Dr. H. D. Holt. logists: Dr. J. M. Alston, Dr. A. Mohun.

Harefield Hospital (M.C.C.), Harefield, Middlesex.— Sully Hospital, Sully, Glam.—Clinicians: Dr. D. M. E.
Clinicians: Dr. R. H. Brent, Dr. L. E. Houghton; Thomas, Dr, L. R. West ; Pathologist: Professor W. H.
Pathologist: Dr. E. Nassau, Tytler.

The clinicians of the centres met periodically as a working subcommittee under the chairmanship of
Dr. Geoffrey Marshall; so also did the pathologists under the chairmanship of Dr. R. Cruickshank.
Dr. Marc Daniels, of the Council’s scientific staff, was responsible for the clinical co-ordination of the
trials, and he also prepared the report for the Committee, with assistance from Dr. D. A. Mitchison
on the analysis of laboratory results. For the purpose of final analysis the radiological findings were
assessed by a panel composed of Dr. L. G. Blair, Dr. Peter Kerley, and Dr. Geoffrey S. Todd.

MepBOe B Mnpe paHAOMU3NPOBAHHOE KITMHU4YecKoe



PaHOOMU3NPOBAHHOE KOHTPOAMPYEMOE UCCIef0BaHMe

1
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OcHoBHasA rpynna

Utorn

P11

KoHTponbHasa rpynna

T

P11

Urtorm

P11

Pangomusauumn

P11

CpaBHeHue pe3ynbraTtos




Kakue ObIiBaroT OLLNOKU ?




Kakue ObIiBaroT OLLNOKU ?

e CucremHble owwnoKM (bias)

e Cny4anHble ownbKM (random
errors)




CucteMHble ownOkum (bias)

[aHnen KaHemaH
p. 1934
ITaypeat Hobenesckon npemunn no
9KOHOMMUKe 2002 .



Buabl CUCTEMHbIX OLLUOOK

da3a nraHNpoBaHUA NCcrneaoBaHnNA

Choice-of-question bias — HenpaBunbHO 3a4aH BONPOC nccrnegosaHns
Wrong design bias — Henogxoasiwmm gn3anH

[lpoBeneHne nccrnegoBaHue

Selection bias — owunbka otbopa

Observation bias — oLundbka HabnogaTensa

Population choice bias — oLunMbka Bbibopa nonynaumm
Intervention choice bias — oLunbka BbIbOpa BMeLLaTENbCTBA
Control group bias — oLuMbBKa KOHTPONLHOW rPyMMbI (HE TO
BMELLATENbCTBO)

Outcome bias — owimbka pesynesraTta (He To oLeHMBarnm)

[My6nukaumsa pesynsraTos
nccnenoBaHus

Withdrawal bias (HET AaHHbLIX O NAUMeHTax)

Selective reporting bias (Ny6nvkauns ToNbKO NOMOXNTENbHbIX
pe3ynsraTtoB)

Fraud bias ( panbcndumnkauma gaHHbIX)




PAaHAOMU3UPOBAHHBLIX KITMHNYECKUX
nccriegoBaHun

PaHgomunsaumns (Randomization)
OcnenneHune (Blinding)

[Mepuon HabnogeHus (Follow-up)
Pesynbrathl (Outcomes)

AHanns pesynesraTtoB (Analysis)

AR L o e

CuncremHble omnodku (Bias)



| nnore3a

HyHEBaFI rmnoTe3sa — 370 Ta riroTea3a, KOTOpPYH Mbl A0OJTXKHbI ONMPOBEPIrHYTH B

nccriegoBaHuu,
(Kak npaBuUIIO rMNOTE3a 0 TOM, YTO MeXAy CpaBHUBAEMbIMM rPyNnamMm HET HUKaKOM

pPa3HNLbI).

AnbTepHaTUBHasA rMnoTesa — rmnoTesa, KOTOpPYH Mbl Npeanonaraem 1 AomKHb!
[loKa3aTb, NyTEM ONPOBEPKEHNSA HYNEBOW I




A N

Pa3mep BbIOOPKN
Sample size

Owwunbka nepBoro poaa;
Owwunbka BTOpPOro poaa;
Pa3mep apdekTta neyeHms;
[1n3anH nccnegoBaHus;

PaBHOLUEHHOCTb rpynmn no 4Yncry ydaCtHUKOB,




OwunodKM nepBOro n BTOPOro poaa

Owwunbka nepBoro poaa ( ansa-owndka) — Mbl HaXoAUM CBA3b TaMm,rae ee HeT. (0 —
5% )

Owwubka BTOpOro poaa (berra-owimbka) — Mbl HE HAXOAUM CBSA3M TaM, r4e OHa eCTb.

