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BiBAioypagik} avoaKoTmon yastntoi ouvadeAot, peAn kat gpirot g EA.E.®.1.,

2Ta TAALO1A TNG OUVEXOUG EVIUEPWOTS KAl EMKOVMOVIAG padl oag
Ba Bedape va oag vmootnpifovpe e v AoV poo@atn Stabeoun
mAnpo@opnon kat Pipaoypagia yia v Siefaywyn KAVIKGV
LEAETOV KAl €PEVVAG OTNV TPEXOLOA CUYKLPIA TTPOG OPEAOG TWV
aoBevov.

EmutAeov Ba €xete tnv evkaipia va Seite ta kVpla apBpa tpoPAn-
LATIOUOU TOV TTAPOVTOG TEUYOVG KAl EVIUEPMOELS Y1 OUVEXILOUEVN

exmaidevon & motomoinon.
The Need to Think Outside the Box:

Pharmaceutical Industry and Packaging Télog Oa BEAape va vitevBupicovpue va mapakoAovdeite ta veéa g

geh. 19 10tooeAidag pag www.elefi.gr kar va akoAovBeite v EA.E.®.1. oto

Linkedin  https://www.linkedin.com/company/el-e-f-i-hellenic-

www.elefi. gr society-of-pharmaceutical-medicine/ yia ka0e onuavtikn mpwto-
BouvAia pag.

Ex uépovg tov Atotkntixkov XvufovAiov
Bappapa Maapovtoov
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MéAog Tng AiBvoug OpoaTtrovdiag ZUuAOywv PapuakeuTikig laTpikig (IFAPP)

Maiavopou 23, ABriva 11528

TnA.: 2107211845, 2107243161 (latpikf ETaupeia ABnvwv)
Fax: 2107226100

email president@elefi.gr

* 3TV EA.E.®.1. GUUPETEXOUV WG PEAN 1ATPOI, PAPHOKOTIOION f} TITUXIOUXO! BIOAOYIKWY ETIOTNHWY, Ol OTToi0l aoXoAoUvTal
ME KAIVIKEG HEAETEG (EpEUVA), PAPUAKOETTAYPUTIVNON, EYKPIOEIG PAPUAKWY Kal uE AAAOUG ToPEIG TNG PAPPAKEUTIKAG
laTpikng.
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To Néo A101KnT1KO ZUpBoUAlOo TnG EA.E.9.1.

Ayarmnta péAn kau @idor mg EALE.®.1.,

Oa Belaue va oag evnUEPOOOVUE OXETIKA UE TNV OUYKPOTNOT O€ OMUA TOU VEOU
AownTikov Zvppoviiov g EAnvikng Etaipeiag @apuakevtikng Iatpikng petd mig
POOPATES EKAOYEC TNV 11 OKTwpiov 2020.

Oa Oé\aue KATAPYAG VA EVYXAPIOTNOOVUE TO €KAOYIKO owua g EA.E.®.I. yua v
EUITIOTOOVVI] TOL OTNV avadelfn tov veéov Alo1KNTIKoU ZupuovAiov, To 01010 GLUVHIADE
OTNV TPWTIN Tov ouvedpiaon ong 5 OkTwPPiov 2020 kAl LETA ATTO YPNPOPOPIA KATE-
Anée opo@wva oty oUVOEOT) TOV KAl OTNV AVAANYPN KAONKOVI®WV WG aKOAOLO®G:

[Tpoedpocg: BapBapa Mmapottoov

Avtipoedpoc;: I'pnyoprog PoumomovAog

Fevikog Ipappateag:  Iwavvng [étpofag

Tapiag: Veronique Schaaf

Edwog I'pappateag:  ABavaciog Xavimng

Meén: Anuntpa Toandya, NikoAaog Tookavag

Avamnpopatiko pédog: Kovortavrtiva Iamayewpyiov

Me v avavewuévn ovvBeon touv Aloikntikov ZvufovAiov, v vmoopifn OAwv
TV UEA®V KAl TN OTEVI] OLVEPYACIA LE TOUG APUINPETNOAVTIEG CLVASEAPOUS TOV
mponyovpevov AX., Ba mpoomabnoovue va @épovpe v EAE.®.I. mo kovtd
OTNV &mMTeLEN TOV EMOTNUOVIKOV KAl OTPATNYIK®V emSwiewy TG, wg atlomoTo,
AVTIKEEVIKO, EEEIOTKEVUEVO KAL OTJLLAVTIKO GUVOUIATTI] LE EPEVVITIKOVG (POPELG, ETTI-
OTNUOVIKEG eTaIpEieg, OeoIKOUg ETAIPOUG KAl AT)TITEC ATTOPATEDV TTOV OYXETILOVTAL LE
mv Kavikn & Browatpikn 'Epevva, ) Zvveyiopevn Exnaidevon oty ®@apuakevtikn
Iatpkn kat to Anuooio AtdAoyo ya v Yyeia.

v mpoonddela pag avtn Ba TPOoKAAECOUUE VEOUG KAl EUTTEIPOVS OUVASEAPOUG,
TOKTIKA 1) apoyd peAn aAa kat @idovg g EA.E.®.I. va ovufdilovv evepyd pe Tig
18¢€g, epmelpieg KAl AMTOWELG TOVG 0TV S1AUOPP®ON TOV SPACTNPIOTITOV UAC.

Oa Aafete oUvTopa eVNUEP®OT OXETIKA UE TO TPOYPAUUA TOV EKTABEVTIK®OV HAG
Opaoewv yia 1o Staotnua Noepupiov-Aekepupiov 2020, 0TmC KAl AAES TpmTOoVAiEC.

Meivete kovtd pag, n @wvh & vmootpign oag eival EUMVELOT YA TO AlOIKNTIKO
Svpfoviio.

Kaho @Bwvomwpo pe vyeia!

Ex pépoug tov Atoikntikov ZvufovAiov

H Ipodedpog O I'evikog I'pappatéag H Tapiag
BapBdapa Mmapovtoov Iwavvng ITEtpofag Veronique Schaaf
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1.

Clinical trial recovery from COVID-19
disruption, Nature Reviews, October 2020 ,Vol

19, 662-663

IInyn: https://media.nature.
com/original/magazine-
assets/d41573-020-00150-9/
d41573-020-00150-9.pdf

NEWS & ANALYSIS

=J TRIAL WATCH

Clinical trial recovery from
COVID-19 disruption

Since COVID-19 emerged in January 2020,
it has caused unprecedented disruption
of clinical trials and ongoing patient care.
Around 1,000 organizations have reported trial
disruption, consistent with a reported ~80%
decrease in new patients entering trials per
site in April 2020 compared with April 2019
(see Related links). Of all active trials in
ClinicalTrials.gov, 13% reported increases
in trial duration in March-May 2020,
compared with 9% over the same period
in 2019 (Supplementary figure 1).

