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RMP vs. PSUR

RMP: prospective, pre- and post-authorisation risk-benefit management and planning
...dalsi (tzv. additional) opatreni k minimalizaci rizik ¢i FV Cinnosti

PSUR: retrospective, integrated, post-authorisation risk-benefit assessment
...celkovy bezpecnostni profil (benefit-risk)

RMP

NY
r. 2017: Module V (Rev 2): V.B.

PSUR

v
11. r.2013: GVP Module VII (Rev 1)

r. 2017: Explanatory Note to GVP Module VII: 9.1

SCs RMP # SCs PSUR
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Explanatory Note to GVP Module VII (31 october 2017)

Pharmacovigilance

Preparation of PSURs

MAHs should consult the following information when preparing a PSUR:

European Risk
Management Strategy

Good pharmacovigilance

e * Guideline on good pharmacovigilance practices (GVP): Module VII - PSUR

The Agency has also published an explanatory note to GVP module VII, which all MAHs should consult

L OO (L e (Il when preparing PSURs. It addresses specific challenges in the EU single assessment procedure for

nationally authorised products, but the issues may also apply to centrally autherised products:

Medical literature

monitoring « [J Explanatory note to GVP Module VII

Medication errors For more information on GVP modules, see Good pharmacovigilance practices.

Submission of PSURs

Medicines under additional
monitoring

Periodic safety update
reports (PSURs) - As of 13 June 2016, MAHs are required to submit all PSURs in the EU to the central PSUR repository iz

using the eSubmission Gateway/ Web Clientra.

Guidance
Use of the PSUR repository is mandatory for both centrally and nationally authorised medicines,

Pharmacovigilance system whether they follow the EU single assessment or a purely national assessment procedure.

For more information on how to use the PSUR repository, see:

https://www.ema.europa.eu/en/documents/scientific-quideline/quideline-qgood-
pharmacovigilance-practices-qgvp-module-vii-periodic-safety-update-report-explanatory en.pdf
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...the PSUR is not a tool for harmonisation of the list of safety concerns across
products with the same active substance(s) whether or not the product has an
associated EU RMP.

...should the PSUR assessment identify a new important potential or a new
important identified risk, or missing information, it can be recommended that
all MAHs include the particular risk in the safety specification of RMPs...

...the justification to remove a risk from the list of safety concerns in the RMP
may not be applicable for reclassifying a risk in the PSUR...being removed
from the RMP....may still be warranted to follow up on it, and thereby not
remove it from the list in the PSUR.
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RMP and PSUR safety specifications

Identification and removal of SCs in the RMP

? PSUR guidance ?

Product safety specification

B/R impact +$omething PSUR
needs to be done
(measures

s)

1. identifikace SCs pro ucely RMP...2. odstranéni SCs z RMP
— dale sledovany v ramci PSUR (?)
? (revize GVP Module VIl v budoucnu) ?
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RMP SCs

Summary of Safety Concerns (RMP Version 2.1)

Important Identified Risks

Tumour Iysis syndrome
Neutropenia

Important Potential Risks

+  Embryofoetal toxicity

*  Testicular toxicity

*  Medication error

*  Serious infection

*  Richter's transformation

s  DDI(CYP3A inducers. CYP3A inhibitors)

Important Missing Information ~ »

Carcinogenicity studies

*  Safety in severe hepatic impairment

*  Safety in severe renal impairment

»  Safety in long-term exposure (= 12 months)

chter's Trans: ormatmn"

136

Fichier's Transiormation in the 4 Compaﬂ} Sponsored

Interventional Clinieal THALS ..o
Richter's Transformation in the Global Safety Database

136
..137

IDrug -Drug Interactions (CYP3A Inducers, CYP3A In]:\lbitorsl

..139

"Second Primary Malgnancy -

...140

New Information on Other Potential Risks Not Categnnzed as

Important...

..143

New Lufurmatlou on Other Idenllﬁed RJSkS Not Calego:rlzed as

Important...

144
.. 144

Update on meurta.ut Mlssmg I.nfurmatlou

Safel'_‘, n Long-Term Exposur O

144
..144
... 146

..148

Sateiy n Long-Term Exposure (> 12 Months) n the

Four Company-Sponsored Interventional Climical

Tmals... ...149

Safety in Long-Term Exposure (> 12 Months) in the Global

Safety Database...

Characteristics of Risks....___ ..

..153
156

24.5.2019



e, SUKL

Novy pristu

Drive:

Table II-SVIII-1:  Summary of safety concerns

Important identified risks

IFIS

Orthostatic hypotension/hypotension

Syncope/loss of consciousness

Hypersensitivity (including allergic type reactions. such as facial edema. pharyngeal
cdema and swollen tonguc)

Abnonmual Liver Function Tests (LETs)

Tachycardia

Palpitations

Abnormal ejaculation. erectile dysfunction

Important potential risks

Use in moderate/severe renal impaimment

Misdiagnosis of prostate cancer

Photosensitivity reactions

Genital discomforvburning

Gynaccomastia, breast enlargement, breast tendemess

Use in patients with pre-existing cardiovascular disense

Concomitant treatment with strong CYP 3A4 inhibitors

Concomitant use with other alpha-blockers

Concomitant treatment with phosphodiesterase type 5 inhibitors

Concomitant use with antiliypertensive medicines

Important missing information

Use in severe hepatic impairment

Use in patients with a scrum creatinine >2.0 mg/dL

Concomitant use of S-alpha-reductase inhibitors

Patients aged = 75 years

Important identified risks

Secondary exposure

Important potential risks

Prostate cancer

Cardiovascular risks

Oedermna with or without congestive cardiac failure in patients
suffering from severe cardiac, hepatic or renal insufficiency

information Safety in elderly males z 65 years of age

Important identified risks

Risk of anticholinergic complications

p k identifikaci SCs (Gvr

Nyni:

Module V (Rev 2))

Important identified risks

IFIS {Intraoperative Floppy Iris Syndrome)

Important potential risks

Misdiagnosis of prostate cancer

Missing information

None

Important identified risks None
Important potential risks None
Missing information None

Anaphylaxis

Important potential risks

MNone

information

Pregnancy and lactation

Important identified risks None
Important potential risks None
Missing information None
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Pristup k SCs u generik

— dle origindlniho (referencniho) LP (prestoze
neni v souladu s GVP Module V (Rev 2) .\/

— dle nového pfistupu v souladu s GVP
Module V (Rev 2) .\/

V = soucasny postoj agentury EMA
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Dékuji za pozornost.

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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