(0-—20%)

Theoretical
Null non-null value

Null Alternative
Hypothesis Hypothesis
H H

0o 1

Typell Typel
error error



[In3anH paHAOMN3UPOBAHHOIO KIMMHNYECKOro
nccrieaoBaHusA

-M 0 +M
-A Non-inferiority A Non-inferiority
margin margin
' :

Superior: a

Difference in effect of treatment

— L New veatment s beter




Pa3mep ahbdekTa nevyeHun

-M 0 +M L-I
ANoninferiorty A Noninterioly em MEHbLLE pasHuua
mar'gln 5: ma.rgln - SCbee KTa,
i - Superior Treatmer
; Tem DosbLUe pa3mMmep BbIOOPKM
1

Difference in effect of treatment

[Standard veatment s better < — NSRS seie



1.PaHaomMmusauun

PaHgomunsaumsa — 310 npouecc cry4danHoro pacnpeaenenusi nauyueHToB B
3KCNEepUMeEHTaNbHYI UM KOHTPONbHYIO rpynny.
Llenb paHaomMusauum — co3gaHne oanHaKoBbIX CpaBHUBAEMbIX TPYM.

PaHpgomusauus — cnocob nsbexarb cucrtemaTn4yeckom oimokm otéopa (selection

bias).

Treatment
500
o L Qe
S 00
080

Control
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PaHgomMmusauuvs

Laparoscopic versus open surgery for complicated appendicitis:
a randomized controlled trial to prove safety

Table 1 Bascline characteristics
John-Edwin Thomson * Deirdré Kruger * Christine Jann-Kruger -
Akos Kiss - J. A. 0. Omoshoro-Jones - Thifheli Luvhengo -

Martin Brand Mean open Mecan laparoscopic P value
(SD) (SD)

Received: 16 May 2014/ Accepted: 10 Sepiember 2014 Age (years) 26.6 (13.7) 26.4 (11.25) 0.71
RS s pH 7.38 (0.07) 7.38 (0.06) 0.89
HCO; (mmol/L) 21.7 (2.63) 21.6 (2.69) 0.93
Hb (g/dL) 154 (2.27) 14.4 (2.60) 0.09
BE (mmol/L) —-1.9 (2.43) 2.1 (2.00) 0.53
ﬂOXO)KM nn Lactate (mmol/L.) 1.6 (0.59) 2.2 (2.03) 0.60
naLMeHTbl ? WCC (109/L) 13.5 (4.61) 14.8 (5.17) 0.21
CRP (mg/L) 117.0 (116.55) 1809 (135.17) 0.04
CO; (mmol/L) 209 (2.9) 21.2 (3.3) 0.40
Urea (mmol/L) 4.8 (2.16) 4.6 (2.32) 0.42
Creatimine (pmol/L)  73.1 (19.38) 79.9 (43.12) 0.95

Thomson et al.2015



YTO npoucxoanno c nauueHTamMmm

B uccriegoBaHvm?

[ Enrollment ]

Assessed for eligibility (n=33)

Randomized (n= 27)

> Excluded (n=6)

+ Not meeting inclusion criteria (n=5)
¢ Declined to participate (n=0)
¢ Other reasons (n=1)

| Allocation | l

i
'

l

l

Allocated to Arm 1 (n=5)

+ Received allocated
intervention (n=5)

+ Did not receive allocated
intervention (n=0)

Allocated to Arm 2 (n=5)

+ Received allocated
intervention (n=5)

+ Did not receive allocated
intervention (n=0)

Allocated to Arm 3 (n=9)

+ Received allocated
intervention (n=8)

+ Did not receive allocated
intervention (n=1)

Allocated to Arm 4 (n=8)

+ Received allocated
intervention (n= 8)

+ Did not receive allocated
intervention (n=0)

[ Follow-Up ]

i

Lost to follow-up (n=0)

Discontinued regimen (n=0)

Lost to follow-up (n=0)

Discontinued regimen (n=0)

Lost to follow-up (n=0)

Discontinued regimen (n=0)

Lost to follow-up (n=0)

Discontinued regimen (n=0)

s |

l

l

l

Analysed (n=5)
¢ Excluded from analysis
(n=0)

Analysed (n=5)
+ Excluded from analysis
(n=0)

Analysed (n=8)
+ Excluded from analysis
(n=1)

Analysed (n=8)
+ Excluded from analysis
(n=0)

consort-statement.org
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o oo = YTO npouncxogusno c
naueHTamMu
B uccnenoBaHun?

