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Linn Camilla Svenningsen
Head of Regulatory Affairs — Pfizer AS
Leder av Faggruppen for regulatory og pharmacovigilance, LMI

ép ﬁlel' Breakthroughs that change patients’ lives






o,
s
Com=

Nytte

Kvalitet
=t
Sikkerhet Overvéking
Effekt

Global Product Development — Global Regulatory Affairs

J

Risiko

S
B

Confidential

3



L 31186

Official Journal of the European Communities

28.11.2001

Atidle 57

Notwithstanding Article 60, Member States may require the
use of certain forms of labelling of the medicinal product
making it possible to ascertain:

— the price of the medicinal product,

— the reimbursement  conditions of social  security
organizations,

— the legal status for supply to the patient, in accordance
with Title VI,

identification and authenticity.

Artidle 58

The inclusion in the packaging of all medicinal products of a
package leaflet shall be obligatory unless all the information
required by Articles 59 and 62 is directly conveyed on the
outer packaging or on the immediate packaging.

Article 59

1. The package leaflet shall be drawn up in accordance with
the summary of the product characteristi shall include, in
the following order:

=

for the identification of the medicinal product:

— the name of the medicinal product, followed by the
common name if the product contains only one active
substance and if its name is an invented name; where a
medicinal product is available in several pharmaceutical
forms andfor several strengths, the pharmaceutical
form andfor the strength (for example, baby, child,
adult) must be included in the name of the medicinal
product,

— a full statement of the active substances and excipients
expressed qualitatively and a statement of the active
substances  expressed  quantitatively, using their
common names, in the case of each presentation of
the medicinal product,

— the pharmaceutical form and the contents by weight,
by volume or by number of doses of the product, in
the case of each presentation of the product,

— the pharmaco-therapeutic group, or type of activity in
terms easily comprehensible for the patient,

*SPC= Summary of product characteristics
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list of information which is necessary before taking the
medicinal product:

contra-indications,

— appropriate precautions for use,

— forms of interaction with other medicinal products and
other forms of interaction
(e.g. alcohol, tobacco, foodstuffs) which may affect the
action of the medicinal product,

— special warnings;

this list must:

— take into account the particular condition of certain
categories of users (eg. children, pregnant or
breastfeeding women, the elderly, persons with specific
pathological conditions),

— mention, if appropriate, potential effects on the ability
to drive vehicles or to operate machinery,

— detail those excipients, knowledge of which is
important for the safe and effective use of the
medicinal product and included in the guidelines
published pursuant to Article 65;

the necessary and usual instructions for proper use, in
particular:

— the dosage,
— the method and, if necessary, route of administration,
— the frequency of administration, specifying if necessary,

the appropriate time at which the medicinal product
may or must be administered,

and, as appropriate, depending on the nature of the
product:

— the duration of treatment, where it should be limited,

— the action to be taken in the case of an overdose (e.g.,
symptoms, emergency procedures),

— the course of action to take when one or more doses
have not been taken,

— indication, if necessary, of the risk of withdrawal
effects;
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EUROPEAN MEDICINES AGENCY m

SCIENCE MEDICINES HEALTH

Medicines Vv Human regulatory Vv Veterinary regulatory v Committees News & events Vv Partners & networks Vv About us Vv

Committees

How the committees work CHMP CVMP
PRAC COMP HMPC
CAT PDCO Working parties and other groups

Members Pharmacovigilance Risk Assessment
Committee (PRAC)

Meetings
The Pharmacovigilance Risk Assessment Committee (PRAC) is the European Medicines
Agendas and outcomes \ . . . I
Agency's (EMA) committee responsible for assessing and monitoring the safety of human
medicines.
The PRAC was formally established in line with the pharmacovigilance legislation which came into effect

in 2012 to help strengthen the safety monitoring of medicines across Europe.

Role of the PRAC
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Nasjonale sikkerhetstiltak

A- og B-preparater

Sjekkliste med spgrsmal fgr forskrivning
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Veiledere for helsepersonell og pasienter

Sikkerhetsrutiner pa apotek
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“Delayed absorption as
provided by OxyContin
tablets, is believed to
reduce the abuse liability
of a drug.”

