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OfJf edure that is followed
the documented
v | Perience gained during
rJeveJr om [ and/or commercialization
0/ an| apprepriate, and authorized party. It
embodies both the transfer of documentation
and the demoenstrated ability of a
receiving unit to effectively perform the
critical elements of transferred
technology, to the satisfaction of all
parties and any/all regulatory bodies.
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MiCostiof falled batches.

N CriticaiNierRensuring successful
COMIMErcIal launcen.

s Reducesiloss of knowledge gained
~ through the development process.
m Reduces regulatory risk at a PAI.

m Essential to' ongoing manufacturing site
success.
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VEIGPIMENI Ol & robLISt ProCesSs.
iingralifol the data generated through
OpPMEN: &
Hrovjdmg operr'" user friendly
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documens:
® Ensuring that all parties are participating.
m Does the process meet operations needs?

m s the equipment compatible with the process?
m Are the compliance and regulatory needs met?
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\With technical gaps.

/eloor‘ﬁm wellldocumented
e dec N ents still relevant?
Fremediation.
nostile transfer.
= How accéssil:‘)!ie IS the production data.
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= A/ O cICT| agphf operations In the
| de elopment process.

m Full’evaluation of scope of transfer (site
to site).

m Scale-up prior to validation.



Iple)fe)e)/ tiansfer can be considered
SilNiFa receiving unit can
FeuUtigEly repreduce the transferred
PrOAUCE; pIiC e&@?— method against a

- predefined set of specifications as
agreed with a sending unit and/or a
development unit.



l@pjeciive of validation is to ensure and

demonstiate that all facilities,

PDrOCESS, 5/5r~rr , procedures and
equIiPmERt ‘ﬁ may affect the quality

~of frﬁ maceutical products operate
relial al djeproducibly.



Performan VIEtrics

SN lct gualiys(chemi al/phyS|CaI)
BYIEldsHeyeie times and cost targets met.
n \V/alideon batch success.

.C MMENC 0atCn SUCCESS rate.
l Analvitic r‘\] ICS.
m Successful PA I.
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