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Clinical Study Approval System iIn
Brazil

l-institutional v"Well documented

) v'Well controlled

-In-the- VvICH-GCP

2SS compliant
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Evolution of the clinical study
approval process in Brazil

Law # 6360 — Public Health System Act

t Bylaw (#01/88)

edical Ethics approval of all clinical studies

tional Council of Health: Resol. #196

new system for CS review and approval

eation of ANVISA: independent regulatory
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Evolution of the clinical study
approval process in Brazil - Il

» Resolutions from the National Council of Health:
9 : Defined groups of studies/review

. International studies must go to CONEP

. Best comparator should be used

. “Umbrella approval” for multicentric studies

ns from ANVISA
, # 219/05 : Composition of dossier

Eoif»
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CEP (Brazilian IRB)

At least 7 members
by CONEP after review of written procedures

n of dossier:
IC, IB...(In Portuguese), CVs, plus:

dget, insurance, list of participating
and Brazilian sites

RB approval in other countries

ons of responsibility %Dlﬂ@
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CONEP - “National Ethics Committee”

e 13 + 13 members, 3-yr mandate

staff Is permanent

eetings (2 days)

litical hues (social control organism)
esources

ommunication
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CONEP — Modus operandi

o CEP submits study dossier, plus:
al letter and a detailed report

will send to 1- 2 referees
sued after monthly meeting
ication only with CEPs

or pending issues restart the
(79% related to iInf. cons%
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CONEP — Modus operandi

ution 346 (March 05) on
ational multicentric studies:
/ 1st site will be reviewed

oval will be good for all sites

cepted by local ethics committees)

munication between CONEP/1st site
g the whole study

odic reports, SAE, etc) %Dlﬂ@
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ANVISA — What does it approve
In clinical studies ?

S with new drugs/devices
ation of supplies
ation of biological samples
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ANVISA — Approval of CS

or investigator submit new dossier:
dossier submitted to CEP

approval letter from CONEP

t of fee

authorizes importation of supplies and
lation

pecial Communication”)

Druc INFORMATION ASSOCIATION



ANVISA — Approval of
Importation of supplies

3r files an import license (on-line),
N exporter’'s proforma invoice

py of IL sent to ANVISA, together
portation plan

A approves IL on-line
S may be shipped
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ANVISA — Approval of
exportation of bio samples

S take care of process:

must get accreditation number issued
VISA

t detalls kept on file: description, type
estiny of samples, patient list.

rization issued for each shipment
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clinical study Approval system Iin obraii
In summary

Basic documents +
previous approvals+
Budget/ Contract

| INSTITUTION

SPONSOR/ CRO

A

STIGATOFR

Copy of approvals
+ Declarations + CVs
Basic
Documents
+ Declarations

Approval——> | | «—

Letter
Basic documents:

CUSTOMS/ Study, Investigator
IMPORTATION aul) SlEs

A

Approval letter Letters of approval
Basic documents:
_ Approval > < Study
Import License Letter Investigator
Approval v and Site

ANVISE | | CONEP
(Regulatory Agericy) (National Hesearch
Einics Cornrnit

tee)




Clinical Study Approval in Brazll
How long does it take ?

o I T
N I
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Clinical Study Approval in Brazll

How long does it REALLY take
?

4 months

6 months

0-12 months %Dlﬂ@




In spite of that...

Research activities are growing in Brazill




And... there Is space for more

03 accredited ethics committeas

4 (2.4%)
61  (9.8%)
B (12.1%)
46 (24.2%)
B (51.4%) Y
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* Information provided by OCASA, 2005




Why ?! Positive Prospects

Strong patient-doctor relationship

t recruitment/retention ...

lation underserved by the public

m (“SUS”)

S doubled # officials in the clinical
fice

d CONEP want to date, but are still

nd have angry parents %DI“@
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Still ... Negative Prospects

Imelines are not consistently
le

tudies, very difficult to accept
ge of the process still deficient




Conclusions and
Recommendations

Il Is In the plans, start early !

compensate for high impedance
preferred sites
d to comply with local uses and

In, things may have changed !
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Thank you

emotti@uol.com.br
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