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obre os Autores

-

- Moher: Hospital Infantil de Ontario Oriental (Canada)
- Rockhold: GlaxoSmithKline (EUA)

- Sim: Universidade da California (EUA)

- Wager: Sideview (Reino Unido)

www.isaia.com.br
Porto Alegre/RS



_ NIDADE DE PESQUISA CLINICA
uidade o de Medicina Reprodutiva Dr Carlos Isaia Filho Ltda.

pesquisa
clinica

Introducgao

linico € iniciado, os pesquisadores
romisso em conduzi-lo e reporta-lo
rincipios éticos dito basicos;

r a acuracia dos dados;

ibilizar publicamente tanto as associacdes
positivas quanto as negativas, além da auséncia de
associacao
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ulgagao Seletiva
"Iective reporting”

per-protocol (PP) versus intention-to-treat (ITT)
ste ou nao das variaveis

- endpoint versus change from baseline
- Os desfechos

- time-points diferentes

- com significancia estatistica versus sem significancia
estatistica
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Dwan K, Altman DG, Arnaiz JA, Bloom J, Chan A-W, Cronin E, et al. (2008) Systematic Review of the
Empirical Evidence of Study Publication Bias and Outcome Reporting Bias. PLoS ONE 3(8): e3081.
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es de Publicacao
"oublication bias”

erem publicados de maneira detalhada;
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Jiulolegpe s Kicinski M (2013) Publication Bias in Recent Meta-Analyses. PLoS ONE 8(11): e81823.
doi:10.1371/journal.pone.0081823
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onsequéncias

-

do efeito de tratamentos;

- Politicas publicas
- Pacientes
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ro de Ensaios Clinicos

-

3 preocupagao com esses (e outros)

- WHO’s International Clinical Trials Registry Platform
Search Portal

http://www.who.int/trialsearch
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| [ Search ] Search tips

Welcome Data Providers

Data setz from data providers are updated every Wednesday evening according to the following
s The Clinical Trialz Search Portal provides access to & central databaze containing  sohedule:

the trial registration data setz provided by the registries listed on the right. |t also

3 b o Every week:
provides links to the full ariginal records.

« To feciltste the unique icentification of trials, the Search Portal bridges (groups « Australian Meww Zealand Clinical Trialz Registry, last data file imported on 19 September 2016

together) multiple records about the same trial. bore information » Chinese Clirical Trial Registry, last data file imported on 19 September 2016

* Please note; This Search Portal is not & clinical trials registry . How to register 3 trisl

s ClinicalTrisls.gov, last data file imported on 19 September 2016

« For mobile uzers, please use this link kit Sapps who irtdrislzesrchictipmob sspe.
It can be apened from any smattphone

s El Clinical Trialz Register (EU-CTR), last data file impodted on 19 September 2016

s |t iz nowy pozsible to expott the results of the search into XML, Mare information (el 2R e IS TulEh ) e ) ST Gty el

- @yl e JETRE ditiese mow rmriles o usSme T resstrl. T reesh # The Metherlands Mational Trial Register, last data file importted on 19 September 2016

access to the crawling pages please send an email to ictrpinfo@whoint (This

zetvice iz novw enabled) Every 4 wioeks: L3

« Call for puklic Consuttation (closed) WHO Statemert on Public Dizclosure of Clinical = Brazilian Clinical Trial: Regiztry (ReBec), last data file imparted on 13 September 2016

Trial Results More information
« Clinical Trialz Registry - Indis, last data file imported on 12 September 2016

# Clinical Rezearch Information Service - Republic of Korea, last data file imported on 12
September 2016

« Cuban Public Registry of Clinical Trialz, last data file imported on 19 September 2016

« CGerman Clinical Trialz Register, last data file imported on 12 September 2016
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I Export results to <kl I

2 recards for 2 trials found far; teething onhat is thiz?) Shovwe |10+ Fecords per page

Recruitment Public Title

Mot EUCTRZ010-021499-27- A Prospective, Randomized, Multi-centre, Placebo-controlled, Double blind, Comparative Stody To Evaluate the OB07 2010

Recruiting DE Efficacy and Safety of Dynexan® Mundgel in Subjects with Acute Teething Pain - Dynexan® Mundgel in Teething
Babies

UL TELTUILITIY A TR TZ0 TaUUU g 2202 LTIE EHELCL UG Urd] THEGILNT BEOUC0Ur pruirgrm 1 rridirers drig nuurae redurmieril ur urgl TSI i riaige s widun  Sa0020 20 1010
children

Di=claimer: Trials posted on this search portal are not endorsed by WHO, but are provided as 3 service to our users. In no ewvent shall the World Health Organization be liable for any damages arising from
the use of the infor mation linked to inthis section. Mone of the information obtained through use of the search portal should in any way be used in clinical care withoat consulting = physician or licensed
health professional . WHO i not responsible for the accuracy, completeness andior use made of the cortent displayed for any trial record.