To protect patient safety and trial integrity,
the pharmaceutical industry made strides to
accelerate trial innovations such as digital

clinical trials, innovations to address them
and actions to maximize impact.

Recovery of clinical trial activity
ClinicalTrials.gov data indicated decreases

in new trial starts from January to May,

and subsequent recovery in June and July

to January levels (FIG. 12,b). Similarly, after a
surge in February and March, the number of
trials suspended due to COVID-19 stabilized
at ~1,200, and suspensions began to be lifted,
with June being the first month with more

suspensions lifted than newly imposed (FIG. 1¢).

Our clinical trial investigator survey was
conducted around the beginning of this

between sponsors and contract research
organizations (CROs) taking place remotely
(FIG. 2a). As in-person trial visits decreased,
both industry and regulators anticipated the
risk of resulting data loss. Regulators issued
guidance on statistical mitigation approaches,
while sponsors applied telemedicine, remote
patient monitoring and EMR tools to replace
in-person assessments and limit data gaps
(see Related links).

There are indications that such innovation
adoption could be lasting. Investigators
expected remote patient and sponsor-CRO
interactions to persist at higher levels than
pre-crisis (FIG. 2a, Supplementary figure 2).
Among the investigators, 46-78% expected
the adoption of digital patient engagement
technologies to increase post-crisis. As patient
engagement norms change, 34-52% expected
trial decentralization approaches such as
new site models, online recruitment, home
nursing and direct-to-patient trial supply to
increase (FIG. 2b, Supplementary figure 3)

The FDA and the Importance of Trust | NEJM,
September 30,2020

IInyn: https://www.nejm.

org/doi/pdf/10.1056/
NEJMe2030687?articleTools=true
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Estimated Research and Development
Investment Needed to Bring a New Medicine to
Market, 2009-2018

IImyn: https://www.ncbi.
nlm.nih.gov/pmc/articles/
PMC7054832/

4.

JAMA. 2020 Mar 3;323(9):844-853

This study provides an estimate of research and development costs for new
therapeutic agents based on publicly available data; differences from previ-
ous studies may reflect the spectrum of products analyzed and the restricted
availability of data in the public domain. The mean cost of developing a new
drug has been the subject of debate, with recent estimates ranging from $314
million to $2.8 billion.
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Inyn: https://journals.
plos.org/ploscompbiol/ar-
ticle/file?id=10.1371/journal.
pcbi.1008126&type=printable

6.

PLOS COMPUTATIONAL BIOLOGY

Check for
updates

PERSPECTIVE
Ten simple rules to power drug discovery with
data science

Enrico Ferrero'*, Sophie Brachat(, Jeremy L. Jenkins 2, Philippe Marc’,

Peter Skewes-Cox®?, Robert C. Altshuler?, Caroline Gubser Kellerp',

Audrey Kauffmann', Erik K. Sassaman 2, Jason M. Laramie?, Birgit Schoeberl 2, Mark
L. Borowsky?, Nikolaus Stiefl'

1 Computational Sciences Council, Novartis Institutes for BioMedical Research, Basel, Switzerland,

2 Computational Sciences Council, Novartis Institutes for BioMedical Research, Cambridge, Massachusetts,
United States of America, 3 Computational Sciences Council, Novartis Institutes for BioMedical Research,
Emeryville, California, United States of America

* enrico.ferrero @ novartis.com

Introduction

Biomedical research is increasingly a high-dimensional science. In the pharmaceutical indus-
try, data supporting the drug discovery and development process have become cheaper to gen-
erate and are increasing in complexity, diversity, and volume at a fast pace. This is the result of
the introduction and development of novel technologies that enable molecular profiling, imag-
ing, and other types of high-throughput readouts at an unprecedented scale. Similarly, clinical
data created by companies or compiled by biobanks are growing at an exponential pace, not
only in terms of sample size but also in the breadth of (increasingly digital) endpoints being

Inyn:

020-01003-5

https://link.springer.
com/article/10.1007/540264-

Drug Safety
https://doi.org/10.1007/540264-020-01003-5
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The Work of the Council for International Organizations of Medical
Sciences (CIOMS) in Global Pharmacovigilance

Manal M. Younus'® - Monika Zweygarth? - Lembit Réago? - Mira Harrison-Woolrych®

Accepted: 11 September 2020
© Springer Nature Switzerland AG 2020

1 Introduction

“CIOMS?” is not an acronym that is widely known, and yet
CIOMS guidelines have impacted and shaped the work of
the World Health Organization (WHO), medicines regu-
latory authorities, academic organizations, the pharma-
ceutical industry, and other stakeholders globally in past
decades. Co-founded by the WHO and UNESCO in 1949,
the Council for International Organizations of Medical
Sciences (CIOMS) has as its mission to advance public
health through guidance on health research, including eth-
ics, medical product development, and safety [1]. CIOMS
has produced numerous guidance documents in the areas
of bioethics, pharmacovigilance, and drug development and
its publications have been translated into many languages
including Chinese, Japanese, Russian, and Spanish [1]. This
editorial provides an introduction to the work of CIOMS in
the field of pharmacovigilance and highlights the relation-
ship between the International Society of Pharmacovigilance
(ISoP) and CIOMS.

CIOMS membership is open to “organizations ... devoted
to the encouragement of scientific research into the princi-
ples underlying health and into the causes of diseases, or
the application of the medical sciences to the prevention
and cure of diseases and to the promotion of public health”
[2]. It has international members, e.g., the World Medical
Association, ISoP, the International Society of Pharma-
coepidemiology, and the International Union of Basic and
Clinical Pharmacology as well as national members, e.g.,
the Academies of Medical Sciences of Belgium, Korea, and
Switzerland and the Medical Research Councils of Bangla-
desh, India, and South Africa. In addition, there are associate
members who do not meet all the membership criteria, or
wish to be more like observers, e.g., the Saudi Neonatol-
ogy Society. Representatives of CIOMS member organi-
zations can be elected as Executive Committee members
and can participate in the General Assembly (meets every
2 years and alternate years by teleconference, decisions are
adopted by consensus), [2] and the member organizations
are kept informed of CIOMS, ICH, and WHO activities and
publications.
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IInyn: https://ifappacademy.

org/?gclid=EAIaIQobChMIg-

aSzcKb7AIVDe3tCh3g3wfKEA
AYASAAEgIxP_D BwE

IFAPP Academy & Partners

WORLD-CLASS ONLINE CERTIFICATION PROGRAM IN
MEDICAL AFFAIRS IN MEDICINES DEVELOPMENT

Dear members and colleagues,

ELE.F.I. as a member of IFAPP would like to bring to your attention a unique
opportunity that significantly will impact the performance and contribution
of your Medical Affairs teams achieving a higher engagement and productiv-
ity through a very cost-effective internationally recognized professional train-
ing named : «IFAPP-King’s College London :Certification in Medical Affairs
in Medicines Development».

