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assessment

Benign-by-design medlcme Sustalnable by de5|gn rrnrl 1]?(; Lifecycle sustainability
End-of-life management\i:g’ s Sustalnable products 3 , j management
\f R I\/Ianufacturlng process 3ustalnable operation practices
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SU/stalnablllty transformation drivers

Supply chalns . A
Sustainability of med *329”5 . ReS|I|ent pharmaceutical sector
Sustainable use of medicines, One H '.‘;\Ithﬂ, emerglng threats (AMR) “Security of supply
Access, avallability and affordablllty‘%@harmace";'"','_- :\, -~ Adaptablility and response mechanisms

Meeting unmet needs Crisis preparedness
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® Examples of _ustalnablhty research on phar I preparedness,
focusing on a& allablllty of pharmaceutlcals,‘ a @ lonal management
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Date
2021

UNIVERSITY OF HELSINKI OPEN REPOSITORY URI

http://um.ﬂ/URN:NBN:fi:huIib-ZOZ'l07023384
Communities & Collections Browse repository ¥ http://hdl.handle.net/10138/332199

Author

Home « Vaitoskirjat ja tutkielmat ¢ Pro gradut, maisterintutk... « Farmasian tiedekunta Kerhonen Mira

Ladkkeiden saatavuus Suomessa : 5o eeraChistansen
rekisteritutkimus Laakealan turvallisuus- | ja
kehlttamlskesku ksen alnelstosta 2017-2020

.....

®  Hairididen syyt ovat\ yvm monlnarset mutta merklttavma syina v0|daan nostaa esiin
kapasiteettiongelmatylisaantynyt kysynta tuotannon ongelmat taloudelliset paatokset, laatuongelmat,
raaka-aineiden hankinRan ongelmat seka jakeluun haasteet.

Jatkotutkimusta tarvitaan Jotta voitaisiin kehittaa Jarjestelmla tukemaan jatkuvaa ja laadukasta
laakkeiden jakelua. Avamasemassa on parempien seurantajarjestelmien luominen seka yhteistyo eri
toimijoiden valilla kansallisella jadgansalnvalls, |lé-tasolla.
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Date
2019

UNIVERSITY OF HELSINKI OPEN REPOSITORY URI

.- . : http://urn.fi/URN:NBN:fi:hulib-201907093181
Communities & Collections Browse repository http://hdl.handle.net/10138/303857

Author
Home -« Vaitoskirjat ja tutkielmat « Pro gradut, maisterintutk... « Farmasian tiedekunta « GMP non-compliance nsggman, verner

Supervision Aila Valila,

GMP non-compliance in pharmaceutical Orion & Mia Sivén, UH
manufacturing : qualitative content analysis of

most typical non-compliance issues in EU non-
compliance statements and FDA Warning letters
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® In most cases, manufa *urlﬁng plants assomated Wlth quallty issues were located in China and India.
Although the authorities petform a high number of quality inspections in these countries, this alone
doesn’t explain the high number of quality | |ssues |n these countries.
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Date
2019

URI
UNIVERSITY OF HELSINKI OPEN REPOSITORY http://urn.fi/URN:NBN:fi:hulib-202001281162

. . . http://hdl.nhandle.net/10138/310487
Communities & Collections Browse repository P

Author
Home « Vaitoskirjat ja tutkielmat ¢ Pro gradut, maisterintutk... «+ Farmasian tiedekunta ¢ Quality ¢ Ylinen, Tuike

Supervision Paivi Jarvela,
Orion & Mia Sivén, UH

Quality and compliance problems of Active
Pharmaceutical Ingredient manufacturers and
their effect on the availability of medicines

:t»u. - =i : ,' : / Iy

B Merkittavimmat laKe alnevalmlstajlen saantorlkkomukset (n e ompllan55|) olivat huono tiedon eheys
seka sopimattomat a alyyttlset koemenetelmat Tletoalnelstot EU jJa USA (mm. Eudra GMPD, FDA

Warning letters).

