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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, 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 subrit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION 1 
Procedures designed to prevent microbiological contamination ofdmg products purp01ting to be sterile did not 
include adequate validation of the aseptic and sterilization process. 

(b)(4)
1. The 

(6)(4)has a total of <6H4> none ofwhich can.l?s 
(b)(4) sterilization cyde,"Ieaving Cb><4> aunng this cycle. 

2. Your investigation PR#3191411 , which investigated failed sterilization revalidations was 
inadequate. 

a. The first'l6><4 
> revalidation, which failed on Ap1jl 4, 2025, hacf><-O positive growth biological indicators. Your 

investigation concluded that the failure ofthe firstCb><4
> revalidat10n was due to a "rouge phenomenon" of 

biological indicators, lot <bR
4
> used in the 'CbH

4> cycle without providing scientificjustification or evidence to 
support this conclusion. You conducted a "test nm' on Ap1il 17, 2025, on the sam~ Cb><4>7 and used the same lot 
ofBis, which, after incubation, showed no growth. 

Your repeat of the revalidation perfo1med on Ap1il 30, 2025, also failed, with 'll>H
4
~ positive Bis, which was again 

attributed to "rouge phenomenon". The same lot ofBis used on both the originah evalidation and the "test nm" 
were used for the April 30, 2025, revalidation. 
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Your repeat of the re-validation on May 10, 2025, of the(b><4> cycle also had 'tb><4> biological indicator show 
growth, which was within your acceptance criteria ~ % are allowed to show growth). No ftuther investigation 
was conducted. 

Additionally, you did not notify your customer the results ofyour faileq(bH4> revalidation perfo1med on Apiil 4, 
2025, until Apiil 28, 2025. No notification was given to your customer info1ming them of the second failed 
revalidation of the '(bH4> cycle on April 30 2025. Per our Quality Agreement with your customer, you are 

4required to provide notification withiu (b) C> 

b. The deviation investigation did not evaluate the potential impact on product ste1ility assurance or assess 
4whether other 'tb> C> cycles pe1fo1med dming previous tirneframes were affected. Your investigation did not 

4consider previous validation failures for this (b) C> for example the '(bH4> validation failure which occuned on 
December 13, 2023, with'.l6>C4) positive Bls. After this failed revalidationm 2023, you made no contact to your 
customer info1ming them of the failure. 

3. Smoke studies ofaseptic processing areas are deficient: 

a. Smoke studies were approved by the Quality Depaitment that showed first air was dismpted above sterile 
surfaces and sterile components dming inte1ventions, such as: 

(b) (4) l'b><41Filling Line: Assembly of the ------
b. Fillin° Line(bH4 

>exchange o~ (b)C4 
> is demonstrated in the smoke study using forceps to reach over the 

exposed (bH4> for the removalof (bH4> however, on September 25, 2025, we obse1ved the 
replacement of_____on Lin~C6><4jusmg _____ even though forceps were available for use inside 
the aseptic filling area. 
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4 c. Your fnm lacks a smoke study for the~:~ inte1vention we obse1ved on September 23, 2025, where the CbH > 
4 4 

Cb>< > ~ Iand an inte1ve11tion to clean directly beneath the Cb>< > was perfo1med. This inte1vent10n 
4has also been ocumented in batch <b>< > record, recorded on August 25, 2025. 

d. Your fnm lacks dynamic smoke studies in the Grade A area.------
4e. The smoke studies were conducted using smoke generated from 'Cb>< > There has been no demonstration this 

system can produce neutrally buoyant smoke. 