Laparoscopic versus open surgery for complicated appendicitis:
a randomized controlled trial to prove safety

John-Edwin Thomson * Deirdré Kruger * Christine Jann-Kruger -
Akos Kiss - J. A. 0. Omoshoro-Jones - Thifheli Luvhengo -

et Assessed for eligibility
[ Enroliment ] (n=114)
Received: 16 May 2014/ Accepted: 10 September 2014
© Springer Science+Business Media New York 2014 \ Cm— Excm?edqs;?"enl Failure (n.:)
Randomized (n=112)
l |__Allocation | l
Open (n=52) Laparoscopic (n=60)
*Uncomplicated (n=5) Uncomplicated (n=10)
*Normal Appendix (n=4) «Normal Appendix (n=8)
=Other Diagnosis (n=1) =Other Diagnosis (n=3)
| Follow-Up |
42 included 39 included
[ Analysis
x *
No patients were lost to follow up No patients were lost to follow up

Thomson et al.2015




2. OcnenneHue (Blinding)

1. OTKpbITOE nccnepgosaHue (Open-label)
2. OpaunHoO4YHOe cnenoe uccriegoBaHue
(Single-blind)

3. [BouHOe crnienoe uccnengoBaHue

(Double-blind)

4. 1T SARRRHEHENBR HEETTIA SRUNHE THHIL Siind) Grimes DA, Schulz KF.

bIfio
OBOWHOro cnenoro uccriegoBaHus

Llenb : npegoTBpawieHmne oWnoKu
Ha6mop,aTen;| Shulzh K.F. Evidenced based Nursing. 2000



\I\J’J I AT LIl eI I FEIERSEFE JIVE IVIESE INVFilWw 111UV
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KoHeyHas To4ykKa
End-point

KoHe4yHana To4yka — 310 Ta XapaKTepnctuka , Ha KOTOPYHro AOJTXKHO BJIUATb SKCNEpPpMMEHTAaribHOE

BO3ENCTBME, U Paan KOTOPOWN NNaHMpyeTcs KIMHUYECKOe nccrneaoBaHue.

 MepBMYHaA KOHe4YHaa To4kKa (Primary end-point)

« BTopu4yHaga koHe4yHas Touka (Secondary end-point)

KoHeuyHas Touyka fomKHa ObITb KNMMHUYECKM 3HAaYMMOMN U onpeaerieHa Ao Havana

nccnenoBaHUA.

NMonoxuntenbHoe UccriegoBaHue — KOrga AgokKa3aHa dJibTepHaTuBHasd rmnorte3a, n OCTUrHyTa

nepBnYyHasA KOHe4YHas TO4Ka, 3afnjiaHNpoBaHHAA OO HaYadlla UccrieqoBaHUA.



Surg Eadosc f/ “f\'&‘—"‘-
DO 10.1007/500464-014- 3508, v 03“&

Laparoscopic versus open surgery for complicated appendicitis:
a randomized controlled trial to prove safety

John-Edwin Thomson + Deirdré Kruger - Christine Jann-Kruger -
Akos Kiss © J. A. O. Omoshoro-Jones - Thifheli Luvhengo -
Martin Brand

Received: 16 May 2014/ Accepted: 10 Sepeember 2014
© Springer Sciences Business Media New York 2014

Abstract Conclusion  Laparoscopic appendectomy is safe in compli-
Background To date, no randomized control trial has been  cated appendicitis. Current Control Trials (ISRCTN922
performed comparing open appendectomy (OA) to laparo-  57749)

scopic appendectomy (LA) in complicated appendicits. A

systematic review and meta-analysis in 2010 concluded LA Keywords Laparoscopic - Open - Appendicitis -