B |aakeainevalmistukseen -""“tyneella nonkompllanssnla havalttun yhteys myohempiin ladkevalmisteen
saatavuusongelmiin yli 30 % tapaukssta = |

" Valmistuksen keskittymisen myof’a nenkomphanssm Ja sen taustalla olevien ongelmien ymmartaminen
on tarkeaa, jotta voidaan pienentaa laakkeidén saatavuusongelmien riskia
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Ravela et al. BMC Health Services Research (2022) 22:940 .
https://doi.org/10.1186/s12913-022-08309-3 BMC Health Services Research

. . ®
National and transnational drug shortages: ==

a quantitative descriptive study of public

registers in Europe and the USA

Reko Ravela' ®, Alan Lyles?® and Marja Airaksinen'

14 /

o
" -.ﬁ

®  Shortages may not be’“”‘iﬁ‘_olely a consequence of manufactunng dlsruptlons but may reflect other
contributing factors in the international drug distribution and supply mechanisms, including price
differences and profit mari -‘ns between natlonal pharmaceutlcal markets.

®  Many questions remain ConceTﬂLLLg how mar ket.ir echanlsms and structures, regulatory approaches,
and health system precautions migh: a@t the~occurrence and cause of drug shortages.
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Date
2022-05

UNIVERSITY OF HELSINKI OPEN REPOSITORY URI
http://hdl.handle.net/10138/344067

Communities & Collections Browse repository ¥

Author
o /SRl ot : . T . oA - - Vare, Jenna : . ..
Home + Vaitoskirjat ja tutkielmat « Muut opinnaytteet * Erikoistumiskoulutukset ¢ \ J Ohjaus Tiina Nyk&nen,

Baxter & Mia Sivén, HY

Velvoitevarastointi ja poikkeustilat : toimet
laakkeiden saatavuuden varmistamiseksi
Suomessa
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" ..tulisi harkita mm. Velvoitevarastoinnin vastuiden selkeaa |jakba useammalle eri taholle,
varastointovelvoitemaarien alentamista ja alltuslupakayténtbjen paivittamista.

®  Velvoitevarastoinnin ku"‘luylen valmlstelden lista on liian1aaja ja sen kriittinen tarkastus on tarpeen.
Tulisi pohtia minkalaista kriisia tal p0|kkeustllaa varten valmisteita varastoidaan.

" Velvoitevarastoinnin vastuu tu*@@kaa selked,
B Syita alitusluvan hyvaksymiseen tuh%ﬂ*mntzﬁ (perusteltu kayttoonotto mm. saatavuuskatkoksissa)
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*‘“—J;‘segmmaJle taholle seka hajauttaa varaston sijoitusta
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Public Health 222 (2023) 196—204

Contents lists available at ScienceDirect RSPH

PUBI.IC
HEALTH

Public Health

journal homepage: www.elsevier.com/locate/puhe

Themed Paper — Original Research

Organisation of cross-sector collaboration and its influence on crisis | R

management effectiveness among pharmaceutical supply chain K
stakeholders during the COVID-19 pandemic

S.H. Latonen **, R.M. Suominen ¢, AM. Juppo °, M. Airaksinen °, H. Seeck ¢

4 Division of Pharmaceutical Chemistry and Technology, Faculty of Pharmacy, University of Helsinki, Finland

b Division of Pharmacology and Pharmacotherapy, Faculty of Pharmacy, University of Helsinki, Finland
¢ Department of Social Sciences, LUT University, Finland

4 Department of Media & Communications, The London School of Economics, UK

" D8 o

Cross-sector collaboration was shown to benecessary for coordinating crisis management efforts.

Sharing knowledge, resour es and problem solvmg mcreased the effectiveness of crisis management.

More research on collaboratlvéc,ass manage__,;_ﬁj;.,-t in the healthcare context is needed to improve
preparedness for future crises.
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