44. The media fill on Cb)< > fillinr lin:Joes not represent campaign filling length for this line. Media fills for 
6 4 4the past two years fiI a maxmmm of < >< > vials over the course ofapproximately <b>< > However, we 

4 4overse1ved an active campaign for this line ofover (b>< > vials spanning the course of CbH > Media fills 
4include a line down time of (b)( l however, in a campaign the line down time between batches is m 

(6)(4) 

45. The media fill conducted on the sterile Cb)C4J line in the CbH > media, while 
actual production operations on this line invo ve processing and fil mg sten e___..,.....,.__.... products. You 

4have no assurance that CbH > will contact inner surfaces of all eguipment in a representative way and can flow 
4through the equipment tram m the same manner as your Cb> <> diug substance. In addition, media fills for this 

line constitute only half the number ofmanipulations and half the length of a n01mal batch, for example, we 
4obse1ved Batch <b>< > with an anticipated fill size of~l bag_s, in production on September 24, 2025, while all 

4 4media fills for this Cb>< > over the past two years only fill Cb>< > into l:: bags. 
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OBSERVATION 2 
Procedures designed to prevent microbiological contamination ofdmg products purp01ting to be sterile are not 
established and followed. 

41. Aseptic behavior procedure SOP-01007, which describes avoiding reaching the (bH > over sterile -----surfaces and open containers, was not followed. For example: 

4 a. On September 23, 2025, at aer.roximately 10:13 am, while fillin7atch {Cb>< > we observed an operator on 
4

CbH > Line, using non-ste1ile Cb>C
4> to operate the Cb)<

4> reacfi over exposed vials which were later 
1 

fifled and not rejected. 

On September 26, 2025, at • --...'"' dming the filling_Qf_batch we obse1ved our 
4or using the non-sterile faulty <bX > --i. During t e mte1vention the 

4reached over the newly . __ d'(bH
4> already installed sterile CbH > --

c. Durin~ set-up of the aseptic filling line for on September 19, 2025, the operators used 
the (b <-O directly above the exposed _____. 

4 _2. Aseptic filling occuned using Cb)< > that failed their integrity test. QA does not review the 
4

lb>< > integiity test results. For exampl_e_: -- ---

4 
. Cb>< > ase ~ --~ -0 integi·ity testing, were first tested 
4
<> ran-a _________ heh7ntegi·ity test. Onl as retested on this day 

cfagai'iLNo ftuther action was taken and the __.. were used during aseptic filling of subsequent 
batches. 
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4 4
Cb>C > .--~-• additional Cb)C > integrity testing was perfo1med. Cbwr7 failed four more times and 

4failecl once. No finther act10n was taken, no more retesting was conclucted, and the CbH > were used 
OW1llg aseptic filling ofsubsequent batches. 

4On Cb> C> failed four more times before a passing result was repo1ted on the fifth ---,-----------attempt. 

4 4 4 4Cb) C> aseptic filling line r--Cb> c integiity testing, Cb> c> were first tested Cb) C> 
4failed, was retested, and failecfagarn. No finther action was taken and the CbH > was used cturin.- g-­

aseptic filling of subsequent batches. 

(b) (4) On failed the integi·ity testing. No finther action was taken before filling of --------subsequent batches. 

(b) (4) On failed the integi·ity testing. No finther action was taken before filling of 
sub""se_q_u_e_n-t batches. --------

4 (b) (4) c. CbH > integrity testing data could not be located for the ~!~ line for ------ -----------
4 43. On September 20, 2025, dming set-up for aseptic filling of <bR4 

> batch t{CbH > on line l!: the CbH > covers 
used to protect the C::<bX4 

> Iwere obse1ved to be generating fibers in the fiI mg area. Visible fibers were 
obse1ved on the covers. When the covers were removed, fibers were shed near the <6><4> . After th_tll6><4> 

CbX4 
> were installed, there were two visible fibers on the tubing that transfers the product to the CbH4) 

4On September 23, 2025, aft.er the set-up for a~tic filling of~ (b)(4) batch {CbH > on line ~aa visible fiber 
was obse1ved on the tubin° above the._, CbH

4> A tom H
4 
> bag with tools near t e area where open vials 

would pass to the (bH
4 
> had visi6Ie fibers m the area where it was tom 
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When new, unused Cb><4> covers were insr cted, they were observed to have loose fibers on them. The same type 
ofcovers are used to protect Cb)<4 

> and the end oftubes used for sterile connections for all aseptic filling 
lines at this site that are being used to manufacture US market product. 