Cis H21 NO4 ¢ HC1 MW 351.83
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- TEXAS STATE BOARD OF PHARMACY
Nytte Risiko

CONSUMERS ~ APPLICANTS ~ LICENSEES ~ TEXAS PMP~ RESOURCES ~ LAWS & RULES~ ABOUT~ CONTACT~

Categories
=1 Pharmacy Laws & Rules Controlled Drugs
Sikkerhet Continuing Education
Trainingfnformationsl Videos What is a controlled (scheduled) drug?
License Renewals A controlied (scheduled) drug is one whose use and distribution is tightly controlied because of its abuse potential or risk. Controlled drugs
Effekt Print Your Certificate are rated in the order of their abuse risk and placed in Schedules by the Federal Drug Enforcement Administration (DEA). The drugs with

the highest abuse potential are placed in Schedule |, and those with the lowest abuse potential are in Schedule V. These schedules are

Change of Name, Address, or commonly shown as C-I, C-II, C-lll, C-IV, and C-V. Some examples of drugs in these Schedules are as follows:

Employment

= Schedule | — drugs with a high abuse risk. These drugs have NO safe, accepted medical use in the United
States. Some examples are heroin, marijuana, LSD, PCP, and crack cocaine.
Schedule Il — drugs with a high abuse risk, but also have safe and accepted medical uses in the United States.
These drugs can cause severe psychological or physical dependence. Schedule Il drugs include certain narcotic,
stimulant, and depressant drugs. Some examples are morphine, cocaine, oxycodone (Percodan®)
methylphenidate (Ritalin®), and dextroamphetamine (Dexedrine®)
Schedule I, IV, or V — drugs with an abuse risk less than Schedule II. These drugs also have safe and accepted
medical uses in the United States. Schedule IlI, IV, or V drugs include those containing smaller amounts of certain
narcotic and non-narcotic drugs, anti-anxiety drugs, tranquilizers, sedatives, stimulants, and non-narcotic
NS analgesics. Some examples are acetaminophen with codeine (Tylenol® No.3), paregoric, diazepam (Valium®),
alprazolam (Xanax®), propoxyphene (Darvon®), and pentazocine (Talwin®)

Open Records Requests

Complaint Process

COVID-19 Resources.

b

CHECK LICENSE ST/
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Boxed Warning

WARNING: ADDICTION, ABUSE AND MISUSE: LIFE-
THREATENING RESPIRATORY DEPRESSION:; ACCIDENTAL
INGESTION: NEONATAL OPIOID WITHDRAWAL SYNDROME:
and CYTOCHROME P450 3A4 INTERACTION
See full prescribing information for complete boxed warning.

OXYCONTIN exposes users to risks of addictions, abuse and misuse,
which can lead to overdose and death. Assess each patient’s risk before

—prescribing-amd-momitor-reguliarivfor-developmrentof-trese-belrmviors—

and conditions. (5.1)

‘[ Serious, life-threatening, or fatal respiratory depression may occur.
Monitor closely, especially upon initiation or following a dose increase.
Instruct patients to swallow OXYCONTIN tablets whole to avoid
exposure to a potentially fatal dose of oxvcodone. (5.2)

