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The authors work for AO
Clinical Investigation and
Documentation (AOCID). AOCID,
part of the AO Foundation, is a
full service academic research
organization which runs
international multicenter clinical
trials from the planning phase
through to publication.

AOCID's mission is to provide
evidence-based knowledge
through independently conducted
clinical studies, education and
methodological services in order
to facilitate clinical decision-
making in the fields of trauma and
musculoskeletal disorders.

Since 2000, over 8,500 patients
have been recruited onto an
AOCID-run study. Approximately
one-in-five of these studies have
been randomized controlled trials,
which yield the best level of
evidence and are comparatively
rare in orthopedics. Some 89
clinical studies have been run in
333 different clinics around the
world.

As of July 2013, AOCID is
currently running 49 clinical studies
at different project phases. A total of
14 clinical registries are also being
maintained. A variety of courses
in clinical research and evidence-based medicine are also
offered.

You can find out more about AOCID's work at www.
aofoundation.org/cid

This article was previously published in 2012 in issue
4 of The Bangkok Medical Journal and is reproduced with
their kind permission.

This article does not specifically deal with the situation
for clinical research in Thailand. Instead, just as we
conduct multicenter studies to ensure that the results are
generalizable, the following points are some practical tips
derived from the AO Foundation’s long experience in the
conduct of multicenter clinical trials around the world and
as such, have general applicability. If you require more
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targeted information, a simple Internet search will reveal
many useful addresses with country-specific information
(such as the Thai FDA: www.fda.moph.go.th).

While many researchers are interested in publishing
studies, the publication that results from a study is just
the tip of the iceberg. It is the visible end-product of many
phases which have contributed to a study’s success. The
planning and study design stage is absolutely critical which
is why it is the only section highlighted and presented as a
step-by-step process here.

PLANNING AND STUDY DESIGN:

1. Do preliminary research.

Find out more about the topic that interests you (e.g.
search on PubMed, the Cochrane Library, hold discussions
with your colleagues, consult professional forums etc.).
Ensure your idea has not already been tried.

2. Consider the purpose of your study.

What is the rationale for conducting your study? Why
was the new implant developed and what’s its added value?
What makes the new technique more beneficial for your
patient compared to the standard approach? Can you find a
way to compare A to show it is better than B? If you think
of your idea as being simply “interesting to look at” then
you should seriously reconsider trying to conduct a trial
on it. Another possible question to ponder is what possible
results from the trial are likely to change clinical practice /
improve patients’ lives?

3. Plan your clinical question carefully.

Your clinical question will determine how good your
study is, so define it very precisely. It is the bedrock upon
which your study’s success will be built. The PICOT acronym
(Patient, Intervention, Control, Outcomes, and Timing) is
a very helpful scaffold upon which to start building your
research. For example, if you have a diagnostic question you
might consider the following PICOT factors:

Patient — Which patient group? Consider patient
characteristics that may affect outcomes.

Intervention — Define the diagnostic procedure of
interest (e.g. a new technology)

Control — Is there a gold standard? If necessary, you
have to define the “control” group to which the intervention
group will be compared.

Outcomes — Be specific and aim for the most important
outcomes. (e.g. nonunion, major complications, death, etc.).

Timing — How long will the study last? How many
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follow-up visits and when?

4. Find an acceptable study design.

Decide on this very carefully once all the necessary
information is to hand. Let your clinical question and
resources guide your choice of study design.

5. Sample size and feasibility.

A sample size of 500 patients in an indication where
you see 20 patients yearly is not going to work. Be aware
of Lasagna’s Law which states that the number of patients
available to join a trial drops by approximately 90% the
day a trial begins, only to reappear as soon as the study
is over. Remember that some fracture types are rare. Be
prepared for such studies to only recruit small amounts of
patients and for their recruitment to be painfully slow.

Two to five years follow-up is a very difficult task.
Once healed, injured patients often do not return to their
doctor so in most cases you will have to chase them up.

6. Implement a study design freeze at an early stage.

Don’t have the design questioned at every meeting.
Good Clinical Practice dictates that you cannot change a
study design once the first patient has been recruited.

7. Clearly define everything in the study protocol.

This is an essential document which allows you
to ensure uniformity for all the investigators and sites
involved in the study.

8. Don t make your inclusion criteria too restrictive.

Obviously you need to exclude certain types of patients
but be careful that you do not shut out those who may still be
acceptable for the study’s purposes. Broad exclusion categories
such as “active systemic infection” should be more exactly
defined to help widen the net of eligible study participants.

SOME GENERAL POINTS TO REMEMBER:

Have clear communication with  stakeholders
throughout the study process.

