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ECA Foundation ! Eurapean [ 0] 1.7 current vercion Annes 15: In light of increaced knowledge and understanding from any b repeat the Full R is 2 waste of time & money Inlight of increased knowledge and underctanding From any
G Aszodiation changes during the project phase or during commercial production, the risk changes during the project phaze or during commercisl production, the risk
aszessments should be repested, as required. assessments should be ndapeed, 3 required,
Germany
ECA Foundation ! European a 0| A% production needs the allowance to have a retrospective low level Gualification some AZ-productions units were not qualified so far - but we need these A% - o, we | nfa
BF Azsociation have to allow 3 low level rekrospective Gualification
Germany
ECA Foundation ! European a O & harmonization with ISPE BG 2nd Rev. and ASTR E2500 iz required. Different requirements regarding qualifications in the EL and the U2 result in nid
BP Association E.q. inindividual cases—bazed on risk—qualification iz alzo possible without OG-, 18-, andlor OG-documents. plication of work, i.x., additional cxpendi in terms of time and maney.
The newer requirements in the I are vechnically zeund and good; the EU should
Gemmany adopt them or at least accept them,
ECA Foundation { European o [ 2.3 current version Annex 15 add qualification qualification projecks can become also comples The inter-relationship between d in compler q iom and valid
GF Association projects shaoult be clearly defined
Germany
ECA Foundation ! European a 0 General current version Annex 15 add ICH @12 and 13 to become state of the ark ICH @12and 13 should be implemented The relevant concepts and guidances presented in ICH @3, @3, @10, 211, @12 and
BF Azsociation 813 :chould alzo be taken into account.
Germany
ECA Foundation { European [ 0] 2.6, currcnt version Annex 15 add qualification chapter should als reflect qualification aspects o as qualification serice by third | Where qualification and validation protocsls or other decuments are supplicd by
G Association partics is state of the art a third party providing qualification amd validution services..
Germany
ECA Feundation ! European ] 0] 2.5 current vergion Annex 12 add qualification <haptar should alz reflact qualification azpects koo Any implications For the qualification and validation should be dizouzzed inthe
@F Association repart,
Germany
ECA Foundation ! European a 0 2.3. current version Annex 15 add qualification chapter should als reflect qualification aspects too The review and conclusion of the qu: atiom and validation should be reported
G Aszodiation and... ny subsequent changes to 3cceptance criteris should be scientifically justified
and 3 final recommendation made 32 bo the cutzams of the qu ication and of
Gemmany the validation.
ECA Foundation ! Eurapean a O 3.6 current verzion Annex 15 2dd qualifization PG bestz can alzo be tested in FAT where sppropiate and juskificd, documentation review and zomes testz could be
G Aszodiation performed at the FAT or sther stages without the need bo repest on site at
Ge-rmany IocPe ..
ECA Foundation ! Evropean a 0 3.1 current version of Anncx 15 only one reference to chapter 6 of the Eudralex, Wolume 4, Part |and ICH @2 (R2) and ICH @14 Yalidation of Test Methods are described in details also in ICH @2 [R2) and ICH @14 | All analytical test methods used in qualificaton, validation or cleaning excercises
BP Association should be validated accoring to chapter & of the Eudralex, Yolume 4, Part | and
Germany ICH @2 (r2] and ICH 814
ECA Foundation { European [ 0| W current wersion of Annes 15 differ between project change control and change control after the finlisation of qualification and Diuring the qualification and validation prajects the change control could be differcnt | During the qualification and validution projects the change contrl coulld be different
BP Azsociation walidation From that one in routine from that one in routine
Germany
ECA Foundation ! European a 012 Glozsary current wersion Annex 15 ad wtilities to the definitions of DG, & [and DG 25 mentioned in the chapter 3 of The documented verification that Facilities, systems, equipment amd wtil
BP Azsociation SUrrEnt wersion
Germany
ECA Foundation ! European a 012 Glozssary, current version Annex 13 ad 3 definition For functional specification as mentioned in 3.2 current version nfa
BP Azsociation
Germany
ECA Foundation ! Evropean a 012 Glozssary, current version Annex 15 anew definition For Ferformance Gualification like in the first version from 2001, The documented verification that systems and cquipment, as connected together, can
@F Ascociation which includes the check perfarm effectively and reproducibly, Based on the approved process method and
Germany product specification.