4 4The Cb><41 1ine implemented these bags on CbX > and all other lines implemented these bags on CbX > 

<bx.. , . Your film's chan°e control failed to adequately evaluate the potential impact of implementing Cb><4> 
bags with Cb)<4 

> (Change Controls 003543 and 005374) on particulate contamination in your sterile 
manufactunng envll'onment. 

OBSERVATION 3 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the equipment to 
produce aseptic conditions. 

1. The cleaning process for the aseptic filling RABS includes <6><4> to wash Grade 
ARABS smfaces, equipment that cannot be removed from th""e-=RAB~-s- ,-r-em- o-va""'b~l, ...e Cb><4> and Cb)<4>-----

(b) (4)b. are inst • RABS. dming cleaning 
(b)(4)RABS. ere are insid low the to exit t e area. The where 

the_____.... are o y 1S1nfected_______ 

4c. The cleaning with '6X > results in standing'.l6><4> inside the RABS . There is no assurance the equipment 
attached to the base of the RABS is sufficiently sealed to prevent ingress of'l6><4> that cannot be effectively dried 
or disinfected. 
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e. Environmental monito1ing investigations have attributed the presence of Gram negative, organisms 
4recovered in the Grade A areas during batch filling to residual lbR > after cleaning. For exam...p-..-e-: --

4-Investigation #2914203 resulted in the rejection of batch { CbH > aseptically filled on,line 
when surface monit01ing sample at the CbH4) between the CbR~, and stoppe1ing had~~ CFU, which 
were identified as Methylobacterium radiotolerans and Sphingomonas melonis. The root cause was attributed to 

4remaining moisture and insufficient diying following cleaning with :tt>X > . 

-Investigation #2797826 identified Methylobacteriu.m rhodesianum from a Grade A settle plate dming aseptic 
4filling of batch Cb>< > ti CbH4) Residual moisture from cleaning contributed to the identified root cause. 

42. ~ is similarly used for washing smfaces ofthe CbH > Investigation #3108971 was opened 
whenmCFU ofMethylobacterium was found on \UJ\~ I near the stoppe1ing bowl following 

4 4 
CbH batches d Cb>< ~ dming sampling on Januaiy 14, 2025. The root cause was 

4 6 4attnbuted to Cb> <> on the madiiiie floor' that were not completely removed after cleaning of the < X > 

4 (6)(4)ai·e no Cb>< > on aseptic filling lines __.. .______ -------

OBSERVATION 4 
Equipment used in the manufacture, processing, packing or holding of di11g products is not of appropriate design 
to facilitate operations for its intended use and cleaning and maintenance. 
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4
1. ----,---. Cb>< > - -.-----........, in subloops, is distributed from the subloops to use points inside 

4the aseptic fiffing mes for cleanmgpm (b)(4) pjP.ing that is up to <bX > long. Following use, the 
4

piping is .--.- Cb>< > -~.--- There is no assmance this is sufficient to 
adequateiyf><4> the entire length ofpiping. Tliis piping is not sanitized. 

4Microbial testing data from these l'b> <> distribution points at the end ofthe._ ~>_<4}__ pipin~ have identified 16 
action and 31 ale1t level results since Jlme of2023. These have commonlyfcieiiufied '(b> <4>J somce, Gram negative, 
biofilm fo1ming organisms, including Ralstonia, Methylobacterium, Sphingomonas, anaBradyrhizobium species. 

Investigations have identified deficiencies in this design, but effective conective and preventative actions have 
not been implemented and the investigations were not extended to all use points with this design. For example: 

a. Investig~tion #2778557 dated October 24, 2023, for excmsion at point Cb><4> in the filling Cb><4> for the 
sterile Cb><4>---i identified Bradyrhi=obium dentri.ficans. Contamination ofthe piping between the subloop 
and use pomt was'T&ntified as a potential root cause. The investigation stated a Cb)<4 

> sanitization frequency 
would be implemented. This sanitization was not expanded to other use points with the same design. 

