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Internal and External Communication during Shortage Management

International

Other U.S.
Authorities

Agencies

Importation Shortage
Information Information

Pharmacists Shortage

Patient Information
SHENTS  Piishimatd FDA Shortages MMM \ianufacturers

Staff Notification
A

Providers
Researchers

of supply
disruption;

mitigation

strategies
and product
information

[Other FDA Offices]
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European Medicines Agency (EMA) —Y—¥

EUROPEAN MEDICINES AGENCY

SCIENEE M E BIGEN ES HEALTH
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List of National Competent Authorities in the EEA

Country Name Contact details
Austria Austrian SpargelfeldstraRe 191
Agency for 1220 Wien \‘5
Health and Austria (AGE S
Food Safety® Tel. +43 5 0555-0 ( ot B el Grah e
Fax +43 5 0555-22019 N
www.ages.at@
Belgium  Federal Agency Eurostation building, block 2
for Medicines place Victor Horta, 40/40¢*  §
and Health. 1060 Brusselsf 38 W R0 Al )
Products® Belgiumt .00 © H A

Tel. +32 2 524 7111
E-mail: info.medicines@faqgg-



http://www.ages.at/
http://www.ages.at/
http://www.ages.at/
http://www.ages.at/
http://www.ages.at/
http://www.fagg-afmps.be/
http://www.fagg-afmps.be/
http://www.fagg-afmps.be/
http://www.fagg-afmps.be/
mailto:info.medicines@fagg-afmps.be
http://www.ages.at/
http://www.ages.at/
http://www.fagg-afmps.be/

Bulgaria

Croatia

Cyprus

Czech
Republic

Denmark

Estonia

Finland

France

afmps.be
www.faqq-afmps.be/ﬂ
8 Damyan Gruev Str.

Bulgarian Drug

Agencyz_ Sofia 1303
Bulgaria
Tel. +359 2 890 35 55
Fax +359 2 890 34 34
E-mail: bda@bda.bg
www.bda.bg@
Agency for Ksaverska cesta 4 ;
medicinal 10 000 Zagrebwf‘:\ [ ME
products and Tel. +38514884100 © “4# Whsd 0
medical devices Fax: +385 1 4884 110
of Croatia®" E-mail: halmed@halmed.hr
Www.almg.hrz_i1
Ministry of Pharmaceutical Services
Health - Ministry of Health !. .!
Pharmaceutical 1475 Nicosia \\‘i 4
Services Cyprus {\ ,;/
Tel: +357 22608620 @

Fax: +357 22608649
E-mail: phscentral@phs.moh.gov.cy

o REPUBLIC OF CYPRUS
www.moh.gov.cy/phs
State Institute Srobarova 48
for Drug 100 41 Praha 10 -
Control® Czech Republic 5 S U KL
Tel. +420 272 185 333
Fax +420 272 185 756
E-mail: infs@sukl.cz
www.sukl.cz&
Danish Axel Heides Gade 1
Medicines 2300 Kgbenhavn S
Agencyﬁ- Denmark

State Agency of

Tel. +457222 7400 MIDDELSTYRELSEN

E-mail: dkma@dkma.dkMEDICINES AGENCY
www.Iaeqemiddelstvrelsen.dk@

1 Nooruse Street
REPUBLIC OF ESTONIA

Medicines™ 5041%;2;:: AGENCY OF MEDICINES
Tel. +372 737 41 40
Fax +372 737 41 42
E-mail: info@ravimiamet.ee
www.ravimiamet.ee®
Finnish P.O. Box 55
Medicines F1-00034 FIMEA
AgencyIz Finlandn ec
Tel. +358 29 522 3341
Fax +358 9 4733 4339 valsuus- ja kehittamiskeskus
. .ich utvecklingscentret far lakemedelsomradet
www.flmea.ﬁ@mcs Raey
National 143-147 bd Anatole France
Agency for the 93285 Saint Denis cedex
Safety of France
Medicine and Tel. +33 1 55 87 30 00 ,
Health www.ansm.sante.fre"
PI‘OdUCtSE ce nationale de sécurité du médicament