Complicated - Appendectomy - Uncomplicated
complicated appendicitis: however, the level of evidence is

weak (level 3a). The aim of the study was 10 determine Prl mary end pOI nt n

whether LA is safe in the treatment of complicated appen- mg nhﬁm imonly performed emergency
dicitis. Primary outcome included all-cause mortality and 2lC Ttal]. udual life ime incidence of
procedure-related mortality: secondary outcomes included | 6-8 % [1]. Since its introduction by McBumey [2] over a
intra-operative duration, rates of wound sepsis and re-inter- | century ago, open appendectomy (OA) has been the gold

T T T T S ey T T standard for the treatment of appendicitis. However, with the
Methods One hundrcd .md foum:cn p.mcnh were ran-  advent of lapamm.op) and the introduction of a LIPMO‘&O‘NL

P O MG JEEEy. M BV SRS AT AN N . | Rl NNT Y Y W T B B Yy FEY B Sl M

Thomson et al.2015



Table 2 Outcomes

Primary outcome
Intra-operative times (mins)
Wound sepsis (n)
Re-operations (n)

Days of hospitalization (mean
value)

Re-admission
Secondary outcomes

Patients presenting within
72 h

Generalized contamination

Laparoscopic

758
o

q

-

5.0 (1-15)

P value

0.08
0.03
(.58
0.26

0.77

0.16

0.31

Thomson et al.2015



N3mepeHue pe3ynbLTaToB UccrneaoBaHUM

OTHOCcuTENBLHBLIN PUCK ( Relative Risk)

» CHmxeHne abcontoTHOro pucka (Absolute risk reduction)

* CHwmXeHmne oTHOCUTENbHOro pucka ( Relative Risk Reduction)

« KonunyectBo Heobxoamumoe anga nedenmst (Number Needed to Treat)

« KonnyectBo Heobxoanmoe ansa ocnoxHeHnsa (Number Needed to Harm)

YuynTtbiBaeTca ofiNTeribHOCTb Haﬁﬂl-OFl,eHVIﬂ B

nccnenoBaHUM

Follow-up



OTHOCUTENbHbLIN PUCK
Relative Risk (RR)

RR roBOpUT HaMm BO CKOSbKO pa3 6orbLue BEPOSTHOCTb TOrO,
4YTO cOoObITME BYOET NPOUCXOANTb B FPynne neyveHunst no
CpaBHEHWIO C KOHTPOJSIbHOW rPYMMnow.

* RR =1 03Ha4yaeT, YTO HET HMUKAKOW pasHULbl Mexay
rpynnbi

* RR <1 03Ha4aer, YTo NnnedyeHne CHMXKaeT pUCcK ncxoga

* RR > 1 03Ha4aeT, YTo Npu Jie4eHU YBENNYMBAETCA PUCK
ncxoga

RR Pe3ynbTaT B rpynne ne4vyeHus

Pe3ynbTat B KOHTPOJILHOM rpynne



CHuXXeHune abCoOnTHOrO pUCKa
Absolute Risk Reduction (ARR)

ARR roBopuT Ham, 4To abcontoTHas pasHuLa B BEPOSTHOCTM pesyribTata Mexay AByMS rpynnamMmu n gaet

npeacTaeBrieHme o 6a3zoBoOM puUcke N adpdekTa fieveHust.

ARR = 0 03HayaeT, YTO HET HMKAKOW pasHuLbl Mexay 2 rpynnamMmu (Tak, fiedeHne He okasbiBaeT HMKAKoro

nevyeHus)

Puck B rpynne neyeHus — PUck B rpynne

CpaBHeHus



CHMXXeHne OTHOCUTENbHOIro pUckKa
Relative Risk Reduction (RRR)

RRR roBOpUT HaM O CHMXXEeHUN BEPOATHOCTU ncxoda B rpynne rie4eHns No CpaBHEHUIO C KOHTpOJ'IbHOI7I

rpynnon. RRR siBNsSieTcs Hanbornee pacnpoCcTpaHEeHHOW Mepoli BO3AENCTBUS NeYeHUs.

e 1 - OTHOCUTENBHBLIN pUCK (RR)

* CHwmxeHune abcontoTHoro pucka (ARR)/ Puck B KOHTponbHOM rpynne



KonnyecTtBO Heobxoanmoe Ansd rneyeHus
Number Needed to Treat (NNT)

NNT nokasbiBaeT cpefHee YMCo NaLmMeHToB, KOTOPbIX HEOOXO0AUMO JTIeUYNTb, YTOObI AOCTUYL ONpeaeneHHoro

BGnaronpusTHOroO ncxoada UNu NPeaoTBPaTUTb OAMH HEGNAronNnPUSTHbLIA UCX04, B CPAaBHEHUM C KOHTPOMNBLHOW rpynnow.