Copyright - World Health Organization - Wersion 3.2 - Version history - For crawlers
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Note: This record shows only the 20 elements of the WHO Trigi Registration Data Set. To view changes that have been made to the sodrce recard, or for additional Information abolt this trial, click
on the URL below to go to the source record in the primary register.

Register:
Last refreshed on:
Main ID:

Date of registration:

Primary sponsor:

Public title:

Scientific title:

Date of first enrolment;

Target sample size:
Recruitment status:

URL:
Study type:

Study design:
Phase:

EUCTR
25 March 2013
EUCTRZ2010-021499-27-DE

OB/A7 72010

Chemische Fabrik Kreussler & Co. GmbH

A Prospective, Randamized, Multi-centre, Placebo-controlled, Double blind, Camparative Study To Evaluate the Efficacy and Safety of
Oynexan® Mundgel in Subjects with Acute Teething Pain - Dynexan® Mundgel in Teething Babies

A Prospective, Randomized, Multi-centre, Placebo-controlled, Double blind, Camparative Study To Evaluate the Efficacy and Safety of
Oynexan® Mundgel in Subjects with Acute Teething Pain - Dynexan® Mundgel in Teething Babies

1310972010
414

Mot Recruiting

https:Sewnw. clinicaltrialsregister eul/ctr-searchisearch?guery=eudract number 2010-021499-27 <:
Interventional clinical trial of medicinal product

Controlled: yes Randomised: yes Open: na Single blind: no Double blind: yes Parallel group: yes Cross aver. na Other: no If controlled,

specify comparator, Other Medicinial Praduct: no Placebo: yes Other: no
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Countries of recruitment A
Sermany
Name: Name:

Address: Address:
Telephone: Telephone:
Email: Email:
Affiliation: Affiliation:

Key inclusion & exclusion criteria

Inclusion criteria:

1. Male or famale teething subjects of age B-24 manths

2. Availability of subjects’ parents (either of the parents)flegally acceptable representative (LAR) whao are willing to sign and date written informed consent to participate in
the study. However, if the subjects’ parents/LAR is illiterate, the impartial witness will sign the informed consent form (ICF)

3. Subjects with acute teething pain with visible or invisible tooth tips would be included. In case of absence of visible tooth tips even if the signs of teething at the site
(redness, discoloration or inflammation of the gingiva) are visible the subjects would be recruited in the trial. The investigators will ascerain that the cause of acute pain is
teething.

4. FLACC pain score =7,

Are the trial subjects under 187 yes

Mumber of subjects for this age range:

F.1.2 Adults (18-64 years) no —
F.1.2.1 Mumber of subjects for this age range

F.1.3 Eldetly (==B5 years) no

F.1.3.1 Mumber of subjects for this age range

Exclusion criteria:

1. Inflammatory oral and mucosal disease

2. Known hypersensitivity to lidocaine or any of the ingredients of Dynexan® Mundgel (benzalkonium chloride, aromatic oil, galactormanan, glycerol, paraffin, saccharin
sodium, silicon dioxide, thymol, titanium dioxide, vaseling)

3. Known pronounced allergic disposition

4. Acute severe systemic disease or poor general health

b, Sewere generalized infection

B. Acute febrile states of other etiology than teething

7. Subjects with earache

8. Teething subjects with cleft palate

9. Any participation in another clinical study within 4 weeks (30 days) prior to enrolment in this study

10. Parent's or LAR's antipathy against treatment procedures, aftercare and the follow-up b
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Health Condition{s} or Problemis) studied

Teething in babies which can lead to symptoms like irtability, rash, and severe pain.
MedDREA varsion: 12.1 Level: LLT Classification code 10052001 Term: Teething pain

Interventionis)

Trade Marme: Dynexan® Mundge!

FPharmaceutical Form: Gel

CAZ Number, 73-73-9

Other descriptive name: LIDOCAINE HYDROCHLORIDE
Concentration unit: mafy milligram(s)fgram
Concentration type: equal

Concentration number: 20-

Pharrmaceutical farm of the placebo: Gel

Foute of administration of the placebo: Oramucosal use

Primary Qutcome(s)
Main Objective: To evaluate the efficacy of Dynexan® Mundgel for the treatrment of acute pain due to teething in comparizon to placebo.