4 6 4b. Investi0 ation #2950023 and #2868221, for repeated excmsions ~oint :tt>X > in the < X > used 
Cb><4> to inspect the internal piping and found residual Cb><4>_1after the Cb><4> process. The use of the 

Cb><4> to inspect all piping with a similar design was not conducted as prut of the investigation. 

2. Cb><4> is also distributed via Cb><4> pipingfrom subloops to be used for cleaning applications. The 
Cb><4> p1pmg sections are not sanitize Cb><4> 7and there is no assmance the Cb)<4> is 

4effective. Microbial monit01ing data shows aie1t and action results identifying Cb> <> Gram negative, 
biofilm fo1ming organisms. 
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OBSERVATION 5 
There is a failure to thoroughly review any unexplained discrepancy and the failure ofa batch or any of its 
components to meet any of its specifications whether or not the batch has been already distiibuted. 

4>1. Investigations into foreign material obse1ved iil Cb> C7 products did not thoroughly evaluate the paiticles or 
their sources in the manufactruing environment. 

(b) (4)a. The repeated presence ofextrinsic foreign pai·ticles in products was not thoroughly investigated to 
identify sources and implement effective preventive actions. The mvestigations repeatedly attributed extiinsic 
paiticles to inadequate gowning inside the Grade C area and inti·oduction ofext1insic pa1ticles where filling 
machine paits are packaged before1 CbH4'7 and transfer into the filling lines. These included: 

4>-Confnmed complaint received Mai·ch 12, 2025, investigation #3152302 for r5x7 batch #PbR4>7 
manufactru·ed Febma1y 1, 2024. There were two vials with fibers, including one consistent with hair and one with 
1 CbH4> I identified to be of biological origin. 

-Deviation investigation DEV-000007 for 1 CbR4>1 batch #( <bR4>7 manufactru·ed April 3, 2025, identifying a red 
fiber. It was identified as extiinsic as there is no red fibers in the manufactru·ing environment, but there was no 
specific characte1ization ofthe fiber perfo1med. The investigation states it was likely associated with personal 
clothing under the phaimaceutical gowning in the Grade C area. 

-Deviation investigation DEV-000175 forr----CbH4> .J batch #r<bR4>7 manufactru·ed May 11, 2025, 
identifying a fiber that was1 CbH4> Iin natm·e and associated with an extiinsic biologic source. 

-Deviation investigation DEV-000004 for media fill ~ filled June 16, 2025, identified1 Cb)C4 
> I 

fibers of an extiinsic source. 

b. Deviation investigation #2722111 was opened for exceeding the visual inspection limit for foreign paiticles in 
1 <bX4>-----i. batch #rCbx4>1 . Visual inspection identified fibers and flakes that were not characte1ized to identify 
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their composition. 

The investigation identified fiber pruticles could be generated from transfer tubes, '(b)<4 
> material, or wiping cloths, 

but took no actions to investigate or address any of these potential sources. 

c. Deviation investigation #3200471 was opened for failing AQL during Cb><4 
> lbatch #rCbx4>7 with 

visible particulate in~~ vials. The investig7 n identified the foreign pa1t1cles to bel Cb><4>7 There was no 
4thorough evaluation to identify otherr Cb1<> fiber sources in the environment. The mvestlgation attributed a 

potential root cause as the wipes usedin the aseptic filling area. No ftuther evaluation ofthe wipes was pe1fo1med 
to confnm if they are made ofa mate1ial consistent with the fibers obse1ved in the vial or whether these wipes ru·e 
approp1iate for use ifthey are generating fibers. 

6 4d. Confnmed complaint investigation #3128556 was opened for 1 <X >7 batch#~ when the customer 
identifiedm vials with fibers, 3 vials with black pa1ticles, and 2 vials with red pruticles in a distiibuted lot. The 
investigation identified the use offace masks in Grade C during equipment packaging as a potential source of the 
fibers, but there was no characterization of the masks to confnm they were consistent with the fibers in the vials. 