After 4 years of continuous success this program resulted not only in knowl-
edge gains but also in change of attitudes and behaviors with a favorable im-
pact on pharmaceutical medicine , pharmaceutical business and the sponsor-
ing organizations.

More information about benefits for you, your company and your Medical
Affairs teams are included in the attached slides presentation. IFAPP Acad-
emy Partners Certification Program to be embedded here. You will find more
information by visiting IFAPP Academy website.

If you are interested in knowing more about this program please contact Gus-
tavo Kesselring, IFAPP Academy Vice President, at
gustavo@kesselring.com.br

Feel free to share this information with any colleague within your organiza-
tion that would be interested in a training course for Medical Affairs teams
and related functions.

IInyn: https://www.cecl.gr/kati-

goria-seminaria/2020/07/14/
seminar_20-10-20-2/

Tepvapla
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Mpoypappata YnootnpiEng AcBevav:
H epnelpia Ttwv aclevav

Zyvoyn Epyaociwv Eonepidag EA.E.9.1., Tpitn 10 AekepBpiou 2019

Enipelela:

Mapig MnookonouAog,
MAdTwv Neplotépng,
Iwavvng Nétpopag,
Nikog Tookavdg,
ABavdaoiog Xaviwtng,
BapBdpa MnapouUtoou

glovue va evyaplotnoovpe Bepud OAOLG TOUG EONYNTEG KAl
ovvtereoteg g EomepiSag tng EAE.®.1. yia ta «IIpoypappata Yraootnpi€ng
AoBevov-TIIYA: H eunepia twv aobevov» mov avramokpiOnkav otnv
TPOOKANON TNG OPYAVWTIKIG EMITPOIMIG KAl UE TNV EVYEVIKT TOUG TTAPOLTia
ouveéBaiav otnv emruyia g

* Xpnoto F'ewpyaxkostoviro, Emotnuoviko Atevbuvt SOEE, kan Mapko
OMavdego, Emompovikod AtevBuvtr) ITED, yua tig tomofetoeig Toug wg
EKIPOOMITOL TV BETIKDV POPEWV.

o« Ap. 'Epn Zipov, AvanA. Kabnyntpia Emkowvwviag kat MME, Zen
T'paupatoyrov, I1poedpo, ZvAdyov Kapkivonabov - EBehoviov - di-
AoV - Iatpov «K.E.®.1.», Koota Aovpo, [Ipoedpo KAAY®PQ Zwuateiov
Ynootpi€ng, Mowa TdtQika, Avtupoedpo ITaveAhnviag Opoomovdiag
ATOpmV pe ZKANpLVOT KATA TAAKAC, TNy evotnta «H Stadpoun, ot avaykeg
Kat n gumepia twv aobevaov, n Siayeipion ¢ vooov kat 0 poAog Twv
apoypauuatwy vaootnpiéng acbevwv: Tt yvwpilovv, mog avriiaufavovral
Kat T IPOTSOKOVY QIO TA IPOYPAUUATA AUTA».

e Niva Mayyiva, [Tvevpovoroyo-Evtatikohoyo, Nikog A£de, uélog EO-
vikrig Emtponrg Aeovtoloyiag, IIpoedpo ZvAAdyouv AcBevav «@etikn
Ddovi)» & «Evoong EAvev AcBevov», Kevotaviivo ®dawvéko,
EvBokpwvoldyo, TIpdedpo Appoviag & Zwng, Avva Kavdvin, Iatpo,
Pevpatoldyo, Xpvoa Xpuvoofrtoavov, Ilpoiotauévn Kévipov Eidi-
kv Nevpoloyikav Noonudtwv IMavemotiuo ABnvaev, Atywviteio Nooo-
kopeio, IMAatwva Ieprotepn, Médog EA.E.D.1., oy evomnta «O oxe-
SLlaouog kat n vAomoinon Twv IPoyPaAUUATV VIT0oTNPENS aobevwv: aro
™ Oewpia otnv npakn».

« Toug vevBuvoug Ilpoypaupdtwv YrootnpiEng AcBevov, Miydain Agia-
mopta (APC), ABavacio Ztpaitovpn (ForHealth), Sté@avo Zepo
(BIOAXIS), Mapia IHasta@avaociov (PCCHellas), Avaotacia Mavpia
(PatientPlus), otnv evotnta «IIpoypauuata vroompiéng aoBevav: Aei-
KTeg amoboong & emitevén OepamevTIK@OV OTOXWV».

H Inpaocia twv [Ipoypappatowv Yoot piEng AcOevav
(ITYA)

¥t Sedouévn owovoulkn ouvykupia kal Tig petappubuioelg mov Sigpyetan
o Zvomua Yyelag g xopag pag Hetd pia mapatetauévn mepiodo kpiong,
To emimebo vyelag Tov eAnvikoL TANBvopoL Bpioketal o Sokuacia OMWG
emonpuaivouv ot e18kol. Tnv SVokoAN avtn stepiodo, o1 acBeveig pe omavia kat
XPOVIA VOOTjHaTa €lval olyoupa autol Tov LITOPEPOVY TTEPIOGOTEPO KAl AUTOL
IOV XPEIAOVTAL TNV HEYOAVTEPT) TTPOOTATIA KAl (PpovTida.