i produits de santé
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Germany

Germany

Greece

Hungary

Iceland

Ireland

Italy

Latvia

Federal
Institute for

Drugs and
Medical

Devices®

Paul Ehrlich
Institute®

National

Organization
for Medicines®

National
Institute of

Pharmacy and
Nutrition®

Icelandic
Medicines
Agencyﬁ_

Health
Products
Requlatory
Authority
(HPRA)®

Italian
Medicines

Agencyz

State Agency of
Medicines®

Bundesinstitut
fir Arzneimittel
und Medizinprodukte

53175 Bonn

Germany

Tel. +49 (0)228-207-30

Fax +49 (0)228-207-5207
E-mail: poststelle@bfarm.de

Kurt-Georg-Kiesinger-Allee 3 ﬁ

www.bfarm.de"
Paul-Ehrlich-StralRe 51-59

63225 L I-Ehrlich-I i p— A
angengul-ehrlich-Institut Po—<N

Germany

Tel. +49 6103770
Fax +49 6103 77 1234
E-mail: pei@pei.de
Www.pei.delﬂ
Messogion Avenue 284

15562 Athensm Edrs Opyaviopés Sappbrisy

National Organization for Medicines
Greece

Tel. +30 213 2040 200
Fax +30 210 6545 535
E-mail: relation@eof.gr
www.eof.gr’zI
Zrinyi U. 3
1051 Budapest
Hungary
Tel. +36 1 88 69 -300
Fax +36 1 88 69-460
E-mail: ogyei@ogyei.gov.hu
Www.oqyei.qov.hu@
Vinlandsleid 14
113 Reykjavik
Iceland
Tel. +354 520 2100
Fax +354 561 2170
E-mail: ima@ima.is
www.imca.is?
Kevin O'Malley House,
Earlsfort Centre,

Earlsfort Terrace,
e HPRA
Ireland

Tel. +353 1676 4971»’\11 tUdaras Rialdla Tairgi Slainte
Fax +353 1 676 78364eaith Products Regulatory Authority
E-mail: info@hpra.ie

www.hgra.ie'zI

Via del Tritone, 181
00187 Roma

Italy

Tel. +39 06 5978401
Fax +39 06 59784312
www.aqenziafarmaco.it@
15 Jersikas Street

1003 Riga

Latvia
Tel. +371 7078424 '
Fax +371 7078428

E-mail: info@zva.gov.lv 3 ,
r of Medicines of the Republic of Latvia
www.zva.gov.vE"

%
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Liechtenstein

Lithuania

Luxembourg

Malta

Netherlands

Netherlands

Norway

Poland

Office of Health

[ Department of
Pharmaceutical

ol

State Medicines

Control Agency
=

Ministry of
Health®"

Medicines

Authorityz_

Medicines
Evaluation
Board®

Healthcare
Inspectorate'zI

Norwegian
Medicines

Agencyﬁ_

Office for
Registration of
Medicinal
Products
Medical
Devices and
Biocidal
Products®

Aulestr 512
9490 Vaduz
Liechtenstein
c

Zirmiiny g. 1394
09120 Vilnius
Lithuania

Tel. +370 5 263 9264
Tel +370 5 263 9265
E-mail: vwkt@vvkt.It
www. vkt It

Allée Marconi

2120 Luxembourg
Luxembourg

E-mail: ministere-sante@ms.etat.lu

203 Rue D"Argens
GZR 03 Gzira
Malta

Tel. +356 23439000
Fax +356 23439161
E-mail:

info.medicinesauthority@gov.mt

www.medicinesauthority.qov.mt@

Graadt van Roggenweg 500
3531 AH Utrecht

The Netherlands

Tel. +31 (0) 88 224 8000
Fax +31 (0) 88 224 8001

Contact: Submit your question@

Stadsplateau 1
3521 AZ Utrecht

*
LANDESYERWALTUNG
FURSTEMTUM LIECHTEMSTEIN

MEDICINES
N AUTHORITY

c B G

The Netherlands [nspectie voor de Gezondheidszorg
Tel. +31 88 120 5000 Ministerie van Volksgezondheid,
Fax +31 88 120 5001 Welzijn en Spont