Uem BbilLe nokasarterb, TeM MeHee 3(PdEKTUBHO NEYEHNE.

WOoeanbHbIM NOKa3saTenb paBeH 1

1/ CHuXeHne abcorntoTHOoro pmucka (ARR)



KonnyectBOo Heobxoanmoe Ans
Pa3BUTUA OCITIOXKHEHUA/NMOOOYHOro
nencTeus
Number Needed to Harm SNNHl

NNH nokasblBaeT cpeaHee YMCno naumneHToB, KOTOPbIX HEOBXOAMMO NEeYnTb, YTODbI JOCTUYbL OnpeneneHHoro
HebnaronpusaTHOro Ucxoaa,B CpaBHEHNN C KOHTPOMNBLHOW FPYMNMNOMN.

Uem BbliLLE MOKa3aTenb, TEM MEHEE BepOFITHbII7I OCJT1OXKHEHUA JNEYEHNA.

1/ ATpnbyTUBHbLIN pUCK (AR)



[lpumeHeHUue pe3ynbLTaToB
Ana nonynauun

P — 3Ha4yeHue (p value) = 0,05

Difference between
treated and
control groups

« [oBeputenbHbin nHTEpBan ( confidence

interval) = Cl 95%

CtatTuctnyeckas
3HAYUMOCTb

KnuHnyeckas

DLEAUMMRNACT L

Minimum clinically
important effect

Null hypothesis
(no effect)

} :
1
1
®
(a) (b) (c) (d)
L J L J
Statistically Not statistically
significant significant
Clinically Notclinically  Inconclusive  True negative
important important



Enrollment }

Intention to treat analysis

Assessed for eligibility (n=33)

» | Excluded (n=6)
[ail

Randomized (n= 27)

+ Other reasons (n=1)

+ Not meeting inclusion criteria (n=5)
+ Declined to participate (n=0)

[ Allocation ] l

I
'

'

l

Allocated to Arm 1 (n=5)

¢ Received allocated
intervention (n=5)

+ Did not receive allocated
intervention (n=0)

Allocated to Arm 2 (n=5)

+ Received allocated
intervention (n=5)

+ Did not receive allocated
intervention (n=0)

Allocated to Arm 3 (n=9)

+ Received allocated
intervention (n=8)

+ Did not receive allocated
intervention (n=1)

Allocated to Arm 4 (n=8)

+ Received allocated
intervention (n= 8)

+ Did not receive allocated
intervention (n=0)

oo ] |

l

l

l

Lost to follow-up (n=0)

Discontinued regimen (n=0)

Lost to follow-up (n=0)

Discontinued regimen (n=0)

Lost to follow-up (n=0)

Discontinued regimen (n=0)

Lost to follow-up (n=0)

Discontinued regimen (n=0)

) |

l

l

l

Analysed (n=5)
¢ Excluded from analysis
(n=0)

Analysed (n=5)
+ Excluded from analysis
(n=0)

Analysed (n=8)
¢ Excluded from analysis
(n=1)

Analysed (n=8)
+ Excluded from analysis
(n=0)

AHanuns naumeHTa npoumcxoanT B TOW rpynne, Kyaa oH ObIN N3Ha4YarbHO

PaHAOMU3NPOBaAH
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/ C O N S O RT TRANSPARENT REPORTING of TRIALS Search Signin

CONSORT Checklist ~ Translations  Explore Extensions = CONSORT Translations  SampleStudy  Submit Examples = EQUATOR  SPIRIT  TIDieR  Glossary  References