H 8¢ amaitovpevn @povtida Ba mpémel va eivar Stagopetikn amd v
Tt pabo01aKT| KL aUTH) JToL Tapéyetal ota o&ea voonuata. H dmola tpoonddeia
Y10 TV QVTIUETOIIOT) AUTNG TNG KATAOTAOTG TIPEMEL va £XEL SUO CUVIOTHOOEC,
n pia givar avtr) mov pofdiovy ot idiot o1 cLAAoyol acBevav, Sniadn doa
€YOUVV OYE0T e TNV avTiAnyn mov &xel 1 IloAlteia yia ta omavia kot Xpovia
VOooTuaTa, TN Xapa&n g MOMTIKNG TG 08 OXEOT UE aUTA Kat e181KOTeEpA Y1
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NPOrPAMMATA YNOZTHPIXHZ AZOENQN: H EMNEIPIA TQN AZOENQN

TN 7IPOUNBE1a THV PAPUAKKDY TOVUC, T TTOCO0TA 1510¢ CUUUETOYTIS TOVG KAl TNV
QTPOOKOITN TTPOCPAOT| TOVG OTA ATATOVUEVA Yid KAOE TTEPioTAOT PAPUAKA,
£0TW KA1 €AV VOOUVTAL W¢ AKP1PA 1 LPNAOL KOOTOUC,.

H &\\n ovviotwoa Ba stpémet va eivan ) SuvatodtnTa Tapoyng Lo PIENS Kat
exmaidevong kat emENUIoAOYIKI|G KAl KAIVIKT|G £PEVVAG YA TNV AVTIUETROIION
g aoBevelag toug, eite amod Tovg 1810vg eite pe ) PorPela exmadSevpuévav
VOONALUTOV Kal e TNV KaBodnynon twv Bepamdviwy yliatpav, Tou oUUPmVA
ue peAéteg kat vodeifelg eldikmv paivetatl 0Tt eivat to medio ekeivo oTo omoio
uropel va avapévetal BeAtionon TnNg Tol0TNTAG TG TAPEXOUEVIS PppovTidag
kal tov ekPfaoewv (Acikteg - Prodeikteg pvOuiong g vooov & Ilowwtntag
Zong — Patient Reported Outcomes) aAAd kot peiwong tov k0oTovg Oepareiag
yia tovg Popeig Kowvwvikng Ac@aiiong.

Eival ovvenaog ep@aveg 0Tt 1 avEnuévn avaykn amo ta Tvotnuata kot Popeig
Kowwvikng Ao@aiiong va mapéyovv Bepaseia kat papuaka, amontel mv 0Ao
KO JTI0 OUOTNUATIKT KAl TPOCEKTIKT XOPTYNOT TV TEAELTAI®V AAA Kat TNV
Staopdaiion kal apakoAovBNon NG AvaueVOUEVNG QUTOTEAECUATIKOTTAG
ToUg, AauPdavovtag vVIToYWN OTL AVAPEPOUAOTE KUPIwg 0 e01KA  PpApuaka
pe avaykeg e€atopikevong, TITAOIOINONG 1) TPostomoinong g Oepameiag 1
ka1 18taitepwv yelpropmv-odnywv. H ekmaibevon tov acBevav yia mm Anyn
Bepasteiag, Tn ¥PMomn Tov PAPUAKOL OTA TAACIA TWV GUVTAYOYPAPOVLUEVROV
odnywwv, N ekmaidevon otig kabiepwpeveg odnyleg oxetika pe ) Sayeipion
NG VOGOU KAl 1] JIApOoXN LINPECIOV OTA TAAIoIA TNG CUUUOPP®WONG HE TN
Bepasteia, exel okomd va vmootnpiBovy o1 acbeveig 1) kat To mep1PAAoOV Toug
KOl va £X0UV QITOTEAECUATIKT pUOLIOT TG VOOOUL TOLG HECA AITO TA KATAAANAQ
IIpoypaupata YnootpiEng AcBevav.

Eidikodtepa n un tpoondwon twv acbevov otn Bepaseia xel vynAd kdéotog. H
QTOKALOT] KAl AAAAYT) 0TI oUvepYaoia Twv acBevov mpokadel Sopkeg arlayeg
oe Sagpopa emineda kOoTOLG TOV TvoTHuatog Yyelag ala pmmopel va eival
KAl pia eMUTAEOV TNyt avemmBountwy evepyeiov. Asto KOWV@VIKT Aoy, exet
aodetyBel OTL 01 TEPLOGOTEPES TTAPEUPATELS TTOV ATTOCKOTTOVY OTNV EVIoYLON
g ovvepyaoiag Twv acBevav odnyodv oe e€o1kovounon KOoToug, Adyw g
BeAtioong g mowdtntag {wng twv acbevayv, g AIoPLYNG TV EUUECHDV
Samavmv aA\a kat g avgnong e mapay»yKOTnTag.

Aappavovtag voyn ot ot @opeig Kowvwviknig Aopaiiong aduvatovv va
TAPEYOVV VITOOTNPIKTIKEG LINPECIES TTPOC TOV A0OEVT], OTIWE KA1 1] OIKOVOUTKT)
KaTAoTtaon twv acevov modleg popég Sev empemet ) Xpron 18iwv mopwv
yia v kAAvyn LvTooTPKTIKQV TNg Bepaseiag avaykmv, n avaditnon
exmtaibevong kat vootnPiEng amd tpitovg @opeig mapoyng Ipoypapupdtwy
YrootnpiEng AcBevmv, katdAnia Sounpévoug kat e€eidikevpévoug, vnpetel
U1 KOW®VIKT avaykn Kat mapaAnia eEao@aiidel v opbn kat ac@ain
Bepasteia Twv aobevaov.

To tapov kat 1o peArov twv ITYA otnv EAAada

Yta miaiola ng mpoetowaociag g EomepiSag &ywve amo v Opdda
Epyaoiag ITYA g EA.E.®.I. £pevva epoTNUATOAOYIOL HE OKOTO TN GUAAOYT
Seopevwv yopw amd v vAosmoinon Ipoypappatwv YrootmpiEng AcBevaov
omv EMdASa, mpokeuévou va  kataypagel n mapovod KATAOTAOT TTPOg
oud)mon oty ekdNAwoT, ov avadntovoe twv aplBud ITYA, Bepamevtikeg
KaTnyopieg epapuoyng, tomovg, oxedlaoud kot Swadikaoieg, n Siepeviviion i
BeAtiotomoinon tng vmoo T p1Eng mpog tov acbevr) kat To eptBaAAov Tov otnv
emiteven TV BEPATELTIKAV TOV OTOXWV.

Ta amoteAéopata g €PEVVAG EPWTNUATOAOYIOU KAl TA CUUITEPACUATA TNG
TAPOVOLACTNKAV 0T 18° TeUyog Tou meplodikov Apyeia g EA.E.®.I. tov
Iavoudpilo 2020 kat TapATiOEVTAl GUVOTITIKA KATOTEP® .
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AmnoteAopata epwtnuatoroyiov ITYA

To epwNUATOAOYI0 CLUTANP®ONKe anmd mevie (5) etaipeieg Sie€aywyrng
IIYA ywa mpoypappata sov vAomowovv oty EAaSa. Ta amoteAeopata
ouvoyidovtal wg e€ng:

O1 katnyopieg Voo uATwV TT0L emkevipwvovtal ta ITYA kot Sie€ayovranotnv
xopa pag (xpovikn mepiodo 2018- 2019), avagpepovtat otov Iivaka 1.