6 4 4 e. Confnmed complaint investigation #3172369 was opened for < X > batchlj (bR > when the customer 
identified two vials, each with a fiber. These were identified as Cb><4 

> with a potential source 
identified as introduction dming packaging offilling machine pruts. There was no fmther evaluation of this 
process to identify the source and implement preventive actions. 

f. Deviation DEV-0000004 identified'(b)<4 
> vials with fibers in them during media fill #rCbx4>7 . The fibers were not 

chru·acte1ized to identify a source. 

42. You had four different OOS assay results for I <bR > I and each was attributed to laborato1y enor. 
However, you were not able to identify the specific laborato1y enors. The OOS results were invalidated. For 
example: 

4a. Root cause investigation PR 2764214, during release testing of theI CbH4 
> ISte1ile, Batch # <bR >-------
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obtained out-of-specification results for assay. 

4 4>b. Root cause investigation PR 2527928, dming release testing of DS Cb> C> Sterile, Batch #( CbX 7 
4and <b>< > obtained out of specification results for assay. -------

(b) (4)c. Root cause Investigation PR 2743540, dming release testing ofth ---------obtained out-of-specification results for assay. 

3. PR 3061153, '\C6H4>7 cFUs detected upon smface monitoring" opened November 18, 2024, was 
4 4assigned a root c~ a hole in L CbH> where smface sampling found t6> <> CFUs from the sample 

taken at the end ofa Ctimribatch campa1~ the Cb)C4J This sample was taken on November 6, 
2024. You replaced thed amaged CbH4> on November 15, 2024, after the plate reading. You 

4 released the 'Cb> C 
4> batches made on t at campaign, per yom investigation "environmental monito1ing for all Cb> <

batches was reviewed. This did not result in the detection ofany other CFU for all class A monitorin . " Y om 
deviation investigation did not evaluate the potential impact on product sterility assmance of thet6><4J batches 

4produced dming the campaign, or assess whether other batches, such as 'Cb)<> batches, CbH4> 
which were produced using the damaged. CtiH4>7 from November 6, 2024, and November 15,.., ·2-·0·""'2·-4,_, -w-e-re-
impacted. 

44. On (6)(4) the customer CbX > held a call with a QC product specialist to explain a request for 
retain samplesl:or____ Cb><4> The customer repo1ted they were investigating 
stability results for assay. There was no rnvestlgatlon opened in the quality system. 

Additional follow-up communication on confumed the customer was investigating a failed 
stability assay. This ultimately led to a recall by the customer. No investigation was opened to investigate whether 
the manufactming process at this site was related to this stability failme or whether other batches may be 
impacted, including batches potentially distributed to the US market. 

OBSERVATION 6 
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Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

1. The Cb><4>.....---. has no viable air monitoring near the filling zone, where the intervention to add 
4product to the Cb> <> 1s pe1fo1med, or in the stoppering area. An interoffice memo cited antimicrobial properties 

of the product to Justify not performing viable monitoring of these areas. 

No studies have been performed to identify inactivating agents to be used in the air and surface monitoring media 
4that is used in the <bX > . 

The memo also describes not performing non-viable particle monitoring near the stoppering station or prior to the 
start of operations in the'Cb><4 

' filling area due to risk of damage to the equipment, without explaining how this 
would cause damage or JUstilying the lack ofdata for critical ar·eas. 

4aseptic filling line the non-viable particle counter is located approximately '6X > from the ~ 
___ There is no non-viable particle counter in the ar·ea with the stopper bowl. 

There is no settle plate in close proximity to where filling or stoppering occur. The closest settle P.late is on the 
Cb><4'7 above the level of the conveyor.and not near·where interventions occur for either the Cb><4 

-01-· s-to-pper~owl. It is located approximatelylb><4> from the conveyor. 

