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Submission of clinical information
e Package insert (Fachinformation),
Swissmedic does not require a patient information sheet

e Clinical documentation (Modul 5. Swissmedic information sheet)

. AW-Merkblatt
swissme d'l C Zulassungsdokumentation Radiopharmazeutika NAS
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All details can be found in the Swissmedic information sheet, documentation for
authorization of radiopharmaceuticals.
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Focus of clinical review

|, Clinical efficacy } benefit
Il.  Unwanted effects

lIl.  Contraindications

I\V. Warnings and Precautions
V. Interactions - risk
VI. Overdose

VII. Indication

VIII. Activity dose/Administration

IX. Procedures (imaging and therapy)
X. Pharmacokinetics/pharmacodynamics
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Focus of clinical review
Benefit-risk assessment — FDA's benefit-risk framework

Benefit-Risk Integrated Assessment

Benefit-Risk Dimensions

Dimension Evidence and Uncertainties Conclusions and Reasons

Analysis of
Condition

Current Treatment
Options

Benefit

Risk and Risk

Management
|
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Focus of clinical review
I. Clinical efficacy - benefit
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I\V. Warnings and Precautions

The packet insert must include specific instructions for

e patients of child-bearing age;
pregnancy test is mandatory in these patients especially before
receiving therapeutic activities of radiopharmaceuticals
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Focus of clinical review
IX. Procedures (imaging and therapy)

The packet insert must include specific instructions for

e scanning the patient;
e.g. specific preparation before scanning, recommended scanning
time, instructions for reading the scans etc.
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Focus of clinical review
Objections in the clinical review - period 2016 until now

|.  Clinical efficacy

II.  Unwanted effects

lIl.  Contraindications

I\V. Warnings and Precautions

V. Interactions

VI. Overdose

VIl. Indication 1 x correction of indication

VIII. Activity dose/Administration 3 x missing justification of dosage
IX. Procedures (imaging and therapy) 4 x adding information about scan

L. . protocol/scan reading instructions
X. Pharmacokinetics/pharmacodynamics

Workshop Radiopharmaceuticals, Bern, 12. September 2018




an
swissmedic

Questions?
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