ECA Foundation { European|

GIP Azzocistion

2.5 current wergion Annex 15 add Tracebility akrix

tests iduntified in the risk assessments should be traceable in qualification protacols
snd raports

The inter-relationzhip between documents in complex qualification and validation
projects shoult be chearly defined and the bests traceable bo risk azsessments

Germany [Tracebility makrix]
ECti Foundation | European [ 0| 7 walidation of Packaging concrets reqarding process parameters in the packaging process CPPz and A2 zhould be bazed on risk ssesements coming fram the develapment
QP Associstion of the packaging process
Germany
EC:A Faundation { European 0 0[2.10 of current version Annex 15 mare details inwhat cazes 3 conditional approval can be pocsible, i.e camples Conditional spproval [.q. regarding missing documentation or...) to proceed to the
QP fssacistion next qualification skage can be given bo the next qualification stage can be given...
Germany
EC:A Foundation { European 33 33| To extend the concept of the “Walidation Master File",..... The new term may bring potential confusion that what does “Walidation Master File” | Suggest ta change “Validation Master File"to “validation master plan® to align with
QP Azsociation Ikiz not clear For what dosez "Walidation Mazter File' mean [XAZN] mean, whether o new bupe of document iz required. current version 1.4,
Germany
ECti Foundation | European B2 82| Please consider b allow For more than 3 manths oF conzultstion It iz 5 major seape change, and in order For ensuring proper snd eorrect raview and | Suggest bo provide minimum 4 months but ideslly & months
AP Association feed back mors time will make 2 huge difference. It iz known, that the commenting of
thezs imp idelingz are d via relevant or likz Efpia and
ISPE, which also should be given a fair chance to provide well worked thru comments
and slignment.
Gemany Explicitly the use of DMz within DE can pose 3 risk
ECti Foundation | European 1 116 | With the braader seape, this could open up For zome confuzion thraughaut the decument, E.g. like primary packaging - this will b twe | To give dlarity nla
QP Associstion completely different things For respectively DPYFE or DE
Germany
EC& Foundation ! European 0 O Manufacturing of ATPPs should alzo be included in the Scope of Annex 15 in part 1Y of EUGMP Guideline are oo less details regarding qualification and nla
QP Azsodiation validation
Germany
ECA Foundation ! Eurepean 0 O iz ezzential to securs consistency betwasn the future revigions of Annex 15 and Annesx 11 Possible evolutions of Annex 15 should be coordinated with the working greups in nla
@F Association The current versions - Annex 11:2011 and Annex 15:2015 - are relatively well aligned. charge of revising Anncx 11, Chapter 4 and Chapter 1.
Furthermare, in particular in terms of process validation, an appropriate slignment
Between Annex 15 and the Future Annex 22 must be achieved.
Germany
EC& Foundatian ! European 0 Of In zdditian b the comment before: Annex 15 pravides 3 qualification and validation zcheme - DG IG), O, PR - which iz uzed az akind | Without Annex 1 repeating zame of Annex 15 conkent (2o AT draft, zection 3), in nia
QP Associstion of "Foundation” by Annes 11 For computerized system walidation, zee Annex 11 draft [2025), zection 3.1, arder ta pravide sufficient Flexibility during praject execution, it is important to
emphagize that Annex 15 provides an overall qualification framework which can be
adupted as long as the qualification objectives are properly achieved.
Germany
EC#A Foundation { European 0 O For clarity and consistency reazons, it iz important to provide clear definitions of “critical itemsfazpects". &ETH E2500-25, figure 1- Adigmmend of S0EL, Lz SFFs and Siids de Sregvct | nia
@F Ascociation ity g Eaticnt Sofoty - provides 3 clear taronomy.
Far consistency, it would be grestly sppreciate if the Fubure Annes 15 could uze the
same tazonamy in arder ta secure 3n unambiguous understanding of the different
types of " oniticad dom
Germany WpE ol T anitia sam
ECA Foundation ! Eurepean L] 0] iz imp that Annex 15 the induztry b undertake its digital transformation, leveraging digital resources and digital Gualification and walidation should net conduct b an over decumentation of the nla
RF Association records for supporting qualification and validation activ performed activities. More over it should emphasize the electranic tools to be used.
Germany
EC:A Faoundation ¢ European wihile: the: objective is clear, this topic - Failing ta meet pre-defined acceptance criteria = should be carefully addressed; otherwise the | It should be clearly differentiated between qualification test incidents = ie. test cases | nfa
QP Azsociation rizk iz bo canze 3 compliance averkill. nak Fulfilling the best pre-defined acceptance criteria - and the handling of sut-of-
specification [DDE] test recults during aperation.
In the both cazes, the test incident must be investigated until itz rezolution, However,
the expected documentation cFfort and Farmality are not equivalent.
I 45 It would b helpful o consistently use 3 clear taxonomy For avsiding confusion; &.g.:
W commizzioning ! qualifization ! validation ezt incidents
2! 00 during speration [i.e. process is already validated].
Germany
ECA Foundation ! Eurcpean The menticned requirement regarding " redwrt procass @eralzement " ic cangigtont with FOA CPG T346.552 [version 2022), 4™ Everything improving betuesen the regul iz highly app nla
@F Azsociation 53 55 objective:
Germany " commitment 5 qualty dr phEmaseatical e nnomant