IMivakag 1

Noonupata ywa ta osroia egapuoletan ITYA

Avtoavooa voorjpata

Noonuata KNZ

Alpatoloyikd

Oykoloyika

Agppatoloyka

Metafoiikot ouvdpopov

Ev8okpivoloyikda

Taotpevtepoloyika

O ouvolikog apiBuog ITYA (Tpagnpua 1) mov die€ayoviar otnv EAAGSa amto
TIG ETAIPELEG TTOV CUUITAT POOAV TO EPWTNUATOAGYIO TO AVAPEPOLEVO X POVIKO
Sthotnua, etvan efSounvrta evveéa (79).

Cpapnua 1

INa ta efdourvia téooepa (74) IIYA vtdpyel evepPyoTOUEVO TNAEPWVIKO
KEVTIPO Y1 va Aapfavouy epwtroelg amo aobevelg, va amavtody 0€ AUTEG KAt
va ovvtovidovv v gkmaidevon toug (Cpagnua 2).

I'pagnua 2
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Emiong, vtapyovv e€nvta téooepa IIYA ta omola £xouvv wg 0TOXO0 TNV LIEV-
Bvuon Twv acbevov yia emavaAnITikEG S1ayVwOTIKEG eEETACEIS KAl TNV
OUVTAYOYPAPNOT] PAPUAK®DV OYETIKA IE TNV vOoo Toug (Tpagnua 3).

I'pagnpa 3

E&nvta éva amo ta efSounvta evvea ITYA £xovv Snovpynbel yia kat’ oikov
EMOKEWPT VOOTIAEVTIKOD TIPOCMITKOV Yia LitooTnpiln / ekmaibevon oxetka
ue v vooo tovg (I'papnua 4).

Tpagnpa 4

Kastowa asto ta ITYA (eikoor) meprapfdavovuy tn Stavour] gapudxkwoy yia tmyv
vooo twv acBevov (Fpagnua 5).

Tpagnpa 5
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Ot etaipieg €XOUV «EKUETOMEUTEL» TNV TEXVOAOYIKN eEEMEN TNg emoyxng
oxebiadovtag 6¢ka epta (17) IIYA 70U TTPOG@PEPOLY VANPECIES YNPLAKNG
exmaidevong kar vmootnpiEng Twv acbevov ov  ovUPETEXOLV  OTA
npoypappata (Fpagpnua 6).

Cpapnua 6

Mivakag 2

I10oo0 evepyd ovppeteyete oto oxedraouo ITYA;

IToAV evepya (2)

IToAV ka1 kaBopiloTika

‘000 emTpEMOVY 01 e0wTEPIKES Sradikaoieg Twv cuvepyalopevov ®apua-
KEVTIK®V ETALPLOV

100%

Ta aroteAéouATA TOU €PpWTNUATOAOYIOV pag Seiyvouv 0Tl N AeloPneia
TV ETAIPIOV OUUUETEXEL TTOAD EVEPYA OTOV 0XeS1a0U0 Twv ITYA eva ma €€
avtev Sev mpoodiopidel emakplPwg to fabud CUPHETOXNE TG, AVAPEPOUEVT
oTig ekaotote Sradikaoieg Twv ovvepyalouevoyv etapiov (Ilivakag 2).

Emiong, ot etaipieg 5ov mpoopEPOLY TIG LINPECIEG TOVE OTO oXedlaoud Kat
nipaypatostoinon twv ITIYA @aivetal 0t cuvepyadovtal pe S1apopoug QPopelg
OTw¢ apovotadel to I'pagnua 7.

Tpagnpa7
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IToAd onuavTkd eival TO Yeyovog OTL Ol £Taipieg ava@Eépouvv OTo
E£PWTNUATOAOY10 OTL TO «KAei» yia Tnv emrtuyia evog ITYA eival o i610g o/1
aoBevnig. O ITivakag 3 Seiyvel avaAVTIKA TIC QTAVTNOELS TV ETALPLDV.

IMivakag 3

ITowo eival to «kAe18i» yra v emuyia evog ITYA;

H xdvyn twv avaykov tov acBevr| (3)

JWOTN KATaypagr| Kot avaivon g epeiplag twv acbevav — to tagidt tov
aoBevoug «patient journey»

Twoteg Sadikaoieg peypt TNV LVAOIOINOT] TOL TTPOYPALUATOS

O1 Bepamovteg watpoi va avtian@Bolv 1 onpacia tov IIYA yua toug
aoBeveig Toug

Téhog, o ITivakag 4 OSeiyver 0T o1 etaipieg mov €Aafav pEpog oTo
EPWTNUATOAOY10, Elval KAAQ opyavmuéveg kaivtovtag O&uata exmaibevong
TOUV VOOTJAEUTIKOV TIPOCKITIKOV, EMOewpnoewV, PappakoemaypOmvnong KA.,
£yovtag wg BAom ApTia CLOTHUATA TTOOTNTAC.

IMivakag 4

'OAeg o1 eTapieg tov EAafav puEPog oTo EPOTIUATOAOYIO:

"Exovv Seytel emBewpnon (audit) and ®appakevtkn Etaipeia

A10B£TOUV E0WTEPIKO TPOYPALIA OUVEXOUG EKTTAISEVONG THV VOONAEVT®OV

AlaBeTouvv opyavoypappa

E@apupolovv Stabikaoieg Papuakoemayplmvnong kot [Towdtntag

AxoAovBovv ISO emayyeApatikd mpdtuma

ATOTEALOUATA EP@WTILATOAOYIOV TOV KOLVOU KATA TNV
Swapkera mg nuepidag
Kata ) Sidpkela g nuepidag to Koo Hmopovoe Vo CUUUETATYEL EVEPYQ

QTAVTIOVTAG O€ EVVEA EPWTNOELS, LUE OTOXO TNV ATEIKOVIOT TNG YVOUNG TOV
oxeTikda pe ta ITYA.

To I'pa@nua 8 Seiyvel OTL 01 CUUPETEXOVTES TTPOEPXOVTAV ATTO S1APOPOUg
KAASovg, pe v mhelowneia tov kowvov (48%) va epydlovial o @apua-
KEVTIKEG ETALPIEG.