At AOCID, in addition to the regular updates through
meetings and personal contact, we send out a newsletter for
each study approximately 3 times a year to ensure that all
the stakeholders are aware of how things are progressing.
Provide information on the number of patients included
and the follow-up rates for each site.

Define roles, and trust in the other's expertise.

The Principal Clinical Investigator (PCI) is the expert in
the operating room but the Clinical (or Contract) Research
Organization (CRO) is the expert in the planning and
conduct of the study. A mutual respect for one another’s
competencies helps the process along.

Regulatory problems with the medical device approval
process.

The approval process can vary from country to country and
lead to bottlenecks in the study. Do not assume your planned
national timeline will hold true for international studies.

Do not forget to get informed consent.

There are intrinsic elements to trauma studies which
make obtaining informed consent difficult. You may be
faced with unconscious patients, or find it difficult to
explain the study as the patients are in pain. Similarly, it
may be hard to obtain consent as patients could be whisked
into the operating room within a short time after admission.
Prepare for this and make allowances in the study protocol,
e.g., by allowing proxy consent if appropriate.

Comorbidities.

Consider your patient cohort carefully as comorbidities
can play a negative role in follow-up rates. For example,

mortality rates of approximately 30% in elderly patients
with hip fractures will naturally lead to low follow-up rates.
Rehabilitation protocol.
Be aware of the effect that this can have on outcomes.
Ensure that the same standardized procedures are in place
in all participating centers.

OUTCOME:

Respect cultural differences if you perform a study in
different countries.

Use only patient-assessed scores that have been cross-
culturally adapted and validated. Do not translate scores
yourself for clinical use.

Avoid selection bias.

Consider the population you would like to make
inferences about and whether your sample size is truly
representative of it. Not all conclusions may be transferable
to other population groups. If there is a possible selection
bias it is essential that this is also reported (e.g. conducting
a study in the military among young healthy males).

Do not be shy about reporting complications.

Knowledge of complications is very important to the
improvement of patient care. So try to shake off the feeling
that comprehensive and complete reporting of complications
will handicap your chances of publication, reflect badly on
your surgical skills etc. In the end, it will assist many more
patients and help to avoid future adverse events.

REGULATORY:

Find out and follow the legal framework in place.

Remember that there is no clinical study without ethic
committee approval and the patient’s informed consent.

Ensure your clinical study has been entered into a
registry.

It’s a prerequisite for publication in many journals
these days. The best-known is probably www.clinicaltrials.
gov but there are other registries such as www.anzctr.org.
au which are also acceptable.

Get agreement from all parties before proceeding with
ethic committee submission.

It should be borne in mind that there is a cost to submitting
and resubmitting to ethic committees. For example, the cost of
submitting to a German ethic committee is generally around
€1,500. You may have to apply to several such committees
and their processes can vary — even within the same country.
This is an element which is often underestimated in planning
international multicenter trials.

AT THE CLINIC:

Make sure your study center personnel are adequately
trained.

The initiation of a study is crucial. Ensure that all
material is available and that enough time is given to train
all the relevant personnel. Get them to “buy into” the study
from the very start so that they are actively screening
patients for recruitment in their daily clinical practice.

Early monitoring may save you future headaches.

A first monitoring visit / check after only a few patients
have been recruited can help to identify and correct systematic
mistakes at an early stage, thereby saving a lot of time later on.

Try to anticipate issues and to head them off.

For example, be aware that less experienced staff
members at your center will probably require closer
support and more training and supervision than others.
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Keep your database constantly clean.

This means ensuring that there is ongoing monitoring,
ongoing data checks, and so on.

Data management.

Have adequate procedures in place to ensure data
quality. Do not wait until tomorrow to reply to a request if
you can do so today.

Don t be afraid to delegate.

You’re most likely working full-time and are in the
operating room most of the time. If your center can afford
it, consider hiring a study nurse to manage your study
documentation and data for you. AOCID has had very
good experience with this arrangement.
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FINAL REPORT:

Define clear timelines.

Remember that with so many actors involved the
review and approval process can take a long time — which
can be frustrating when you are so near your goal.

Finally, share your work with the world!

Do not forget to celebrate your achievements. Submit
your manuscript to a journal, be prepared that rejection
and resubmission happen to almost everyone, go to
conferences and share your new knowledge with the
scientific community.

For more information on conducting clinical studies
and information about AOCID’s services, please visit
www.aofoundation.org/cid or write to us: aocid@
aofoundation.org.

ABTOpBI padOTAIOT B OT/IENIE KITMHUYECKHX HCCIIeI0BAaHUN
n noxymenTaimu (AOCID) AO (Accormanmst OcteocuHTe-
3a). AOCID Bxomut B cocraB ¢onga AO u npenocrasisier
TIOJTHBIN CIIEKTp YCIIYT aKaJeMHYECKOH Hay9IHO-HCCIIeI0Ba-
TEITbCKOM OpraHM3aIiH, KOTOPasi IPOBOANT MEKTyHAPOIHbIE
MHOTOLICHTPOBbIE KIIMHMYECKHIE UCTIBITAHNS, HAUMHAs C 9Ta-
T1a TUTaHAPOBAHMS [0 My ONMKAIH.