Useful Links News

CONSORT 2010 Key Documents

\/ = q Jaror G

network

! CONSORT 2010 Flow Diagram
Enhangi enc /Uff ch
The CONSO )

up is an Equator Network member organization

CONSORT 2010 Statement

CONSORT 2010 Explanation
and Elaboration Document

Welcome to the CONSORT Website

CONSORT stands for Consolidated Standards of Reporting Trials and encompasses various initiatives
developed by the CONSORT Group to alleviate the problems arising from inadequate reporting of randomized
controlled trials.

consort-statement.org



CuctematTnveckKkum
aHanus

CTaTUCTUYECKMN CUHTE3 JaHHbIX U3 Pa3HbIX,
HO  NOOOOHBbIX, T.e. COMOCTaBUMbIX
nccnenoBsaHum, NnTor KOTOpPOro —

KONMM4yecTBeHHass oOueHKa 000OLEeHHbIX
pes3yneTaTos.

Llenb - yBenMYMTb CTAaTUCTUYECKYHO
MOLUHOCTb UCCNneaoBaHUA, CHU3UTb
YypOBEHb OLUIMOKM BTOPOro poaa.

0030p 1 MeTa-

Karl Pearson
(1857-1936)

[lepBbin MeTa-aHanNn3 B
1940

Dickerson K., Berlin J. A. Meta-analysis: State of the Science. Epidemiol Rev, 1992; 14:154-76.



PRISMA

TRANSPARENT REPORTING or SYSTEMATIC REVIEWS ano META-ANALYSES

PRISMA STATEMENT EXTENSIONS TRANSLATIONS PROTOCOLS ENDORSEMENT

Welcome to the Preferred Reporting Items for Systematic

: - Key Documents
Reviews and Meta-Analyses (PRISMA) website! y
 PRISMA Checklist
PRISMA is an evidence-based minimum set of items for reporting in systematic reviews and meta- PRISMA flow diagram
analyses, PRISMA focuses on the reporting of reviews evaluating randomized trials. but can also be PRISF"tA StatemSnt
used as a basis for reporting systematic reviews of other types of research, particularly evaluations of PRI Sr’1 A ESE
interventions. '
PROSPERO
Who should use PRISMA? Tk
« Authors: PRISMA aims to nelp authors improve the reporting of systematic reviews and meta-

analyses.
« Journal Peer reviewers and editors: PRISMA may also be useful for critical appraisal of published

systematic reviews, although it is not a quality assessment instrument to gauge the quality of a g e q U O T O r

network

systematic review.

Tweets by @rPrismAStatement
News Feed
_ _ & PRISMA Statement Retweeted -
PRISMA Website re-design _
ﬂ David Moher
The PRISMA website underwent a much-needed update in October 2015 to update the content of @dmoher

prisma-statement.org



1. Articles published from randomized controlled trials: 1966 to 1995
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peKkoMeHaauuu
(Clinical Guidelines)

. -
American Heart
| Association

i GUIDELINES

CPB4# ECC

2015




Cuctematudeckuit 0d63op PKW, otgensHoe PKIA

Cucremarmyeckuil 0630p KOropTHLIX MCCNEAOBaHUA,
WK OTAENBHOE KOropTHOE UCcneoBaHme

Wcenegosanue TUna «cnyvain KoHTpoNb» (OTAENLHOE,
nMbo cucTemMaTU4ecKuin 0630p HECKONBKIX)

Onucanue cepuu cny4yaes, HU3KOKa4YeCTBEeHHbIE
KOropTHbIe UCCrnegoBaHnig

———— e d

MHeHue skenepTos
He3 TO4YHOW KPUTUHECKOW OLEHKU

KayecTBO AoKa3aTenbCcTBa onpeaensieTcs KayecTBoM Au3anHa
nccrenoBaHus



[ lpoumeHeHne gokasaTtenbHoOU MeguLUHbI

[1paBnno 4 «A»

Lar
Lar

Ucnonb3oBaT

b (Apply)
nydwue

Lar

OueHuTb
ILlar [NonyunTb (Appraise)

(Acqure)

AOoKa3aTenbCeT
BaB
KITMHUYEeCKOM
npaKkTuke

nyJiiume
AOKa3aTesnbCT
Ba

3aaaTb (Ask)

nydwiuve
AoKa3aTenb
cTBa

KNMUHNYECKU
U BONpoc




[lpumeHeHMe goKa3aTenbCTB

Bonpochobl:

