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Organizacni struktura (1)

Firma Typ pripravku
Inovativni Rx vs. OTC pripravky
Genericka Specifické portfolio (Onkologické)

Vyrobni misto Zdravotni prostfedky, Kosmetika
Reguladni autorita Veterinarni pfipravky
CRO - Smluvni organizace Biocidy, potraviny
Konzultacni firma Orphans
Head of Vakciny
Business model Eﬁg:ﬂ: 'EEI'AY Role
Rodinna firma Globalni RA
Akciova spolecnost Regionadlni RA
Financni skupina Cluster RA
Joint Venture Lokalni RA (PV, QA)

CMC, RegOps, Labelling, Regulatory
Intelligence



Organizacni struktura (2) e

* Start-up maji omezeny pocet lidi, ktefi jsou zapojeni do rliznych aktivit

* Zalezi na velikosti firmy a portfoliu

* Velké firmy maji stovky az tisice registracnich pracovnik
* Mnohé firmy vyuzivaji out-sourcing pro urcité aktivity
* Kultura firmy

* Vize&Mise&Hodnoty firmy

Neni unifikovana napric firmami a asto se méni

* Firmy se méni (méni portfolia, regiony)

* Business modely se méni

* Akvizice/Sluc¢ovani/Rozprodej (Acquisitions&Mergers&Divestments)
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Cinnosti registraci (1)

* Tvorba registracni dokumentace
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* Nova podani

* Udrzovani portfolia (zmény, prodlouzeni)

* Priprava a preklady textd (informace o pripravku a obaly)

* Pripominkovani dokument
* Podpora Vyvoje & Vyzkumu
 Kontrola reklamnich materidld

* Sprava registracni i jinych databazi

* Sprava registracni dokumentace
* Komunikace s regulacni autoritou
* Definice registracnich strategii
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Cinnosti registraci (3)

* Due Dilligence

* Regulatory Intelligence

« Ucast na inspekcich

* Cenotvorba

* Farmakovigilance

* Lékarska podpora marketingu

* Zastupovani spolecnosti v asociacich
* Public relations

* Ochrana dusevniho vlastnictvi firmy

* Tvorba standradnich operacnich postup( pro Cinnosti registracniho
oddéleni

* Spoluprace s internimi a externimi partnery




Regulatory Intelligence

4 hlavni role

* Ziskavani a zpracovani informaci
* Policy development

* Interni konzultace

« Skoleni




Regulatory intelligence a strategické mysleni

Source: Miller L, Cocchetto D. The Regulatory Affairs Professional in the ,,Hot Seat“ in Drug Development Process. DIA, Vol.31, 1997.

Regulatory Trends

>
Product Data >
Noise >
Regulatory Approvals >
Expert opinion >
Noise >

Interaction with Regulatory
Authorities

Advisory Committee

Actions & Precedents

>

Filter

Fuse

Evaluate
Integrate
Focus
Synthesize

Disseminate
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Senior
management

Clinical
research

Strategy

Impact assessment




Organizace

K A\

Struktura (benchmark s ostatnimi firmami)

Priority

Role&Odpovédnosti

Popis pracovni funkce
Onboarding and nasledna skoleni

Cile, Key performance indicators (KPIs), (benchmark s
ostatnimi firmami)

Planovani zdroj(i, ndbor, interviews
Rozvoj lidi a talent management, skoleni
Hodnoceni lidi, management of poor performance

Budovani «internal capabilities» (dalSich dovednosti a
expertiza, Centres of excellence (COREX)

In-house aktivity
Outsourcing, management smluv a externich konzultantd
Budget management
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Procesy&Systémy
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e Policies/Standardni operacni procesy (SOP) Pracovni
instrukce (WI) (Matrix list)

Templates&Check-lists

RIM — Regulatory Information Systém

eDMS (Elektronicky Dokumentacni Systém)

Systém pro rizeni zmén (Trackwise)

Digitalizace staré dokumentace (akvizice, staré portfolio)
e Archivy

e Planovani&Reportovani

e Text verification tools (TVT)

e Preklady

o Certificate of Pharmaceutical Product (CPP) a legalizace
dokument
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Project&Portfolio
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e Vlastniregistrované pripravky

Pruning (neaktivni licence)

Sunset clause — pozor na interpretaci legislativy
Upgrade dossiert

eCTD, EUEA (Eurasian) format

Portfolio z akvizic — Transitional Service Agreements

Projekty (site transfers, akvizice, DD, compliance, supply
realibility, implementace legislativy — Braille, serializace)