Muccueit AOCID sBnsieTcsl IpeaoCTaBIeHHE HAyIHO-
000CHOBaHHBIX 3HAHMI C TIOMOIIBIO CAMOCTOATEIBHO IIPO-
BEJICHHBIX KJIMHUYECKHX MCCIICJ0BaHUH, 00pa3oBaHUs W
METOIMUECKUX YCIYT B IEJISAX OONErdeHus MPUHATHS KITH-
HUYECKUX PEIICHUH NpH JEYEHUH TpaBM U 3a0o0JeBaHMH
OIIOPHO-JIBUraTeNILHOTO armapara.

C 2000 roma Gonee 8500 marmeHTOB OBUIM BKITIOYEHBI B
nepcnekruBHble uccnenosanus AOCID. [pumepHo onHO U3
TISITH ATHX UCCIIE0BaHUK OBUIO paH/IOMHU3MPOBAHHBIM KOH-
TPOJNMPYEMBIM KIIMHHYECKHM HCIIBITAHHEM, KOTOpoe 00y-
CJIOBJIMBACT HAMIYUIINI yPOBEHb JOKA3aTEIbCTB U SABIISIETCS
CPAaBHHUTENIBHO PEIKUM B OPTOINEMYECKUX HCCIICTOBAHMSAX.
Oxo710 89 KIMHNYECKHUX MCCISOBAHIN MPOBOAMINCE B 333
Pa3NIUYHBIX KIMHUKAX 10 BCEMY MHUDY.

B macrosimee Bpems (mamable Ha wuions 2013 roma)
AOCID mpoBoauT 49 KIMHUYECKUX UCCIIEIOBAHUM, HAXOIS-
IIMXCS Ha pa3HbIX ATarax BhINOIHEHUs. B o01ieit cnokHocti
noaaepxkuBaercs 14 ximHH4eckux peectpoB. [IpoBomsres
TaK)Ke Pa3IMYHbIe KypChl 110 OPraHU3aluy KITMHHYECKHUX HC-
CJICZIOBAHUI 1 acTIeKTaM JI0Ka3aTeIbHONH MEANIINHBL

Ber1 moxxere y3nars 6onbre o pabore AOCID mo anpe-
cy www.aofoundation.org/cid.

JanHas crarbs Obl1a panee omyoinnkoBaHa B 2012 roxy
B 4 Homepe The Bangkok Medical Journal n Boctipon3Bo-
JIUTCS € JII0OE3HOTO pa3peleHus Ky pHaa.

B 5101 cTarbe He paccMaTpUBAaETCs CUTyalUs C KIH-
HUuecKuMu uccienoBanusivu B Taunanae. HaoOoport, Tak
KaK MBI ITPOBOJMM MHOTOIIEHTPOBBIE HCCIICAOBAHUSA C Iie-
JIBIO MOJy4eHHsI 0000IIAIONIMX Pe3ySIbTaTOB, ITYHKThI, YTO
CIIEAYIOT Jajlee — 3TO HECKOJIBKO MPAKTHUECKUX COBETOB,
MIOJTyYEHHBIX U3 MHOTosIeTHero omnbita @onna AO B mpo-
BE€/ICHMM MHOTOLIEHTPOBBIX KJIMHUYECKHX HCIBITAHUN BO
BCEM MHpe M uMeromux oOmee npuMenenue. Ecan Bam
HeoOxoanMa OoJee 1eneHanpaBIeHHas HH()OPMAIHsL, ITpo-
cToi mouck B MIHTEpHETE JacT MHOTO TOJIE3HBIX apECcOB
mo mH(popMaIMKu B KOHKPETHOU CTpaHe (Hampumep, Tai-
ckuit FDA: www.fda.moph.go.th).

B TO Bpemsi Kak MHOTHE HCCIIEN0BATENH 3aUHTEPECO-
BaHBI B MyONHKAIlMM CBOMX HMCCIIEIOBAHHM, cama IyOiH-

Kalusi, KaK pe3ynbTaT UCCIIeI0OBAHUS, 3TO TOIBKO BEpXyII-
Ka aifcoepra. OT0 BUIUMBIH KOHEYHBIH MPOJYKT MHOTHX
(ha3, KOTOpBIE BHECIIM CBOM BKJIaJl B yCIEX MCCIICIOBAHMS.
Craauy IIaHUPOBAHUS M MIOCTPOEHUS HCCIEOBAHUS SIB-
JSIFOTCS] HAaMBKHEHITMMHU, M IMEHHO TTO9TOMY, 3TO €IMH-
CTBEHHBIH pa3ziel, KOTOPBIH HaMH 31€Ch 0C000 BBIICNIEH 1
MIPE/ICTABIICH IIIar 3a [IarOM.