E-mail: meldpunt@igz.nl
www.igz.nI@

Sven Oftedalsvei 6

0950 Oslo

s legemiddelverk

Norway orwegian Medicines Agency (4]

Tel. +47 2289 77 00
Fax +47 22 89 77 99

E-mail: post@legemiddelverket.no

WWW.quemiddererket.no@
Al. Jerozolimskie 181C
02-222 Warsaw

Poland

Tel. +48 (22) 492 11 00
Fax +48 (22) 492 11 09

Www.urpl.gov.plﬂ
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Poland Chief Senatorska 12

Pharmaceutical 00-082 Warsaw
Insgectorate'zI Poland

Tel. +48 22 83121 31
Fax +48 22 831 02 44

E-mail: gif@gif.gov.pl
Www.gif.gov.plﬂ'
Portugal National Parque de Saude de Lisboa - Avenida -
Authority of do Brasil, 53 f m d
Medicines and 1749-004 Lisboa I n a r e
Health Portugal Auteridade Macional do Medizamento
Products® Tel. +351 217987100 ¢ Produtos de Sadde LB
Fax +351 217987316

E-mail: infarmed@infarmed.pt
www.im‘armed.gtrzl

Romania National 48, Av. Sanatescu Ao Ot
Medicines 011478 Bucharest f "zbt
AgencylZ Romania g ?
Tel. +4021 317 11 00
Fax +4021 316 34 97 ANM
WWW.anm.ro rof’
Slovakia State Institute Kvetna 11
for Drug 825 08 Bratislava 26
Control® Slovakia U K L
Tel. +421 2 5070 1111
Fax +421 2 5556 4127

E-mail: sukl@sukl.sk

www.sukl, sk

Slovenia Agency for Slovenceva ulica 22
Medicinal 1000 Ljubljana
Products and Slovenia A M P
Medical Tel. + 38 6 8 2000 500 z
Devices of the Fax + 38 6 8 2000 510 sgges2
Republic of E-mail: info@jazmp.si 55t % g
Slovenia® www.jazmp.sie s %;.T_I
33
£
Spain Spanish Agency Parque Empresarial
for Medicines Las Mercedes Edificio 8C/. m f
and Health Campezo, 1C)I I . rodis \ita
Products® 28022 Madrid
Spain
Www.aemps.qob.esrzl
Sweden Medical Dag Hammarskjt')lds vag 42 / Box 26 LA KEMEDELSVERKET
Products 751 03 Uppsalaf’ wmenicat ProDUCTS AGENCY
Agency‘z Sweden
Tel. +46 18 17 46 00
Fax +46 18 54 85 66
E-mail: registrator@mpa.se
www.lakemedelsverket.se®
United Medicines and 151 Buckingham Palace Road "2
; Healthcare Victoria #s%+ %=®*
Kingdom Products London ,-'.'.'_:: MHRA
Requlatory SWIWOSZ ® 3% ®  requisting Meciines ans Mescsl Devices

Agency‘z United Kingdom
Tel. +44 (0)20 3080 6000
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Australian Government

Department of Health
Therapeutic Goods Administration
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Veterinary Medicines Australian Pesticides and Veterinary Medicines Authority
Food Food Standards Australia New Zealand

Health insurance Private Health Insurance Administration Council
Cosmetics and chemicals National Industrial Chemicals Notification and Assessment Scheme
Most health practitioners Australian Health Practitioner Regulation Agency
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1: Regulatory options for TGAS response to a medicine shortage Table

Provisions of the Therapeutic

Goods Act 1989

Description

Section 18(1) and section 19(1)

The TGA regulates the import and supply of the unregistered
medicine for use by individual patients through the Special Access

Special Access Scheme (SAS) Scheme (SAS).
Section 14 Under section 14 of the Act the TGA can consent to the importation

and supply of prescription medicines that do not comply with a

standard that would otherwise be applicable.

Section 19A Under section 19A of the Act the TGA can grant approval to a

sponsor to import and supply an unregistered medicine that could
substitute for a registered medicine that is in short supply.
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