Accidental ingestion of OXYCONTIN, especially in children, can
Lresultina fatal overdose of oxvcodone, (5.2)
Prolonged use of OXYCONTIN during pregnancy can resultin
neonatal opioid withdrawal syndrome, which may be life-threatening if
motrrecognizednmd-trented-ifopivid-useisrequired-for-wprotonged—
period in a pregnant woman, advise the patient of the risk of neonatal
opioid withdrawal syndrome and ensure that appropriate treatment
will be available. (5.3)
Initiation of CYP3A4 inhibitors (or discontinuation of CYP3A4
inducers) can result in a fatal overdose of oxycodone from
OXYCONTIN. (5.14)
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Germany
Austna
United States of America
Beigium
Gibealtar
Nethertands.
Denmark Forside > Nyheter fra FHI > 2022 > Flere der av en overdose sterke smertestillende medisiner
Switzedand
Norway
Sweden
Flere dor av en overdose sterke
European Union
Vet ngdon smertestillende medisiner
Icetand
Gresce Publisert 24.10.2022  Oppdatert 25.10.2022
France
Luxembourg Det har vert en skende trend med overdosedgdsfall som falge av sterke
Slovenia smertestillende medisiner med opioider i perioden 2010 til 2018. lustrasjonsfoto: Colourbox.com
Finland
< Delrtips & Skrivut
Slovakia
Czech Republic
aly Det viser en studie fra FHI. Studien er publisert i International Journal of Drug Policy.
Hungary 12010 skyldtes 30 prosent av dedsfallene sterke smertestillende medisiner med
Portugal opioider, og 70 prosent skyldtes heroin. | 2018 hadde fordelingen endret seg til
Andora henholdsvis 60 og 40 prosent.
Cyprus
Poland 80%
Croste 70%
Montenegro 60%
Latvia
Lithuania 50%
Serbia 40%
Estona 30%
Bosnia and Herzegovina 20%
Romania
Buigara 10%
Mala 0%
Bolarus 2010 2011 2012 2013 2014 2015 2016 2017 2018
Abanls = PO overdose deaths = + «Heroin overdose deaths
Russian Federation
Ukraine
M SO B S S S S B SIS WM UL MM A SIS S Figur I: Andel overdosededsfall fordrsaket av sterke smertestillende medisiner med
0 2000 400 6000 8000 W00 12000 14000 16000 18000 20000 22000 opioider (616 personer) eller heroin (651 personer) mellom 2010 og 2018 i Norge.
#-DDD per 1,000,000 inhabitants e
Opiokl drugs [ Fentany! N Hydomomphone N Morphine
N Oxycodone N Pethidine
Figure 1 Open in figure viewer | #PowerPoint

Stacked bar chart for the consumption of fentanyl, oxycodene, morphine, hydromorphone, pethidine in 40
European countries, the European Union as a whole, and the United States of America, in 2014-2016. s-DDD:

defined daily doses for statistical purposes
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PRAC-rapport 2021- MedDRA: Misbruk, avhengighet og bra seponering

Amendments to be included in the relevant sections of the Product Information (new text
underlined and in bold, deleted text strike-through)

Summary of Product Characteristics

. Section 4.4 Package Leaflet

A strengthened warning should be added as follows:

Opioid Use Disorder (abuse and dependence)

Tolerance and physical and/or psychological dependence may develop upon repeated
administration of opioids such as oxycodone. latrogenic addiction following therapeutic use of
opioids is known to occur.

Repeated use of [product name] may lead to Opioid Use Disorder (OUD). Abuse or intentional Warnings and precautions
misuse of [product name] may result in overdose and/or death. The risk of developing OUD is

increased in patients with a personal or a family history (parents or siblings) of substance use Remove sentence (or similar wording) if present:

Note: depending on formulation (e.g., capsules or injection) “faken " (capsules) or “used” (injections)
should be used.

-Regarding Opioid Use Disorder:

. Section 2. What you need to know before you take/use [product name]

disorders (including alcohol use disorder), in current tobacco users or in patients with a personal " i iR -
history of other mental health disorders (e.g. major depression, anxiety and personality disorders). et toH e oo e e
Patients will require monitoring for signs of drug-seeking behavior (e.g. too early requests for The following changes are recommended:
refills). This includes the review of concomitant opioids and psycho-active drugs (like Talk to your doctor or pharmacist before taking/using [product name] if you:
benzodiazepines). For patients with signs and symptoms of OUD, consultation with an addiction [...]
specialist should be considered. T T e e e e e
- You or anyone in your family have ever abused or been dependent on alcohol, prescription

Remove sentence (or similar wording) if present: "However—whenwused-asintended-inpatientswith medicines or illegal drugs (“addiction”).
: Stearor psye > e HS e ety - You are a smoker.

- You have ever had problems with your mood (depression, anxiety or a personality disorder)

Remove sentence (or similar wording) if present: "Fhere-areno-data-available-onthe-actuat-incidenece or have been treated by a psychiatrist for other mental illnesses.

O PIYEOIOBICAT GEPERACREC IR ERIOMIE Pain Patients [-]

R il di i B o Repeated use of [product name| may lead to dependence and abuse which may result in life-
e.move sentence ((_’r similar wording) if present: “Gxycodone-has s abuse pi 6—’“6_‘“ 4"“’ fo-othe threatening overdose. If you have concern that you may become dependent on [product name], it is

important that you consult your doctor.

épﬁlel' Global Product Development — Global Regulatory Affairs



Takk for oppmerksomheten
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