4 4 (b) (4) 3. On filling line <bR > the non-viable particle counter is located approximately lbR > from the------There is no non-viable par·ticle counter in the ar·ea with the stopper bowl. 

There is no settle plate in close proximity to where filling or stoppering occur. The closest settle P.late is on the 
Cb><4 above the level of the conveyor and not near·where interventions occur for either the Cb><4 

or the stopper bowl. 

The (bH
4> where (b)(4 vials accumulate before transfer to the Cb)C4l does not have any settle

(b)(4) -----plates. Active air is on y taken ------
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are not monitored dming routine batches. 

4. There is no viable monito1ing from the end ofset-up of the aseptic filling line until the strut of filling. For 
4 4example, during (bX > batch ef.CtiYr J on September 19, 2025, the viable monito1ing plates were closed at 

4 4
Cb>< > after installing and exposing ste1ile surfaces including the Cb>< > stopper bowl, stoppe1ing track, 

4 4 
CbH > stoppers. Viable sampling did not resume unti Cb>< > at the strut of the aseptic filling 

5. There is no viable or non-viable monitoring when the RABS to load and pe1fo1m initial -------placing of the filling equipment. 

4 46. On Se~tember 23, 2025, dmingf M<4 
> batch { Cb>< > an operator sprayed tb>< > disinfectant above a settle plate 

on the Cb><4 before ,u,w 

OBSERVATION 7 
Laborato1y controls do not include the establishment of scientifically sound and appropriate sampling plans 
designed to assure that in-process materials confo1m to approp1iate standards of identity, strength, quality and 
pmity. 

Your furn failed to collect samples for bioburden analysis from the CtiJC4J bulk solution dming routine 
commercial production. The following are some examples of the products manufactured without bioburden 

4analysis prior to any <bR > process: 

(b)(4) 

(b)(4)
Cb>< 

4r--img/mL, ~l mL vials- The bulk compounded solution is 
Cb><4> collection ofa bioburden sample. --------------
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mg/mL, ill]mL vials- the bulk drng product is _________Cbn_<"_> _________ 

t e collection ofa bioburden sample. ---
OBSERVATION 8 
Equipment and utensils are not cleaned and maintained at approp1iate inte1vals to prevent contamination that 
would alter the safety, identity, strength, quality or purity ofthe drng product. 

41. On September 19, 2025, the following was obse1ved in the CbH > during the filling of C6H4> batch 
t(CbH.il) ------

c. A sealant had been applied to the filling machine that created rough surfaces. 

used for tbH4> of the C6><4> 

4f. As the machine moved, there was Cb)< > contact with a Cb><" used during ------ -------
2. On September 23, 2025, the following was obse1ved on the~~ aseptic filling line after it had been set-up for 

<bR4> batch ti Cb) <4> 

a. There was taped on labels on and the stopper bowl.-----
b. The__(b_>_<"'__..... below the HEPA filters haq (b><4>7 residues along the edges. 
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OBSERVATION 9 
Your fnm failed to establish adequate w1itten procedures for production and process controls designed to assure 
that the dmg products have the identity, strength, purity, and quality that they are purpo1ted or represented to 
possess. 

(bJ(4) (b) (4) I is I stoppered Cb> <4> _J Process validation studies have 
(b)(4)not mcluded'""aiiy'l lto"dete1mme whether via s throughout the 1 Cb><47 are 1 Cb><4>7 

(b)(4) 
I I 

I 
(b)(4) [has not been conducted dming process validation studies for any of the other US market 

\UJ\'t) lproducts. 

OBSERVATION 10 
Procedures for the preparation ofmaster production and control records are not followed. 

Your Quality Unit (QU) failed to ensure adequate document control over GMP paper records. Inspection of 
destmction boxes located throughout Production and Laborato1y areas identified the following: 

1. SOP-03433/64 Anlage 5.2 Cleaning and Disinfection ofthe Ste1ile Area r <bR
4>7 _This 01iginal document, on 

pink ste1ile paper, included a sign off with initials of a Production operator documenting cleaning activities after 
maintenance activities on August 1, 2025. No record of this document was able to be found, other than the 
original which was obse1ved in the destmction box. 