Co-marketing

e Out-licencing (sdilené procedury)

e Smluvni vyroba

e Out-sourcing vlastnich sluZzeb (napr.RA)
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Compliance

 Pripravky jsou vyrabény v souladu s registracni

— R § ,
m dokumentaci
' Lpign- | . Viasnd i .
~ e casna implementace legislativy

e V¢asna implementace zmén (zménova fizeni)

e Labelling — implementace zmén — PRAC, Referrals, Gx vs.
Origindlni pripravek

o Aktualizace dat v databdzich (XEVMPD, Article 57
database)

e Policies&SOPs&WI - skoleni

e Compliance s Policies&SOPs&W]

e Kvalifikace zaméstnancl

e CAPA (Corrective and preventive actions) and deviations
management

e 100% priprava na audit&inspekci
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Management TR 1A
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* Jak nastavim svij tym?
Jak a komu budu reportovat?
Budu Uspésnd/y?




Co definuje uspésného manazera v RA?

Strategie
Kreativita
Poradnirole
Mentor

Komunikuje napfric
vSemi urovnémi
organizace

ostatnich oddélenich

__akli¢ovych internl’ch\a
externich zakaznika

/

Motivuje, rozvijia

podporuje tym, aby\
splnil své cile

Zachovava klid pod tlakem
Ma projekty a aktivity
—  ostatnich pod kontrolou

/
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Leadership v Regulatory Affairs (1)

Horizon scanning.

Ocekavat neocekavané a védeét,
jak reagovat.

Healthcare Regulatory science.

Business mindset.

e Vidce (Leader) Growth mindset.

e Vizionar
. Horizon scanning is a set of
{
Podnikatel activities to identify key
e Inspirativni innovations in science and
technology that are likely to
impact regulatory systems.
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¢ Vzor (Role model)




Leadership v Regulatory Affairs (2)

» Jeleadership v RA odlisny od ostatnich odvétvi?

* Pokud ano, proc?

ADAPTABILITY is the ability to
v 1 e e e change (or be changed) to
e Kaz d d fl rma ] e ] INa fit altered circumatances.

* Kazda RA organizace se jina

* R0zné firmy maji rizné pozadavky a

potreby

“It is not the strongest of the
* RuUzné firmy jsou v jiném stadiu vyvoje species that survives, nor the
most intelligent. It is the one

SCHOPNOST ADAPTACE most adaptable to change”
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Leadership v Regulatory Affairs (3)

* Transformation&Disruption
* Vedenizmeén

* Vize&Mise

* Strategie&Roadmap

e (Cile&KPI&Metrics

e Rizenirizik

“The Comfort Zone”

* Rozvoj organizace (building capabilities)
* Succession plan&Rozvoj talent(
* Krizovy management

* |novace

Disruption is: “to interrupt the normal course or unity.”
Transformation is: “a thorough or dramatic change in form
or appearance.”




Strategie&Roadmap (1)

“The direction an organisation takes with the aim of achieving future
business success.”

Zdroje & Dovednosti & Znalosti & Finance

Soucasny stav organizace
Corporatniidentita (mise, vize, hodnoty)
SWOT

Navrh strategie (moZnosti)

Cile

Komunikace strategie

Implementace strategie

Follow up

ON OV AW NP

https://www.managers.org.uk/knowledge-and-insights/resource/developing-strategy/
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Strategie&Roadmap (2)

1.

Flexibilni — adaptace na zmény, v souladu s korporatni
misi, vizi

Odpovidajici (Responsive) - reflektuje na situaci na trhu
Kreativni — unikatni — odlisna od ostatnich

Predstavujici vyzvu (Challenging)- je zdrojem inspirace a
motivace

Realisticka — uskutecnitelna

Zamérena (Focused) - jasna, definovand, explicitni
Poutava (Engaging) - v souladu s organizacni strukturou

a hodnotami
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Priklady



Otazka nakonec

Podepsali jste smlouvu pro pozici: Global RA leader

Co si myslite, Ze bude Pro Vas nejvétsi vyzvou?

Followers will never know
how hard the leader tries
to create path.




Shrnuti

LEAI]ERSHIP Vs. MANAGEMENT

A Leader

“A person who leads a group of people, especially the head of
a country, an organization, etc.”.

A Manager

"A person who is in charge of running a business, a shop/store
or a similar organization or part of one.”

Oxford Dictionary



Dékuji za pozornost.