Frimary end point(s): The primary efiicacy endpoint is the percentage reduction in acute teething pain from T2™ to T4 calculated based on score of pain at T2 and T4
as measured by the Investigator using Face, Legs, Activity, Cry and Consolability (FLACC) scale and disregarding the pain reduction due to placebo effect from TO* to T2,

*TO at Wisit 1; Screening assessment

T2 (T= Timepaint) at %isit 1. Azsessment of pain by using FLACC score, 10-15 min after first application of placebo gel to exclude subjects that react only to the
procedure of application)

T4 at Wisit 1: about 30 min after T2, about 15 min after T3= application of IP/placebo

mecondary Objective: To collect safety infarmation about the use of Dynexan® Mundgel in teething subjects.

Secondary Qutcomeis)

Secondary ID(s)
Kreussler-Dynexan® Mundgel-0410
Source(s) of Monetary Support

Secondary Sponsoris)

Di=zclaimer: Trials posted on this search portal are not endorsed by WHO, bt are prowvided as 3 service to our users. In no event shall the World Health Organization be liable for any damages arising
from the use of the information linked to in this section. Mone of the irformation obtained through use of the search portal should in any way be used in clinical care without consulting = physician or
licensed health professional. WHO is not responsible for the accuracy, completeness andfor use made of the contert displayed for any trial record.

Copyright - Waorld Health Organization - Wersion 3.1 - Mersion history

[ £



NIDADE DE PESQUISA CLINICA

Uﬂé%czgiisa Centro de Medicina Reprodutiva Dr Carlos Isaia Filho Ltda.
clinica

Archie Cochrane, 1979:

“Uma critica a nossa profisséo é que ndo

temos sumadrios clinicos que aparecam

e situalizem de maneira periodica

organizados por especialidades e

subespecialidades de todos

0s ensaios clinicos

que existem no momento"
www.isaia.com.br
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http://brazil.cochrane.org/quem-é-e-o-que-faz-cochrane
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Proposta
@) I‘stry Platform Working Group

- contribuir para o debate em curso

- favorecer a colaboracao que é necessaria para
garantir que os resultados dos ensaios clinicos nao
permanecam ocultos das pessoas que precisam de
acesso a eles.
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que é um achado?

-

am ser o foco da comunicacao de
0s clinicos;

2cisa de informacdoes que o embasem, para que
a correta interpretacao de desfechos

D e a quantidade de informacao vai depender da
natureza da audiéncia e de como ela vai utilizar as
informacoes;

- 4 elementos chave:
- Contexto metodoldgico
- Contexto populacional
- Resultado(s) para cada desfecho proposto

www.isaia.com.br
Porto Alegre/RS

- Interpretacao
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intervencoes?

- Houve cegamento?
- Qual era o plano estatistico?
- O tamanho amostral esta justificado?

www.isaia.com.br
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pntexto Populacional

-

iderar para quem os resultados do

- Quais eram os critérios de inclusao?
- Quais eram os critérios de exclusao?
- Houve perda de segmento? Quais foram os motivos?

- As intervencoes foram distribuidas conforme o
planejado?

www.isaia.com.br

Porto Alegre/RS
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- A analise especificada no protocolo/registro para
medir cada desfecho foi respeitada?

- Caso haja algum resultado nao reportado, existe
justificativa para isso?

- Achados de analises nao especificadas previamente
estao identificados e justificados?
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. Interpretacao
-

)arte objetiva da pesquisa com a
quisador

) entre opinides e conclusdes de defesas e
ocoes pode ser dificil

a preferivel deixar que o leitor tire suas
proprias conclusdes e forme suas proprias opinioes
sobre quais achados do dado ensaio clinico sao
relevantes para ele e para a sua tomada de decisao

www.isaia.com.br
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oilidade para o Publico
-

ito de interesse: editores querem resultados mais
eS aparecam primeiro em suas revistas, muitas
com exclusividade

- No futuro os pesquisadores podem ser legalmente

obrigados a cumprir um cronograma para divulgacao dos
dados

- Nos EUA isso ja esta sendo regularizado junto ao FDA

-Medical Device User Fee and Modernization Act
www.isaia.com.br (MDUFMA)
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Conclusao

-

por tomadas de decisao no ambito da

Sé que todos os resultados estejam
disponiveis para o publico

- Sempre visar transparéncia
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