[TINIAHUPOBAHMUE U [TIOCTPOEHUE UCCJIIEJOBAHU:

1. Ilposedume npedsapumenvHvle UCCIE008AHUS.

Y3HaiiTe OonbIe o TeMe, KOTopasi BacC HHTepecyeT (Ha-
npumep, morck B PubMed, Cochrane Library, o6cyxaeans
C KoJUTIeraMu, npodeccroHaabHbie HOPYMBI U T.1.). Yoe1u-
TECh, YTO Ballla UJes elle He 00CyKaanach.

2. Paccmompume yenu 8aute2o ucciedos8anus.

Yo siBisieTcst 000CHOBAaHMEM JUTSL IPOBEICHMS BaIlIeTo
uccnenosanus? [Touemy HOBBIN MMIUIAaHTAT pa3paboTaH u
B YEM €ro IIeHHOCTh? UTO JenaeT HOBYIO METOIUKY Ooliee
BBITOITHOM UIS BAaIlleTO TMAIMCHTA [0 CPaBHCHUIO CO CTaH-
JAPTHBIM ToxomaoM? MoxkeTe i BBl HAWTH CIIOCO0 CpaB-
HEHWUS, 9TOOBI TO0Ka3aTh, 94To A nydqimre, dem B? Ecmu BB
JyMaeTe, 4To Balla Ujes MPOCTO «AHTEPECHA IS pacCMo-
TPEHUS», TO BB TOJDKHBI CEPHE3HO TIEPECMOTPETh, CIIETyET
JI IIPOBOJUTH KIMHUYECKOE UCHbITaHKE. [Ipyroil BO3MOX-
HBIH BOMPOC Ui OOMYyMBIBAaHHS — 3TO KaKHWe BO3MOXKHBIC
Pe3yaBTaThl KIMHUYECKOTO UCIIBITAHUS MOTJIH ObI H3MCHUTh
KJIMHUYCCKYIO TIPAKTUKY / YAYUIIUTE )KU3Hb TAUCHTOB?

3. Twamenvro naanupyiime KIUHUYECKU ONPOC.

Bam knmuHnyeckuit Bompoc Oyaer onpenesnsth, Ha-
CKOJIBKO XOPOIIM BaIlld HCCIIEAO0BaHUS, MOITOMY OIpe-
JIEINTE €ro O4eHb TOYHO. DTO OCHOBHOW NPHUHIMI, Ha
KOTOPOM OyIeT IMOCTPOCH yCIieX BaIllero HCCIICIOBAHUS.
Axpornm PICOT (cokpameHue CIIOB MaIMeHT, BMeIlla-
TENBCTBO, KOHTPOJb, PE3YNIBTaT U BPEeMs — B MIEPEBOIE C
AHTJINICKOTO) SABISIETCA OYEHBb ITOJIE3HBIM KapKacoMm, Ha
KOTOPOM HAYMHAETCS] IOCTPOSHHE BAIIETO MCCIIECIOBAHIS.
Hamnpumep, ecnu y Bac JuarHocTU4E€CKOM BOIIPOC, BbI MOT-
a1 Ob1 paccmotpets caenyronme PICOT-dhakropst:

Tayuenm — Kakast rpynna nanuentoB? Paccmorpute
XapaKTePUCTUKHU MMAlMCHTOB, KOTOPBIC MOTYT MOBJIHSTH Ha
PE3YNIbTATHI.

Buewamenvscmseo — Onpenenure UHTEPECYIOLIYIO Ha-
THOCTHYECKYTO TIPOIICAYPY (HAIpUMEp, HOBBIC TEXHOJIOTHH).

Konmponv — Ectb mu «30motoit» crannapt? Eciu HeoO-
XOAMMO, BbI JOJDKHBI ONPEJENINUTD "KOHTPOJIBHYIO" TPYIIITY,
C KOTOpOif OyZeT CpaBHUBATHCS OCHOBHAS TPYIIIIA.

Pesynemamer — Bynpre KOHKPETHBI W CTPEMHTECH K
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Hauboree BaXKHBIM pe3yJbTaraM. (HarmpuMep, Hecparle-
HUE, CEPbE3HBIE OCIOKHEHUSI, CMEPTh U T.11.).

Bpemss — Kak nmonro Oymer IIUTHCS HccienoBaHue?
CkombKo OyZIeT KOHTPOJIBHBIX ITOCCIICHIH 1 KoTna?