Tpagnpa 8
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'Eva peyaho 1000010 TV CUHUUETEXOVTWV, OTwS Hag Seiyvel o T'pa@nua 9,
elyav kamola AN e181kotnTa meépav Twv SokNTK®OV (14%), 1atpov (14%),
voonAevtav (5%) kal pappakototwv (11%).

Tpagnua 9

Avelaptnta asmo v e181KOTNTA, 1 EUTEPIAT®V CUUUETEXOVIWOV OTNV NUEPISA
oe IIYA vnepPaivel ta mévie (5) xpovia yia Eva onuaviikd mooooto (51%)
onwg Seiyvel to T'pagnua 10.

Cpapnua 10

Emiong, to kowvo Bewpel (Tpa@nua 11) 611 n Sie€aywyn twv ITYA otnv xopa
pag eivat ToAd onUavTIKY).

Cpapnua 11
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Kabag emiong ot amavtroeig tov kowvov Seiyvouv (Fpa@nua 12) ot o
aoBeveig emw@elovvtal amo ta ITYA ko feAtimvetal tepaiteépm o eminedo
nepiBaAyng Toug.

Cpapnua 12

AxoOua, 0g CUVIPUITIKO TTOC0O0TO TO KOO emPefainoe OTL 11 KATAYPAPT)
g amoyng Twv aobevov oyetikd pe ta IIYA Ba ouveéfare otnv mepaitepw
BeAtiwon twv tpoypapudtnv avtov (Cpaenua 13).

I'pagnpa13

To peyaAdTepO TTOCOOTO TV OUVUUETEXOVIWV (85%) yvwpilel av vmdpyel
EVPWITATKO KAVOVIOTIKO TAQIO10, TOMIKO VOUIKO JTAQICL0, TOMKOG KMEKAG
Seovtoloylag 1) katevBuvinpleg ypauueg yia ITYA onwg aseikovidetal oto
I'pagnpa 14.

I'pagnua 14
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Qotdoo, N Vrtapén tov Beouikoy mhaisiov yua IIYA Seiyvel om Sev eivan
EMAPKEG.

I'pagnpa1s

TéAog, o1 ouppeteyovieg Bewpotv 0Tl ta Tunuata g Pappakoemaypvmv-
onNg, MOOTNTAG, ATPIKO, VOUIKO KAl puOUIOTIKGOV LITOBECEWY GUUUETEXOVV
oV £ykplon n/xkat enosrteia twv ITYA.

v TN on KAl KUPLA CUUTEPATUATA

Ol amoOWeIg TV EKTPOCOITWY TWV EVOOEMV aobevav oxetikd pe ta IIYA
aPoPoLOAV KUPIKG ekmaidevon yvpw amd ) vooo, vtoopiEn oe Bépata
Un @APUAKOAOYIKNG PUOEWS, KUPIME emKolvwviag kal coaching ywa tnv
e€artopikevon kat v emiteven twv Bepamevtik®v otoXWY, kKabBag kal oe
ntuyeg Siepelivong Tng YUXOKOWWVIKNG TOUG vyeiag, ompatikng gvetiag
Kal ouVNOe1OV-CUUTIEPLPOPDV YA TNV KAAUTEPT mopeia g vyelag kat g
mo10tnTag {wrg Toug.

'Epgaon 660nke oty aia tng ouAoyng kKat avaAuong SN UIOAOYIKMY Kat
KAMVIK®V §eSopevav yOpw ammd ta xpovia Kat gofapd vooTnjuata Ue oToX0
TNV EMTNPNOT NS EPAPUOYNE TV KATELOLVTINPIWY 0ONYIOV OTNV KAIVIKT)
TPAKTIKN YA TNV emitevén tov Bepamevtikov ekfaoewy, v efao@aion
KATAAANANG ouve{opevng exkmaidevong yia v amodoon twv Bepamevtikov
OTPATNYIK®V KAl TNV OAoTIKT| Stayeipion tov acBevov péoa oto EOvikd Zv-
otmua Yyeiag.

IMapoti n ovvepyaoia petall Iatpikwv Etapeidv kat Evooewv AcBevav exet
evioyvBel n mpoodokia mov ekppaotnke Eekdbapa aPopovoe TNV TEPAITEP®
evioyvon evpvtepng Siadpaong kol ovv Snuovpyiag Spactnplothtwy ot
eminedo KAVIKIG Epeuvag KAl KAIVIKGOV LEAETOV £0TIAJOVTAC 0TIV EVI|UEPKOT),
gvaioOnromoinon kat evbappuvon cvupetoyng aobevov oe Kavikeg MeAeteg
OTWG KO CUULETOYNG TOUG OTO S1AA0Y0 Y1d TOV OXESIATUO TTOMTIKGOV vyeiag .

H evBuvauwon tov acbevry, mov pe yvoorn kat kabodnynon avaldnta Aboeig
OTIC AVAYKEC TOU UECA QUTO TNV EUTMEIPIA TWV KAIVIKOV HEAETOV KAl TNV
KaTavonon twv kKAvikaov dedopévav, Ba odnyovoe mpaktikd oe BepamevTik
OULVEPYACILOTNTA VYNNG artodoong.

AvTr| TV evpLTEPT AVAYKT TV A0OEVAOY paivetal OTL 1) papUAKEVTIKT Bloun-
xavia dev v €xet avtiAngBel AN pwg, tapot SnAnvel 0t €xel Tov aobevr 0To
EMKEVTPO TNG EPEVVACG KAL AVATITUENG TNG. Ba NTav euyng £pyo va Sievpiver
™v avtiAnyn mg otV oAMoTtikn Stayeipion tov aobevr), emutpoodeta g
opB1g XPTIONC TNS PAPUAKEVTIKIIG AYWDYTIC, AVASEIKVDOVTAG TIEPIOCOTEPO TNV
ETALPTIKT] KOWVWVIKT] TNG evOLVI).

'Eva kevo 10 omoio efakolovbel va amaoyolel, agopd v agloAdynon
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twv IIYA .ITowa eival 1] aurjynon tovg otny mpdén ,m1000 cupfAailovy otnv
TO10TNTA {WNG KAl OTNV EMITEVEN TOV BEPATEVTIKOV OTOXWV TV acBevmv,
KA1 7Twg EKTILOVV TeAkd o1 aoBeveig kan Bepduovteg Tig vmnpeoieg twv ITYA.

