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Sadrzaj WHAT? WHY? HoW?

** Subjekti u farmaceutskom lancu snabdevanja

** Monitoring uslova tokom skladistenja i transporta

** Poverene aktivnosti u farmaceutskom lancu snabdevanja
*» Standardi i smernice za regulaciju poverenih aktivnosti
+ Alati i tehnike u upravljanju rizikom

** Kriticni incidenti u farmaceutskom lancu snabdevanja



Subjekti u farmaceutskom lancu snabdevanja
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Kako pratiti uslove u
farmaceutskom lancu
snabdevanja?

SKLADISTENJE TRANSPORT
- temperaturno mapiranje - temperaturno mapiranje
(skladista, materijalka, frizideri, (vozila, cold box...)

hladne komore
) - kvalifikacija transportne rute

_ redovni monitoring - data Iogeri (u tercijernom
pakovaniju)
Kontinuirani - : .
-- Zapisi o primopreda;ji
Diskontinuirani

- Zapisi o primopredaji



Osetljivost proizvoda na
temperaturne uslove

OSETLJIVI NA POVISENU
TEMPERATURU

Deep Freezer (DF) 300 Itr :
Ice-Lined Refrigerator(ILR) 300 Itr
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Pakovanja za otpremu

Pomoc¢ni sistemi uz tercijarno pakovanje sa ciljem odrzavanja temperature
tokom transporta.

Aktivni sistemi sa aktivnom kontrolom temperature kao sto su teretni
kontejneri za vazduh i vodu ili hladnjace

Pasivni sistemi bez aktivne kontrole temperature kao sto su izolovani
kontejneri od polistirena ili poliuretana sa ili bez rashladnih sredstava:




Data logeri




Aktivni data logeri

-~ = Hubs in warehouses = = = RE/NFC data loggers in the truck o = = = = = 2G hub and RF/NFC data loggers in the truck

1

R

integrated with boxes/pallets/containers SR,

1
1

\ o ’ BN Real-time access to thermal conditions in the truck
- <P & Loggers send data regularly to the cloud

2 History of the last 88 measurement ! {0 Optional battery and geolocation available for the hub
sent automatically to the hub
Temperature data
Geolocation data + inventory tracking
based on the hub's position

3 Localview of the data 4 NFCloggersin boxes

pes Hub and RE/NFC data loggers in the truck e [ [l NFC data loggers in the truck/integrated with boxes/pallets
| Ratithatinte ! B The driver has real-time access : R Data accessible using NFC-enabled devices
- : to data on his PDA/tablet 4 Report sent to the sender automatically
% Possibility to send data to the cloud - proof of delivery
oe 2 Compatibility with different telematic

solutions such as TomTom Telematics

g o |2
\l :

5




+eota je outsousing? WE T N
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Poverene aktivnosti
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Outsourcing je poslovna praksa koja podrazumeva poveravanje aktivnosti,
zadataka, poslova ili procesa eksternim kompanijama u cilju smanjenja
troskova i povecéanja efektivnosti.

Outsourcing se odnosi na poveravanje poslova drugoj organizacji (,trecoj
strani” dok je offshoring poveravanje poslova organizaciji koja se nalazi u
drugoj zemlji.

Tradiconalni outsourcing se zasniva na poslovnoj taktici koja podrazumeva smanjenje
troskova i povecanje efikasnosti i fleksibilnosti

Transformacijski outsourcing se fokusira na inovaciji i poslovnim poboljsanjima, gde je
osnovni cilj zajednika poslovna promena



Organizacione promene u
farmaceutskom poslovanju

" Proesi liberalizacije i globalizacije

= Podsticaj konkuretnosti na svim

SUMMARY FIGURE

n ivo i m a GLOBAL MARKET FOR CONTRACT PHARMACEUTICAL MANUFACTURING, RESEARCH AND
PACKAGING BY SEGMENT, 2012-2019
. . . « o e ($ BILLIONS)

= Spajanjai akvizicije 200
= Outsourcing je nvajpog_odr)iji biznis s

model i deo uspesnih biznis strategija

£ 100

= Outsourcing je jedna od ® %

najkompleksnijih zadataka u

poslovnom svetu 0.
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[ Contract m anufacture of OTC and nutraceuticals
B Contract m anufacture of bulk and dosage form drugs

[ Contract research

[ Contract packaging

Choi TM, Wallace SW, Wang Y, Risk management and coordination in service supply
chains: information, logistics and outsourcing, Journal of the Operational Research

Society 2016; 67)2): 159-164 . .
BCC Research Pharmaceutical Report overview, Global Markets for Contract
Pharmaceutical Manufacturing, Research and Packaging, June 2015

https://www.bccresearch.com/market-research/pharmaceuticals/contract-
pharmaceutical-manufacturing-research-packaging-global-markets-report-




Outsoursing i rizik po
pacijenta?




Standardi & Smernice

= SO 9001:2015 Quality Management system
= |1SO 14 971:2007 Medical devices -- Application of risk management to medical devices
=|SO 37500:2014 Guidance on outsourcing

= Good manufacturing Practice- poglavlje 7
= Good Distribution Practice- poglavlje 7

- Tehnicki ugovori

- Kvalifikacija transportne rute

- Upotreba data logera

- Kvalifikacija dobavljaca

- Kvalifikacija kupaca



Rizici u outsourcing-u

<» GUBITAK STRATESKE KONTROLE

< SKRIVENI TROSKOV|

“ PROBLEMI U KVALITETU USLUGE

<* NEISPUNJENJE REGULATORNIH OCEKIVANIJA




Kako upravljati rizicima?