4. Hatioume npuemnemulii Ou3aiiH uccied08anus.

[IpumMuTe pemieHne Mocie TIIATENFHOTO PaccMOTpe-
HUS, KOTZA TOJNIEKO BCS HeoOXoammas WHpopMarus OyrmeT
nox pykoi. IlycTs Baml KIMHUYECKUN BOIPOC U PECYPCHI
OyAyT OTpeNeNsATh BEIOOP MOCTPOCHHUS UCCICIOBAHUS.

5. Obvem 8b100PKU U BOIMOICHOCTIU.

Pasmep BbIOOpKH B 500 manueHToB mpu o0cienoBa-
HuHW 20 ManueHTOB €XeroaHo He Oymer paborarth. Pyko-
BOJICTBYHTECh 3aKkoHOM Lasagna, KOTOpBIH TJacuT, YTO
YHCJIO TMalMeHTOB, KOTOPHIE BBIPAXKAIOT COINIACHE y4Ya-
CTBOBAaTh, CHMXkaeTcst mpuMepHo Ha 90 % B JIcHP Havyana
KIIMHUYECKOTO UCIBITAHUS W BO3PACTALT, KaK TOJBKO HC-
cienoBaHue 3aKOHYUTCS. [IOMHHTE, YTO HEKOTOPHIC THIIBI
MIePEIOMOB BCTPEUAIOTCS PEIKO. BynbTe TOTOBBI K TOMY,
YTO IS TAaKUX HCCIICIOBAaHWHA MOXXHO HaOpaTh HEOOJb-
10€ KOJIMYECTBO MAIlMEHTOB, a WX MOAOOpP MOXET OBITH
KpaliHe Me/IJICHHBIM.

KOHTpOJIBHBIH OCMOTP CPOKOM OT JIBYX JIO TISITH JIET
SIBJISIETCSL OY€Hb TpyAHOUM 3anaueid. [lo BbI3mOpOBIECHUU
TPaBMHPOBAHHBIC ITTAI[MEHTHl YacTO HE BO3BPAILAOTCS K
CBOEMY Bpady, I03TOMY B OOJIBIIMHCTBE CITy4aeB BaM IpH-
JIETCSI UX AaKTUBHO IPUTIIAIIATH JUIST OCMOTpA.

6. 3amopasicusanue nocmpoenus uccieoo8anus Ha
pauHell cmaouu.

He craBpre moj cOMHEHHE BONPOC TOCTPOCHHS WC-
CIIeZIOBaHMA Ha KaKIOM coOpanmu. Hamrexamast KIMHH-
YecKasl IPaKTHKa MOJCKA3BIBACT, UYTO BBl HE MOJKETE M3Me-
HUTH MPOEKT UCCIICTOBAHNSA, KaK TOIBKO ITEPBHII HAIIUEHT
OBLT BKITIOUCH B HETO.

7. Yemxko onpedenume ce 6 nNpomMoKo/ie ucciedo8anus.

DTO BaKHBIA JOKYMEHT, KOTOPBIH 1O3BOJISIET obecre-
YUTh €MHOOOpa3ye /sl BCEX UCCIIe0BaTeliel U CTOPOH,
YUYaCTBYIOIINX B MCCIICIOBAHHH.

8. He Oenaiime sawiu kpumepuu KIHOUEHUs. CIUULKOM
02paHUYUMENbHLIMU.

O4eBHIHO, HY’)KHO HCKITIOUUTH OMPEACICHHBIC KaTero-
UM MAIIUESHTOB, HO OyIBTEe OCTOPOXKHBI, YTOOBI HE MCKITIO-
YHUTH TEX, KTO BCE K& MOYKET OBITh IMPUEMIICMBIM JIJIS TIeTei
uccnenoBanus. lllupokue kareropuy UCKIIOUEHUH, TaKHE
Kak "aKTUBHAsl CHCTEMHAast HH(EKIUA", TOIDKHBI OBITH 00-
Jiee TOYHO OMPEAEIICHBI, YTOOBI TOMOYb PACIIUPUTH KPYT
YYaCTHHKOB HCCJICJIOBAHUSI.

