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. Circuito do medicamento: antes do centro
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. EU-CTR Timeline & Preparacao dos centros
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. EU-CTR Timeline & Preparacao dos centros
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. EU-CTR Timeline & Preparacao dos centros
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. EU-CTR Timeline & Preparacao dos centros
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. Local Sourcing

Pode ser necessario fornecimento local nas seguintes situacoes:

- Quando a aquisicao central ndo assegura disponibilidade do produto a tempo
do inicio do recrutamento ou de continuidade do tratamento
- Quando o estudo engloba Escolha do Investigador

- Quando o Standard of Care difere entre paises
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Publica-Public

. Local Sourcing

CENTRAL SOURCING = ESTRATEGIA PREFERENCIAL

Pode ser necessario fornecimento local nas seguintes situacoes: Farmacias
(preferencial)

- Quando a aquisicao central ndo assegura disponibilidade do produto a tempo
do inicio do recrutamento ou de continuidade do tratamento
- Quando o estudo engloba Escolha do Investigador
- Quando o Standard of Care difere entre paises
Fornecimento

Direto
(Fabricante)
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. Local Sourcing

Quando E possivel o fornecimento local?

= Open Label — = Blinded product

= Estd autorizado no pais e na indicagao destinada | ~ = Ndo esta autorizado no pais

= Comercialmente disponivel no mercado local = = N3o esta disponivel no mercado local

= Utilizado na embalagem original = Necessita re-embalagem ou manipulagio
adicional
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. Reconciliacao e Destruicao do ME

ICH-GCP E6 (R2)
4.6.3.

The investigator/institution and/or a pharmacist or other appropriate individual, who is designated by
the investigator/institution, should maintain records of the product's delivery to the trial site, the
inventory at the site, the use by each subject, and the return to the sponsor or alternative disposition
of unused product(s). These records should include dates, quantities, batch/serial numbers, expiration
dates (if applicable), and the unique code numbers assigned to the investigational product(s) and trial
subjects. Investigators should maintain records that document adequately that the subjects were
provided the doses specified by the protocol and reconcile all investigational product(s) received from
the sponsor.
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. Reconciliacao e Destruicao do ME

ICH-GCP E6 (R2)

4.6.3.

The investigator/institution and/or a pharmacist or other appropriate individual, who is designated by
the investigator/institution, should maintain records of the product's delivery to the trial site, the
inventory at the site, the use by each subject, and the return to the sponsor or alternative disposition
of unused product(s). These records should include dates, quantities, batch/serial humbers, expiration
dates (if applicable), and the unigue code numbers assigned to the investigational product(s) and trial
subjects. Investigators should maintain records that document adequately that the subjects were
provided the doses specified by the protocol and reconcile all investigational product(s) received from
the sponsor.

Return or alternative Destruction
Delivery to the Site The use by participant Disposition (unused) (unused)
Signed
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CSRF - Clinical PARTICIPANT SITE DE?ERERUN
Supply Return Form

!
100% CS Reconciliation (received vs returned/destroyed)
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. Reconciliacao e Destruicao do ME

GMP Reconciliagcdo e aprovacgao
4.6.3. ICH-GCP EG6 (R2) do promotor antes da
destruicdo da medicacao
The investigator/institution and/or a pharmacist or other appropriate individual, who is designated by néo usada

the investigator/institution, should maintain records of the product's delivery to the trial site, the
inventory at the site, the use by each subject, and the return to the sponsor or alternative disposition
of unused product(s). These records should include dates, quantities, batch/serial humbers, expiration
dates (if applicable), and the unigue code numbers assigned to the investigational product(s) and trial
subjects. Investigators should maintain records that document adequately that the subjects were
provided the doses specified by the protocol and reconcile all investigational product(s) received from

the sponsor. Certificado de destruicao
(ou alternativo) com

Return or alternative Destruction e D
Delivery to the Site The use by participant Disposition (unused) (unused) rastreabilidade dos ClDs
' | ' ' ou CSRFs
Signed cn
Shippi _
Réfgrlgg Participant CS Destruc;mn
CID xxxxx Accountability CID xxoxxx records
XNHXKX
s Log . CSRF xx00x
tintind /0 oo traceability
| i 1

CID — Component
|dentification number

CSRF - Clinical SITE PARTICIPANT SITE DE?IERIC'IT‘:’ON
Supply Return Form

i
100% CS Reconciliation (received vs returned/destroyed)
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Obrigada pelo vosso tempo

Joana Costa Salgueiro
[oana.costa@merck.com
Clinical Research Manager
MSD Portugal
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