EmutpooBeta meproocodtepn Siagpavela pe dnpociomoinon twv ITYA oe oyetiko
unTp®o Ba ntav xpnoiun agevog yia tny npocfaocn twv acbevov oe avta,
apetepov Se oty dnuooicvon kat a&loAoynon Twv SekTmv amddoong avTmy.

Avotuyemg to vmtapyov Beopikd mAaiclo Sev mpoPAEmel TV KAALYN TV
AVOTEP.

Qg ek TOVTOV MEPLOOATEPT €pevva KAl SlafolAevon [le TOVUG €TAIPOVE Kt
e1d1kovg emotnuoveg Ba pmopovoe va e€eiifel to Beopikd mhaiolo faoet Se-
Souévarv, aflomolmvtag YPnelakd epyaieia épguvag, TAvVTa 0 CULLOPP®OT)
LE TOV KAvoVIouO Tepl SeSouévmv IPOomITIKOD XapaKTnpa

TV katevbuvon avt 1 EMinvikn Etaipeia @appaxevtikng Iatpikng 0a ov-
vexioel va Aappavel mpwtofovAieg Siaddyov kot mAoTIKGV Spdoewv.



17 APKEIAEMA.E.d.I.

Divisive Compliance with Clinical Research
Transparency and Public Disclosure of
Clinical Trial Results*

Varvara Baroutsou Introduction

MD, PhD, EMAUD, GFMD, Scientific research credibility has always been of the utmost importance and even
President of Hellenic Society more so currently with the intercurrent COVID-19 pandemic. Clinical research in-
of Pharmaceutical Medicine tegrity depends on its transparency and full public disclosure. Non-published evi-

dence of clinical research being inaccessible for scientists, clinicians and patients,
distorts clinical practice, violates participants’ rights, harms society trust and wastes
research resources.

Biases in reporting of clinical trial results, particularly of those with no proof of the
effectiveness of the intervention studied, were documented in the late 1990s*. De-
spite regulatory requirements set forth since 2007 by the US FDA, public access to
the full results remained poor and additional legal obligations including financial
penalties were imposed in 2017 by FDA Final Rule (42 CFR part 11).23In Europe ac-
tive current disclosure laws include Regulation 536/2014 and EMA Policy 0070 in
effect since January 2015, updated on March 21, 2019.In Japan a National Primary
Registries Network Portal was established for required trial registration since 2018
and a summary of available trial registries in other parts of the world compatible
with WHO and with the International Committee of Medical Journal Editors ICJME
can be found in the International Clinical Trial Registry Platform (ICRTRP) of WHO.

Current Challenges

However, even the latest legal frameworks in the US and the EU/EEA for clinical
trial result public disclosure, albeit in force for more than 3 years, have not been en-
forced effectively by regulators to ensure full compliance at least up to date.

The Lancet press office announced that “Less than half (41%) of clinical trial results
are reported promptly onto the US trial registry, and 36% of trials remain unreport-
ed, according to the first comprehensive study of compliance since new US regula-
tions came into effect in January 2017”.This study by DeVito et al.indicates that
trials with non-industry sponsors such as universities, hospitals and governments
are far more likely to breach the rules than trials sponsored by industry with US
Government sponsored trials least likely to post results on time at the world’s larg-
est clinical trial registry,ClinicalTrials.gov.*Sponsors with more experience of run-
ning large numbers vs small numbers of research projects (66%vs 21%trials) present
higher compliance in terms of timely submission of results.4

According to the EMA as of 26th June 2020, “the total number of trials with due
results was below 5900, of which less than 380 were trials involving pediatric sub-
jects.”s

A current concern on the COVID-19 ongoing research of repurposed drugs or other
therapies relates to trials conducted by universities, hospitals and companies in Eu-
rope that either have no track record of results disclosure or have failed to do so in
the past. An analysis of the ongoing 118 COVID-19 trials in EudraCT revealed that 39
are run by sponsors that have not uploaded study results and have violated the EU
rules.Another 40 trials are run by sponsors that have not yet completed their trials

* Avadnuooigvon katomy adeiag amd v IFAPP. H apywn dnuocigvon
£yve oto tevyog IFAPP #6 Sept 2020 oeAibeg 4-6


https://clinicaltrials.gov/ct2/manage-recs/fdaaa
https://rctportal.niph.go.jp/en/
https://rctportal.niph.go.jp/en/
https://apps.who.int/iris/bitstream/handle/10665/274994/9789241514743-eng.pdf?ua=1
https://www.who.int/ictrp/search/data_providers/en/
https://www.eurekalert.org/pub_releases/2020-01/tl-pss011620.php
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)33220-9/fulltext
https://www.statnews.com/pharmalot/2020/06/17/covid19-coronavirus-clinical-trials-transparency/
https://eudract.ema.europa.eu/
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O
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7.

References

up to date and are, therefore, not familiar with the uploading of study results. Of the
remaining 39 ones, only 8 are conducted by fully compliant sponsors as reported by
Transparimed, a non-profit research advocate group that pursues greater trial trans-
parency and conducts regular analysis of clinical trials public disclosure in the EU.°
After retractions of 2 high profile COVID-19 papers in esteemed journals we should
be alert on understanding the reasons behind non-transparent research that stem
from ignorance or unethical practices and end up to research waste.”

This long-standing deficit of transparency requires immediate action and within the
EU, national regulatory authorities should care about compliance with EU rules.?

Recently, the Danish Medical Agency raised their concern and reminded everyone in
their country to comply with European clinical trial public disclosure requirements,
while they are considering fines and prison sentences for universities and companies
failing to upload their study results in EudraCT as required.®

Going Forward

Sponsors, including the pharma industry, hospitals, institutions, academic units and
governmental research are accountable by law and, therefore, should ensure rele-
vant expertise and robust internal governance processes to meet the ethical and legal
obligations of transparency and public disclosure. Research societies and Pharma-
ceutical Medicine societies should support their members with continuous updates
and necessary training to nurture transparency and disclosure mindset mandated
by patients and the society. Public audits by non-profit organizations are helpful to
improve the sponsor’s practices, inform public opinion and motivate stakeholders to
incentivize best transparency practices within the pharma industry, research institu-
tions, hospitals, and academic sites.

It is imperative to act now decisively to prevent potential lapses of ongoing COV-
ID-19 clinical trials in the EU/EEA and Heads of Medicines Agencies should aim for
a harmonized effort to increase transparency compliance for the sake of patients who
volunteered for these clinical trials. Clinical trial transparency is critically important
for the society and remains an area for considerable improvement by all stakehold-
ers, including national medicines agencies.