[NOMHUTE HECKOJIbKO OCHOBHbIX MOMEHTOB:
Tloooeporcusaiime uemxue Céa3u ¢ 3auUHMEPecoOBAHHbIMU
CMOPOHAMU HA NPOMAACEHUU BCE20 NPOYECCA UCCTIEO0BANUSL.
B AOCID, B nomoiHeHHE K PerynsapHbIM OOHOBICHH-
SIM ITyTE€M TPOBE/ICHHS COBELIAHUH M JINUYHBIX KOHTAKTOB,
MBI paccblulaeM OIOJJIETEHb ISl KaXKJIOTO HCCIIEIOBAHMS
IIpUMepHO 3 pas3a B TOA, YTOOBI yOSIUTHCS, YTO BCE 3anH-
TEpEeCOBaHHBIE CTOPOHBI 3HAJIM, KaK Pa3BHBAETCSl HCCIIe-
nosanue. [Ipenocrapnsiite nHGOPMALUIO O KOIHMYECTBE
BKJTIOYCHHBIX MAIMEHTOB M MPOLEHTE MPOXOXKACHHS KOH-
TPOJILHOTO OCMOTPA JUIsl Ka’KA0TO MECTa NCCIIEJOBAHNS.
Onpedenume ponu u dogepstime onvimy Opyux.
OcHoBHOY KauHWYeCcKkWi nccnenoarens (PCI) sBis-
eTcs HKCIEPTOM B OMNEPAMOHHOM 3ajle, a KIMHUYECKas
(moroBopHas) wuccienoparenbckas opranmsamus (CRO)
SIBJISIETCSI DKCIIEPTOM B O0JIACTH IJIAHUPOBAHHMS U IIPOBEJIC-
HUSI McClleloBanus. B3anMHoe yBakeHHe K KOMITETEHIMN

JIpyT Apyra MoMoraeT MpoJBUKEHUIO IpoLecca.

Hopmamuenule npobnemvl ¢ npoyeccom 00obpenus me-
OUYUHCKUX YCMPOUCMS.

[Ipomnecc om00peHMsT MOXKET BapbHUpPOBATH B PAa3HBIX
CTpaHaX W MPHUBECTH K TOMY, YTO IIPOBEICHIE UCCIICIOBA-
Hus 3acronopurcs. He nymaiite, 4To Baml ImiiaHUPyeMbId
HAIMOHAJBHBIN rpaduk 0gOOpEHHs yCTPOHCTB OyAeT mpu-
TOJICH [T MEKTYHAPOIHBIX NCCIICAOBAHHH.

He 3a6yovme nonyuums ungopmuposannoe coanacue.

Ecth cyuiecTBeHHbIE 3JIEMEHTHI HCCIENOBAaHUM 110
TpaBMe, KOTOpbIC 3aTPYAHSIOT IMOJy4eHHe WH(OPMUPO-
BAaHHOI'O cornacus. Bel MOJKeTe CTOJIKHYTHCS C MallMeHTa-
MU, KOTOpbIE HaXOASATCS B OECCO3HATEIILHOM COCTOSIHUH,
WIA UM TPYIHO OOBSCHUTH LIEJb HCCIICAOBAHHS, TaK KaK
MaNUeHTHl cTpaaaoT oT 6omu. Kpome Toro, Oyner TpynHO
MOJYYHTh COTJIACHE IMAlMEHTA, €CIH OH CPOYHO ITOTaIaeT
B OTIEPANMOHHYIO TIOCIIE MTOCTYIUICHHUS B KIMHUKY. [lomro-
TOBBTECH K 3TOMY H CHEJANTE MMOMPaBKy B MPOTOKOIIE HC-
CIIeZIOBAHMSI, HATPIMED, MOTYUICHNE COTIIACHs TOBEPEHHO-
ro JIAIA, €CIN 9TO HEOOXOIUMO.

Conymcemsyrowue 3a601e6anusl.

W3yuute Bamry KOTOpPTY MAIllMEHTOB TINATEIBHO, Tak
KaK COITyTCTBYIOILIME 3a00JIeBaHUSI MOTYT ChI'parh He-
TaTUBHYIO POJIb IIPU MOCIEAYIOIUX KOHTPOIBHBIX OCMO-
Tpax. Hanpumep, cmeptHOCTh ipuMepHO B 30 % y naru-
€HTOB TTOYKHMJIOTO BO3pACTa C IepeioMaMu Ta300eIpeHHOTO
CyCTaBa, ECTECTBEHHO, MOXKET IIPUBECTU K HU3KOM sSIBKE Ha
MOCIIEYOIIee KOHTPOIBHOE HAOIIONCHHE.

Ilpomorxon peaburumayuu.

[TomMHUTE O TOM, YTO peadWIUTALNS MOXET OKa3aTh
BJIMSIHUE Ha PE3yNbTaThl. YOCIUTECh, UTO CTAaHIAPTH3IUPO-
BaHHBIE TPOIIECAYPHI POBOAATCS BO BCEX yUACTBYIONINX B
HCCIIeIOBAaHNUH IICHTPAX.

PE3VIJIBTAT:

Veaoicaiime xynomypuvle paznuyus npu 6binOIHEHUU
UCCe008aHUsL 8 PAZHBIX CHIPAHAX.