[Risk Assessment ]

Risk Identification

12
Risk Analysis

¥
Risk Evaluation

F Y

Risk Control |
Risk Reduction

) >

Risk Acceptance

unacceptable

Risk Management tools

Risk Communication Risk Review
Risk Communication |« acceptable Risk Acceptance

i Wamgomeu Pocess |

isk Management Process /

ICH Q9: Quality Risk Management




|dentifikacija rizika

1. UCiti iz proslosti Category | Rusk _
Operational: | R1- Poor infrastmicture and handling

. v e Storage and | B2- Delivery delay
2' Razumetl SadaanOSt distribution | R3- Poor service performance: failure in affaming an
e e . . , processes acceptable degree of responsiveness and flexibility
3. A“thlplratl bUducnOSt E4- Disorder of operations at the transition phase

R3- Medicinal products quality deterioration

Financial Ré-Unrealized savings with possible increased costs
R.7-Loss of customers due to the partner’s poor service

performance
Technology | R38-Poor information system infegration leading to failure
in product fraceability
Information | RO-Strategic and operational information leakage
Kategorije rizika u outsourcing-u: Related | R10-Latent information asymmetry between clienf and

service provider. (Wang and Regan 2002)
Relational R.11-Poor supplier relations: Poor morale/'emplovee issues
R12- Reduced customer/supplier contact

oy . R13- Conflicts of culture

= tehnicki Infernal R14- Poor contract (unclear) or poor planning of
outsourcing fionctions

u bihejviora|ni R.15- Poor selection of partner

R.16- Unrealistic or high expectations regarding the
service provide performance

R17- Lack of skills to evaluate, manage and monitor
outsourced functions

R18- Loss of control over the service provider

= administrativni




Procena rizika

Prospektivni alati

Undesirable Outcome

5 Almost certain

Procons Potential Fallure  Potential Effects K Potential o Current o
Fosotion Mode of Failure on E Cause(s) of c Process E )
(How the X falls?) Product v Failure c Controls T 4 Likely
. 2
£ 3 Possible
Py 2 Unlikely
| . . S g 2 o > 1 R
The FMEA process begins by identifying “Failure Modes,” the ways e
Failure A Failure B in which a product, service or process could fail wrt Customer E . e .
: < H ] £ g
Event1 Event2 Requirement. E] H H = 3
B ‘ 3 b ‘ L . . . . 1 2 3 4 5
' A project team examines every element of a service, starting from
1.00e-003 1.00e-003 prof Y. o g Impact
the inputs and working through to the output delivered to the
customer.
P Green = Low

Yellow - Medium
Orange = High (Major)
Sandeen LeanSiSigma Red - Critical

ow performance

[primary cause] PROBLEM




Komunikacija rizika
Bihejvioralni kontekst

Faktori kojiv ode ka uspeSnom outsourcing.u

“*Pouzdanost

*» Usaglasenost
*** Odgovornost o
** Fleksibilnost

+s» Bezbednost

** Empatija

** Sigurnost




Faktori koji vode ka neuspesnom
outsourcing-u

Nedostatak kompetentnosti zaposlenih

Odstustvo posvecenosti menadzmenta

Losa komunikacija

Razlika u organizacionoj kulturi

Razlicit regulatorni okvir




Focus ka kvalitetu
PDCA model

Table 1: Conceptual PDCA model of outsourcing in pharmaceutical

supply chain

PLAN phase - Project task |
T ! M
- Due diligence | "
- Risk assessment
s T Table 2: PDCA model for outsource of medicine transport
- Pha ma GEUtlca I mntrac" negﬂtlatlﬁn P - Project task - Risk/benefit analysis
. " - ili - T li luation i
DO phase - Regulatory requirements compliance e eeorance with ctoniity stody
. g . iati {cold chain)
(vanatlﬂns, HUdltS} agreement negotiation ) ;:nsc;;tlompany eloction
. . - Commercial and technical contract
- Phamaceutical contract execution drafts preparation and defining
responsibilities
- D'E‘ﬁnmg 'Df KPIS r'Ef'E'rr'Ed to D - Regulatory requirelme.nts - Defining of KPIs - example:
outsourci ng Dl’gan isation zl"dnifs')e‘e”ess (variation, _ ;E;On% of deliveries according to the
- KPlidentification - 0 % delivery with more than 15
CHECK thSE‘ - Follow Up 'Df KPls - Contract execution days late
- 0 % delivery with temperature
- Audits of service supplier on regular deviation
. - not more than 0.2% non compliant
b'35|5 product during the transport
H . . C - KPImonitoring in regular - KPI trends analysis
ACT phase - Objectives review beriods  Trnomert comony aud
. - Qutsource company
- Cﬂntract review audits in regular periods
_ DEﬁl’III’Ig, Imp|EmEl'It3tIDl'I a I"Id A : gz:lt:ar;\:ee:ew - Changes defining and execution
tracking of preventive and corrective - Corrective and preventive

action review- changes

Hctlﬂns defining and execution




Focus ka upravljanju promenama?
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Figure 2 — Outsourcing life cycle model
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