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ClSTRICTADORES$ANO Pl'.ONE NUMBER 

FDNCDER/OPQ/OPMA/Division ofBiotechnology Manufacturing 

10903 New Hampshire Avenue, Silver Spring, MD 20993 
Email: OPMABLAinspection483Responses@fda.hhs.gov 

NAMEANDT111J! OFIND!VIDUAL TOWHOM REl'ORTISSUED 

Mr. Claudio Cescato, Ph.D., Head of Quality, Lonza Visp 

DATE($) OF INSPECTION 

10/20/2025-10/28/2025 
FEINUMBER 

3002930340 

STR!lET ADDRESSFl.RMNAME 

Lonzastrasse 2 Lonza AG 
CITY, STATE, ZIP CODE, COUNTRY TYPEESTABUSHMENr INSPECTED 

Drug .Substance Manufacturer CH-3930 Visp, Switzerland 

This document lists observations made by the FDA representative(s) during the Inspection of your facility. They are inspectional observations, and do not 
represent afinal Agency determination regarding your compliance. If you have an objection regarding an observation, or have implemented, or plan to 
implement, corrective action in response to an observation, you may discuss the objection or action with the FDA representative(s) during the inspection 
or submit this information to FDA at the address above. If you have any questions, please contact FDA at the phone numberand address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
The information provided by the firm does not conform to the{b)(4) ~cifically, in the 

H4> the(b)(4) drug substance (DS) shelflife iS(bH4> at :$(b><4> C. However, the 
shelflife applied to DS Process Performance Qualification (PPQ) batches (Batch(b)(4) and post-
PPQ batches (Batch(b)(4) waS(b)(4) 

OBSERVATION 2 
The(b)(4) (b)(4) integrity test procedure used for thc(b)(4) does not 
follow the vendor recommendations (documenC ,n versio~ or SOP CHVI-346656 v2.0 
'~H4> IOperation of(b><4> and Integrity Test of(b><4> 
~(4) {,'. For example: 

a. (b)(4) lversio11:(b><4> indicates to.__ _ __, <6H4> for test set-up. 
However thelbH4> or test set-u is in(b><4> per SOP CHVI-346656 v2.0 
Figure<bH4) 'he according to the guidance shown in\U)\~, 

the(b)(4) Manufacturing Executing System (MES) guidance for the operators. 
b. (bH4> 1versioij(bH4> "indicates that the(b><4> should be (bH4> 

____________(b>_c4_>______, _________This step is not 
inc.Jnde.dj n SOP CHVI-346656 v2.0 or in th1(b)(4) ¥ES guidance for the ope~ators. 

c. (b)(4) version(b)(4) indicates to observe and disregarofilill 7 that occur in the(bH4> 2 
(b)C4> (waiting time), and to observe the.._(b-)(4~>____]__ 

for:ci,>_m .-----(observation time). 
i. The(b)(4) lMES instructions indicate to start the timer immediately after the(b)(4) is 

(b)c4> ruicl.conduct the test for~ c4> 1£ohc:;er_vatio.n..time) witbou\ r entioning any 
. . . (MES . . ~ h (b) owa1tmg time mstruct1on patus1 
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ii. SOP CHVI-346656 v2.0 step(b)(4) includes an observation time o ....~>_<4>____!or more 
__-'wjthout mentioning any waiting time. 

d. CbH4> versionCb><4>indicates that the integrity test passes ifthere isCbH4> 
(b)(4) 

(b)(4) Th~><4> MES guidance for the o erators indicate that the inte~ test asses if 
(6)(4) 

OBSERVATION 3 
Process Parameters (PPs) are not adequately controlled within established ranges iDCb><4> DS 
manufacturing process. Specifically, PP deviations occurred duringr,><4> post-PPQ Batch(b)(4) and 
BatchCbH4>manufacturing, including deviations for Critical Process Parameters (CPPs). In addition, Batch 
H4> and BatchCbH4> ad out-of-specification (OOS) and borderline results, respectively, fol1"p,><4> I 

assay at release. The CPP deviations observed include: 

a. ~_<4> ---=---c-_batcfl(b)(4) outside proven acce table range on )(4) Stage): 
duringCb> <4> of productiorr>(4) ,step for Batch Cb> (4) (a CPP) waS(b> <4> f chwas 

e PAR ofn,)(4) ~ nd NO~ ofr,><4> for:ci,>~> 
hCbH4>andCbH4> exceedance forCb> c4>-------=~ ;--------
as per CHVI-626612): during(b><4> manufacturing for Batch 

atc%u4> _Jiad )(4) ~ Cb>~4> espectively which 
limit, andr)(4) halo,)(4) which exceeded the :'.SCb)(4)o ff(b)(4) 

limit. CbH4> fo~lbH4)___, and(bH4> are CPPs. 
C. (b)(4) Batch(b)C4> Excursion o:Ji(b><4> during'Cb><4> 

during the(b)(4) ste for Batchb><4> the (b)(4) was....r-ep_o_rt_e_d_ru_,Q(b)(4) 

the acceptable range iS(b)(4} Cb 4._____....;.--------
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. Batch(bH4>had(b)(4) 
the lower specification limit Cb> C4> 
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Batch(b)(4)had OOS(bH4> result ofCb> % at release, which is below the specification limit ofCb><4> 
1, ,. • 

result of(b)(4/ o at release, which is a borderline result that falls just 
_____Batch CbH4> assay 00S on 

OBSERVATION 4 
Critical material used to manufacture(b)(4) is-not tracked, maintained, or replaced throughout their 
lifetime. SRer.i:6r.::iJ1v._·______..., 

a. The(b><4> ~ grity Tester used fo~(b)(4) r------, including ther,><4> 
(b)(4) DSCb><4> Cb/\4) (SAP No: CbH4> installed

4"6etweeli1£e_,_____,_____-,...,Cb>< > to avojd,..". o~the product(b)(4) 
entering and damaging the instrument. The(b)(4) is not tracked or maintained 
and is replaced only when damaged. During the FDA inspection oftheCb><4> internty_te~t 
execution on October 24, 2025, a'(bH4> __________..., coming from the(b)(4) 
through the(bH4> r~hm~ approx1mately(bH4> Impact ofthe(b><4> 
in the results ofthe(b)(4) ,.------ ~ntegritY. test c_aruiot be discarded. .....,. 

b. The(b)(4) .---- instrument used to sea\(b)(4) ____,drug substance bags does not have a 
unique tracking number, and is not maintained or calibrated. 

c. The /h)/4) used for the CbH
4>'~------1or for the_(b_> <~4>~_.

1
!b> C4> do not have a preventative mamtenance program. The product contact part of the 
(b)(4) and replacedb c4> ] however, maintenance ofthe_(b>...;.<4""'">--:-:" 
~ t th is "failure-based" (they are used until they fail, and then they are replaced by 
a working(b)(4) The facility has a single spare(b><4> to be used as replacement for the,_~>_<4>___. 

""'4' used forI!>>m at the time ofthe ~ ection, there was no available working 
CbH4> compatible with the(b)(4) used forfu c4L !because the only spare(b)(4) had t ><4>l 
u.._ failure and was being repaired since July 9, 2025; a new~ <4> Ifor the(b><4> was or ered 

on October 28, 2025. 

DATES OFINSPECTION: I 0/20/2025 (Mon), I 0/21/2025 (Tues), I 0/22/2025 (Wed), I 0/23/2025 
(Thurs), I 0/24/2025 (Fri), I 0/27/2025 (Mon), I 0/28/2025 (Tues) 

________ 
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