Vcnone3yiiTe TOmpkO Oamibl OIEHKH pPEe3yabTaToB
CaMUM IMaluCHTOM, KOTOPLIC 6I)IJ'II/I alaliITUpOBaHbl U YT-
BepkaeHbl. He nHTEpIipeTupyiiTe Oaibl caMu JTsl KIIMHU-
YECKOTO UCIIOJIb30BAHUS.

H3z6ezaime npedezsmocmu ombopa.

W3yunTte MOMyISIIUIO, IO KOTOPOH BBl XOTHTE CHENATh
BBIBOJIBI, U JICHCTBUTENBHO JIM pa3Mep Ballleil BHIOOPKU B
MOJIHO# Mepe TpezcTaBiseT ee. He Bce BBIBO/IbI MOTYT OBITh
MepeHeCeHbI Ha IPyTHe MPYIIIbI HaceneHus. Eciu ecTh Bo3-
MOYKHOE OTKJIOHEHHE B BBIOOpPKE, BaXKHO, YTOOBI ATO TAKXKE
€o00maIoCh (HarmpuMep, MPOBEACHNE UCCIIENOBAHNN B BO-
€HHOH cpeJie Cpeid MOJIOJIBIX 3I0POBBIX MYMKUHH).

He cmecusiicst coobuams 06 0c10i#CHEHUSAX.

3HAaHUEC OCJIOKHCHHUH OUYCHb BaXKHO YIS YITYYIICHUS
yxoza 3a nareHtamu. [loatomy mocrapaiirech N30aBHTh-
Cs1 OT OIILYIIEHUS, YTO BCEOOBEMITIONIAsI U MOJTHAS] KAPTHHA
OCIIO)KHEHUH OCJTA0WT BAIIH IIAHCHI HA ITyOIUKAIUIO, TUIO-
X0 OTPa3WTCs Ha BallIeH peryTaliy B IUIAHE XUPYpriye-
CKOTO MacTepcTBa U T.J. B KOHIIE KOHIIOB, 3TO ITOMOXKET
MHOTHM MAI[IeHTaM W CICIHajucTaM B Oymymiem u30e-
JKaTh NOOOYHBIX 3(h(HEeKTOB.

3AKOHOJATEJIbHBIE BOITPOCHI:

Vanaiime npasosyio cucmemy mecma uccieooeanus u
cnedyime eil.

[TomHHMTE, YTO HE CYIIECTBYET KIMHUUECKOTO HCCIIE0-
BaHMs 0€3 yTBEP)KJCHUSI KOMUTETOM IO 3THKE U HHPOPMH-
POBaHHOTO COIVIACHS MAIUEHTA.
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Yoeoumecw, umo eawe knunuueckoe ucciedoganue
ObLIL0 86E0EHO 8 peecmp.

B Hacrosiiiee Bpemst 3TO HEOOXOAMMOE YCIIOBHE JUIS
MyONUKalMKM BO MHOTHX >XKypHanax. Camblii W3BECTHBIN
peectp, BepositHO, www.clinicaltrials.gov., HO ecTh u Apy-
THE PEECTPbl, TAKHE KaK WWW.anzctr.org.au, KOTOpbIEe Tak-
XKe SIBIISIOTCS TPUEMIIEMBIMH.

Honyuume coenacue écex cmopoH, npedxcoe uem npu-
CMynumo K npedCcmasieHuio 6 IMuvecKull Komumen.

Crenyer UMeTh B BHUJY, YTO I10Ja4a ¥ MTOBTOPHAsI I10-
Jlaya B DTUYECKUIl KOMHUTET orulauuBaercs. Hampumep,
CTOMMOCTb T10J]a41 B HEMELKHUH ATHYECKNIl KOMHUTET, KaK
mpaBmio, okoio € 1500. BosmoxHo, BaM mpumercs 00-
paTHTbhCs B HECKOJIBKO TaKUX KOMHUTETOB M UX ITOAXOMBI
MOT'YT OTIMYATHCS JaXke B Ipeleax OGHON CTpaHbl. DTOT
9JIEMEHT YacTO HEJOOLEHMUBACTCS B IJIAHUPOBAHUU MEXK-
JIYHapOJIHBIX MHOTOLIEHTPOBBIX HCCIICI0BAHHM.

B KIIMHUKE:

Yoeoumecw, umo nepconan sawieco yenmpa ucciedo-
6AHUSL NPOULEN COOMBEMCMBYIOULYIO0 NOOZOMOBKY.