2. Original copy_of Audit Trail review, dated: Ju__!y 26, 2025, for the Cb><4'7 integrity testing device in pha1ma 
production suite~~ dming the production of <bX4 

> batch noJ <bX4 
> !. was obse1ved discarded into the destmction 

box. A copy was reprinted, dated: August 04, 2025, by the quality unit representative and no reconciliation of the 
original document was perfo1med. 

(b) (4) 3. Original copies ofcleaning qualification protocol ofj I in l (b)<4> lroomCb><4 enclosure 
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02 and enclosure 03, with data completed and was obse1ved discarded in the destmction box with no quality 
review or reconciliation. 

4. Pa1tially completed microbiological analysis fo1m, perfo1med on September 04, 2025, for recovering of 
objectionable organisms and personnel monitoring with results were obse1ved 1ipped and discarded in the 
document destmction box- r --ct>x4> Istored in room r<bX4>1 . Toe document was reprinted, and the data 
was t:ransfened with no reconciliation of the 01iginal document. 

5. Original copy of Analytical worksheet-:-- Fo1m- Raw Data Sheet- Imaged Capilla1y Electrophoresis 
[ Cb><4 

> jDP1 Cb><417 vial Cb><4 
> rJ.Dmg Substance, effective date: July 02,2024, 

6 41was observed1n the document destmction box- I 'u"~' stored in room r <x 7 . 

6. Multiple copies ofyield calculation ~ e that differed from the 01.iginal resulte. d data, dated: Jl.!!J. 11, 2025, for 
the sterile dmg_product, L_ Cb><4 

> Dir----Cb><4 
~ vial Cb><4 

> mg/vial, batch no: rCbx4> l. product 
number:1 CbX4> ·7 _manufactunng date: November 11 , 2024, was obse1ved discarded in the destmction box. 

(b)(4)7. Unused copy ofDoc no: I l Cleaning instiuctions, were obse1ved with post-it notes attached. 
The document was discarded without any quality review and reconciliation. 

8. Unused copies of Controlled Fo1m ID#CF- DOC-46531, Ste1ilization Protocol Document, \Yere obse1ved in the 
4>document destruction box- r::76X ---i. located in the office outside the Pharma Production 1 ~~ manufactming 

suites. 

9. Training confirmation sheets, for the training perfo1med for multiple employees on various subjects, including 
use of the OPMS system, OEE tracker etc., were obse1ved in the destmction box with no reconciliation. 

10. An inte1mediate discard bin, stored in room CbX4> Supe1visor 's Office located in the Production Area, was 
obse1ved on September 18, 2025, with what apperu·ed to be tom GMP documents. The bin was locked, and no key 
could be provided on this date. This bin was emptied before the contents could be inspected. 
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OBSERVATION 11 
The quality control unit lacks authority to review production records to assure that no e1rnrs have occuned. 

The odginal batch recordr(bw>7 was revised on several occasions without Quality Unit knowledge or approval, 
by the Production department to fix errors, such as missing times and missing signatures. This batch record was 
obse1ved to have serval ai·eas flagged for conections or addition of missing info1mation, located in the Production 
Supe1visors Office. These conections are recorded on uncontrolled fo1ms, and similar flags, and uncontrolled 
fo1ms were obse1ved in the discard bins. 

OBSERVATION 12 
Buildings used in the manufacture, processing, packing or holding of diug products ai·e not free of infestation by 
rodents, birds insects, and other ve1min. 

On September 18, 2025, a crawling insect, which your pest control contractor identified as a forest cockroach, 
was obse1ved in room:cti>(4> the Grade D area sunounding the r Cti>(4>1 used in the sterile1 (b)(4)---i area. 
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9/18/2025(Thu), 9/19/2025(Fri), 9/22/2025(Mon), 9/23/2025(Tue), 9/24/2025(Wed), 9/25/2025(Thu), 
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