IFAPP, as a Leading Association of Pharmaceutical Medicine and Pharmaceutical
Physicians with the affiliated IFAPP Academy responsible to run IFAPP’s educa-
tional activities, support the National Member Societies and Individual Members to
build professional ethos and inspire medical scientists, clinical operations experts,
medical affairs professionals and clinical investigators to act as transparency men-
tors in their communities. In parallel, the IFAPP Ethics Working Group is address-
ing current ethical challenges, by providing insights for action to the IFAPP Board of
Officers and by generating relevant publications.

https://pubmed.ncbi.nlm.nih.gov/9450711/

. https://www.govinfo.gov/content/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf#page=82
. https://www.statnews.com/pharmalot/2020/06/17/covid19-coronavirus-clinical-trials-transparency/
. https://www.nature.com/articles/d41586-020-01695-w?utm_source=Nature+Briefing&utm_ campaign=0967852569-briefing-dy-

20200605&utm_medium=email&utm_term=0_c9dfd39373-0967852569-44721677

products-human-use_en.pdf

. https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-

https://eudract.ema.europaeu/docs/guidance/Trial%20results_ Modalities%20and%20timing%200f%20posting.pdf

https://www.transparimed.org/single-post/2020/03/10/Denmark-EudraCT-clinical-trial-regulation.

Picture: https://clinicaldata.ema.europa.eu/web/cdp/home


https://www.nature.com/articles/d41586-020-01695-w?utm_source=Nature+Briefing&utm_campaign=0967852569-briefing-dy-20200605&utm_medium=email&utm_term=0_c9dfd39373-0967852569-44721677
https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use_en.pdf
https://www.transparimed.org/single-post/2020/03/10/Denmark-EudraCT-clinical-trial-regulation
https://www.transparimed.org/single-post/2020/03/10/Denmark-EudraCT-clinical-trial-regulation
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When looking upon the major environmental problems of the world today
there is no easy answer as to which is the more devastating one. Unfortunate-
ly, for us, there are a lot of them and they all require swift and precise actions.
Just to name a few there is global climate change, air, water and soil pollu-
tion, deforestation, waste of resources, overconsumption, the unsustainable
nature of fossil fuels and our dependency on them,the transition from fossil
fuels to renewable sources of energy and waste management.

In our case, we will examine the case of wasting resources in the Pharma-
ceutical Industry as far as packaging are concerned. It is a relatively simple
subdivision of a greater problem, in our society in general, that of wasteful
packaging in products and services of every kind. The worst part of it is that
in most cases the extra packaging is there for no reason at all. Take toothpaste
for example, there is no need for the cardboard packaging since the plastic
container is protecting the product. The cardboard is there just for marketing
purposes. Unfortunately, this is not the only product or service in the market
that does this. Therefore, with that in mind we should shift the discussion
to the current packaging practices of the Pharmaceutical Industry. There is
some room for improvement there, mainly having to do with the sometimes-
impractical packaging and with the outdated leaflets, that most people do not
read.

Patient Information Leaflets:

We are all familiar with Patient Information Leaflets (PILs). At some point,
we came across them whether it was for something as simple as painkill-
ers or something more specialized. The sheer amount of dense information
packed in the leaflets can be daunting in the eyes for sure, but that is not their
only problem. According to Pines in his article “Patient Information Leaflets:
friend or foe?”, around 63% of the information found on a PIL was deemed to
be incomprehensible by older people. Furthermore, according to the writers
of the article “From Print to Screen: Regulatory Considerations to Adopting
Innovative Approaches for Patient Information and Safety” 59% of the partic-
ipants of a survey, stemming from different social and demographic groups,
prefer using the internet to search for health related topics, whether they are
general in nature or more specific like operations and treatments. These two
surveys show us that older people struggle with PILs while younger people
tend to look for information elsewhere. Perhaps an indication that PILs are
outdated, rendering them somewhat ineffective. Unfortunately, complex PILs
can also lead to medicinal supply shortages, as it takes time to update the
translations of the labels and the leaflets, which are included in the package,
into different languages (Bolislis et al.).

Now that we have established the somewhat ineffective nature of PILs, it
is time to examine a possible alternative. The adoption of Dynamic e-PILs
stands out as our best option and we can narrow it down to five principles.
These principles include allowing access to health authority approved prod-
uct information through digital means, increasing product information
utility, staging the transition from PILs to e-PILs via offering paper-based
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product information when appropriate, protecting and securing the data and
finally by measuring process improvement (Bolislis et al.). Countries that are
already beginning to adopt e-PILs include Spain, Italy, Sweden, Australia and
the United States.

Poly-Vinyl-Chloride Packaging vs Aluminium Blister
Packaging:

Another area of the packaging process that we should examine is the selection
of the material used in the packaging of tablets. Different materials cause dif-
ferent effects to the environment during the packaging process as a whole. Be-
ginning from the extraction of the materials, manufacturing of said materials,
their transportation to the factory and finally the packaging itself. With that
in mind, we should examine which of the two materials, Poly-Vinyl-Chloride
Packaging (PVC) or Aluminium causes less harm to the environment. Accord-
ing to the authors of the article, “Comparison of Environmental Sustainabil-
ity of Pharmaceutical Packaging” their study indicates that PVC packaging
performs better than aluminium environmentally speaking, except in two
categories out of the eleven in total. These categories are freshwater aquatic
ecotoxicity potential and abiotic depletion elements. As far as the benefits of
PVC packaging are concerned, the writers claim that aluminium packaging
consumes 63% more energy throughout the packaging process as a whole,
than their counterpart. Moreover, aluminium blister packaging rates a bit
more than 80% in the water depletion category than PVC. Finally, accord-
ing to the authors, aluminium packaging has a global warming potential 70%
more than PVC.

A very important thing to note though is the fact that both packaging methods
consume a lot of water during the packaging process. Furthermore, this study
did not take into consideration the environmental impact of these materials
during the end of their “life”, meaning whether they head for incineration,
recycling or in a landfill.

Conclusion:

What this means is that there is a great need for further research in the field
of packaging practices in the pharmaceutical industry. Not only for the manu-
facturing process but also for their fate after they have accomplished their
mission in helping people in need. The excessive use of materials is another
area that requires some thought and appropriate planning. Implementation
of the benefits of digital means is a course of action that societies have shifted
their attention into in general, so the pharmaceutical industry should follow
their lead as well. Unfortunately, the environmental problems of the world
today require thinking outside the box rather than the conventional means
that we employ most of the times. It is definitely a challenge but we have to
pick our battles and every small victory paves the way for the desired outcome
of a sustainable society.
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