Hauano wuccnenoBaHus MUMEET pelIaioliee 3HaYeHHUE.
Yb6eaurech, 4TO BCE Marepualbl JOCTYIHBI U YTO JOCTa-
TOYHO BPEMEHHU YIENsAeTCss 00yUYEHHIO COOTBETCTRYIOIIETO
nepcoHana. [lycTh COTpYAHUKH Oy/ayT BOBJICUCHBI B BbI-
MOJTHEHHE CBOETO Pa3/iesia UCCIIEI0BAHUSI C CAMOT0 Havaa
JUIsl aKTUBHOTO OTOOpA MAllMeHTOB B TIOBCEIHEBHON KITU-
HUYECKOU MPAKTHKE.

Pannuii monumopune mosicem cnacmu 8ac om 0y0yuux
207108HbIX OOJIEIL.

[epBblii MOHUTOPUHT / ITPOBEPKY HEOOXOIMMO TPOBE-
CTH Y€ TIOCJIC TOr0, KaK HECKOJBKO TEPBBIX MAIMCHTOB
ObLIH MPUBJIEYEHBI K HCCIIEI0BAHMIO, 3TO TIOMOYKET BBISIBUTh
U YCTPAHUTh CUCTEMATHUYECKUE OIIMOKU HAa pAHHEH CTajnu,
YTO TO3BOJIUT COKOHOMHTH MHOTO BPEMEHH B JIAJIbHEHIIIEM.

Tocmapatimecy npedycmompems 60nPOCyL U ypecyiu-
posams ux.

Pyxomuce noctymuna 02.07.2013

Caezienusi 00 aBTopax:

Fewot Opmonednn Ne 3,2013 1.

Harpumep, 3HaiiTe, 4TO MEHEE OIIBITHBIE COTPY/IHUKH B
BallleM LIEHTPE, BEPOSITHO, HOTPEOYIOT MTOJICPXKKH 1 OoJiee
yIIIyOJIeHHOTo 00yUeHHMSI M KOHTPOJISI, YeM JIpyTHeE.

Cooeporcume 6a3zvl OaHHbIX 6 NOPAOKe NOCMOAHHO.

D70 03HaYaeT MPOBEACHUE MOCTOSHHOTO MOHUTOPHH-
ra, TeKyIHX MPOBEPOK JaHHBIX H TaK JaJiee.

VYnpasrenue oannvimu.

[TpoBomuTE COOTBETCTBYIOIINE MEPONIPUATHS IS 00€-
CIIeUCHUsI KayecTBa JaHHBIX Ha Mecre. He sxaute 1o 3aB-
Tpa, 4TOOBI OTBETUTD Ha 3aIIPOC, €CIIN BBl MOXKETE ClIeJIaTh
9TO CErofHsI.

He 6ouimecwy denezuposame.

Be1, ckopee Bcero, paboraere MOJHBIA pabouyuii AeHb
U B OIIEPA[IOHHON MTPOBOUTE OOJBIIYIO YaCTh BPEMECHH.
Ecnu Bamn neHTp MOXKeT cebe 3TO IO3BOJINUTh, PACCMOTPHUTE
BOIIPOC O HAlME MEJICECTPBI-UCCIICA0BATEI ISl yIpaBie-
HHS TOKYMEHTAILMell U JaHHBIMH HCCIICIOBaHHUN JUIS Bac.
AOCID wnmeeT o4eHB XOpPOIIHH OMBIT PabOTHI IO ATOMY
BOIIPOCY.

OKOHYATEJIbHBIN OTYET:

Onpedenumsv uemxkue cCpoKu.

[TomuuTE, 9TO C OONBUINM KOTUYECTBOM ICHCTBYIO-
IUX JHIL] IPOLECC PACCMOTPEHUS U YTBEPHKICHUS MOKET
3aHATH MHOI'O BpEMCHU, YTO MOXKET OBITH HEMIPUATHO, KOT-
Jla IOCTHYKEHUE TeTH TaK OJIM3KO.

Haxkoney, nodenumecs ceoeti pabomoti co scem mupom!

He 3aObiBaiiTe oTHpa3nHOBaTh CBOW JOCTHIKCHHS.
[TpencTaBbTe Bally pyKONHCH B JKypHai, OyAbTe TOTOBBI,
YTO OTKAa3 M ITOBTOpPHAsS I10Jja4a CIIy4aroTcsl MOYTH Y BCEX;
y4acTBYHTE B KOHPEPEHIUAX U JCTUTECh CBOMMU HOBBIMHU
3HAHUSIMH C HAyYHBIM COOOILECTBOM.

s 6osee moapoOHoii mH(pOPMAILUH O POBEAEHUH
KJIMHHYEeCKHX ucciaeaoBanmii u 06 yeayrax AOCID, nmo-
:Kagyiicra, mocerute www.aofoundation.org / CID uian
HanuuuTte HaM: aocid@aofoundation.org.

1. Beate Hanson — Director of AO Clinical Investigation and Documentation (AOCID).

2. Diarmuid De Faoite — Business Developer, AOCID.
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