1. Bo3mMOXHO nn gaHHoOe nevyeHme B MOUX yCJ'IOBl/IFIX?

Henb3a nNpocTo TakiB3AThb

2. OTnnyaroTcs N MO NaUUEHTBI OT TeX, KOTOpble
NMPUHANN y4acTmne B UCCrieaoBaHUmM?

3. Kakue BO3MOXHbl BApUaHTbI NIe4EeHNs?

4. byget nu noTeHunanbHasa Nonb3a nevyeHns

nepeseLLVBaTh NOTEHUMarnbHbIN Bpea OT NeYeHns ne3vnb'|'a'|'b| HceneaoBaHun
CBOEMY nauueuw

g Mmoero nauueHTa?

5. YT0 MoK naumeHT gymaet 060 BCEM 3TOM?



[Toxoxu nn mou nauneHThbI ?

dPaKTopbl:

1. BospacTt

2. ConyTtcrylowme 3aborneBaHuUs

3. [lpnBepXeHHOCTL NeYeHunto (cnegoBaHne
yKa3aHuUsaM Bpaya)

4. [lpo4vmne gpaKkTopbl, KOTOPbIE MOTYT NOBMNATL Ha

pesynkrart




DO3MOXHO i1 AaHHOeE Jie4eHne B MOUX
ycnoBusax ?

NccnengoBaHue NpoBOAUIIOCH B APYro cTpaHe unmn cpeam

Opyron Aemorpaduyeckoii rpynmbi i B

VccnepnosaHue NpOoBOANITOCH B APYInX KITMHNYECKNX L o

YCNOBUW (CTaunoHap, NONUKIMHNKA, OTAENEHNE HEOTITOXHOM
MOMOLLIN?

[oCTyrnHO N nevyeHne nnn oMarHOCTUYECKUMN TECT B MOEM
ne4yebHOM yuypexgeHnmn?

Bo3moXXHO nn obecnevnTb COOTBETCTBYIOLLEE HabntogeHne ?
byoet nu rotoB nauueHT cobntogatb NPearioXKeHHY cxemMy

neyeHuna?




Kakue cywiecTBYHOT anibTepHaTUBbI?




Kakue cywecTBYHOT an bTepHaTMBbl‘-’

«F meToo» no3BonsieT oLeHUTb PUCK A BaLLEro
naumneHTa.

Ecnn Baw nauneHT B 2 pasa valle nogBepkeH
3aboneBaHno/COCTOAHMIO — TO 3Ha4YeHue f = 2

Ecnn Baw nauneHT B 2 pasa pexe noaBepXXeH
3aboneBaHnio/cocTosAHNIO — TO 3Ha4YeHune f = 0.5

Ecnu nevyenne npmBoaANT K OAMHAKOBOMY CHMXXEHUIO

OTHOCUTESNBHOIO prcka Ans NauneHToB C pasHbIM
YPOBHEM pUCKa, TO:

NNT for your patient = NNT (trial)/f

O3Buna Cakker

Sackett DL, Straus SE, Richardson WS et al (2000). Evidence-Based Medicine: How to
Practice and Teach EBM, Churchill Livingstone, Edinburgh.



YTto AymaeT 00 3TOM NaUUEeHT?

Pacckasatb 000 BCeEX BO3MOXHbIX BapuaHTax fedeHuna?

- ... gymawure...
He gymauTe... /

Pacckasatb 0 JOCTOMHCTBAX M HeQOCTaTKaxX KaXaoro
BapuaHTa neyeHumna?

CnpocuTb nawumeHTa 4YTo 4S9 HEero 4emCcTBUTENLHO
Ba)XXHO?

[aTb NPUHATL peLleHne nauneHTy.
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NPUHUUNbI AOKa3aTeNMbHOWN
MeaAULUUHbI?

1.3agaBaTtb KNMHUYECKME Bonpockl no P.I.C.O.;

2. BecTun cnncokK KNMHU4YeCcKnx BOMPOCOB ( XenaTterbHO COBMECTHO C Kornsieramu) — obnayHble

CEepPBUCHI;
3. CoxpaHATb OTBETbl Ha Hanboree 3HaYNMble BOMPOCHI;

4. NenuTbcsa HanOeHHbIMM OTBETAMM C Konneramm n obcyxaaTb UX ( )KypHanbHbIe KNybbl);






