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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER ' OATE(S) OF INSPECTION 

ORA OPQO HQ, Room #2032 August 26th, 2025 •September 03. 2025 
12420 Parklawn Drive. Rockville, MD 20&57 
ORAPHA~ntcniational483rcsponscs@fdahhs.gov lFEI NUMBER -

30)5283245 
Industry Jnfonnation: www.fda.gov/ocfsndustry - J -N.AME ANDTITLEOFTNDMClUAL TO""'WH"'""'OM~ R=ep=o=RT~ ls~,=ss=u=eo~ -----------

TO: Dr. Rhonda Duffy, ExecutiveVice President and ChiefOperating Oflicer 
FIRM NAME STREETADDRESS 

Biocon Biologics Limited l BlockNo. Ml. M2 and M6. QI and W3, 20th KM Hosur Road 
CITY. STATE AND ZIP CODE . TYPE OF ESTASUSHMENT INSPECTED 

Electronics City Bengaluru,_K_am_ a_tak_ a._560_ 1_0_0,_In_di_·a_ ___ ...;:,__D_ru_g_S_u_b_stan_ ce_ _~anuf._ac_ ture_ r_ __________. 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY Tl-IE FDA REPRESENTATI\/E(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; ANO 00 NOT REPRESENT A ANAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING~ 
OBSERVATION. OR HAVE L\lPLEMENTEO. OR P1.AN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN 08SERVATIOM. 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 t-1'\VE ANf QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM~) ~ OBSERVED: 

FACILITIES AND EQUIPMENT SYSTEM 

OBSERVATION 1 

Written sanitation and facility maintenance procedures are not established or followed. 

Specifically, 

A) Th~'---,,------,----,.----·-- " .::..:..:_ ;process facility maintenance and cleanliness is inadequate for 
Grade C and D manufacturing areas. This includestli.e following deficiencies noted during the facility 
walkthrough on Au.,aust 26th., 2025: 

4<6><41·tanding puddle ~ithlnthe Grade C oom and adjacent =o tbe ~dtol. Li9.\!iill 
(b) <4 he Grade C ~ea, which houses the Grade BL (b:::,.ised for 

__________(b_H_, 4}lrug substance batches. ,______. 

2. A soiled mop labeled as "Grade D Area Cleanin " within the Grade C ><4 oom that adjacent to the Grade C 
batches. 5 rea, which houses the Grade B iJW__________________. g substance 

I,,ia<'}\ standing_p~ddle underneath the ~and 
4 (bH4>area.stem w1thrn 

4. Liquid standing puddle undemeathl,.____________~....J ank within_________. 
area. 
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Industry lnfonnation: www.fda.gov/ocfmdustry 
NAME ANO TITLE OF INDIVIDUAL T01M-IOM REPORT IS ISSUED 

TO: Dr. Rhonda Duffy, Executive Vice President and Chief Operating Officer 
FIRM NAME : STREET ADDRESS 

Biocon Biologics Limited ; Block No. Ml, M2 and M6, QI and W3, 20th KM Hosur Road 

crrv, STATE AND ZIP CODE ITYFE OF ESTABLISHMENT INSPECTED 

Electronics City Bengaluru. Kamataka. 560100, India ! Drug Substance Ma.nufucturer 
4

5. Large liquid standing puddle undemeath _________~_<..); ank within _I_______Cb_ 

area. 

6. A la~ire__stand.i.ne: ouddle o • ouid onJh.e facjlirdlooLoJJ (b) (4!irea near In-
process_...,______, (b)( 

4
~ nk (b)(

4~ ing to the Deputy 
Manager ofProduction. t e (bH4>•tanding puddle ofliquidislikeiYI (b)4 

11Ljtancting puddle undemeatlJ.!,__________;tank within______;mJ_ a. 

4
8.! (b)( !standing puddle underneath I (b)(jank within ;mJ rea. 

9. Liquid standing puddle underneath iY(4); nk within J ea. 
_lO~ Th.e,.e.fr ~ f~fing Units within the in-proceSlj ea, including 

4 ad visible 
stains on the pleated filter surfac ..es______ 

·--------

B) The:..._.,....,="""'___....,.-,--,--,--..,,.....,.,.,,--_ rocess facility maintenance is inadequate. This includes the 
followin deficienc noted duri_ng the facility walkthrough on August 26th, 2025: 
Thej R-llused forL ~ Jnanufacturing operations was leaking consistently 

with a container bucket placed directly underneath the leak. However, there was written notification or 
investigation into the leak until the current inspection. 
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DEPARTMENT OF HEALTtl AND HUI\IAN SERVICES 
FOOD AND ORUGAOIJIINISTRATION 

DISTRICT OFFICE ADDRESS ANO PHONE NUMBER i 01\TE(S) OF INSPECTION 

ORA OPQO HQ. Room #2032 iAugust 26th. 2025 • September 03, 2025
12420 Parklawn Drive, Rockville, MD 20857 
ORAPHARMinternational483rcsponses@fd.a.hhs.gov . FEINUMBER 

• 3015283245 
Industry Information: www.fda.gov/ocfmdusti:y . 
NAME ANDTlnE OFIN0IVJDUAL TO WHU\A REPORT =,s-,s=su-EO_____________, I ____ 

TO; Dr. Rhonda Duffy, Executive Vice President and Chief Operating Officer 
___ ___;__~ST=REET AOoRESS~ =-= ,-===-=-=======-----I 

FIRM NAME 

Biocon Biologics Limited 1 Block No. Ml, M2 and M6, Ql and W3, 20th KM Hosur Road 

CITY, STATE ANO ZIP CODE jTYPE Of ESTABUSHMENT INSPECTED 

Electronics City Bengaluru, Kamataka, 560100, India j Drug Substance Manufacturer 

OBSERVATION 2 

Written procedures are not established or followed for the cleaning and maintenance of equipment, including 
utensils, used in the manufacture, processing, packing or holding ofa drug substance. 

Specifically, 

4),JmAugust 29th, 2025, I observed visible rust spots within the Grade BC ,-rof-aminar Air Flow (LAF) 
~ 1 and visible rust/removable m aterial on the outer LAF,surfakes Qt.the Grade C environment. The 
LAF is used for m ctivities fofl. (b)~P,ulk drug 
substance batches with a biobmden specification of 4 rur:}n1 andl3actcnarnru:Iotoxms specification of 
NM1l 4 t':U/mg of protein. This included: 

1. Visible[: ~ {Ust surrounding the seams and ridges ofthe ~ alve and knob stationed within the Grade B 
LAF 

2. Visi~ ~st on the screw part within the Grade B side ofthe LAF view screen. 
3. ~-~·ealant observed throughout the corner and edges ofthe Grade B LAF. 
4. Visiblef~tobserved within the edges of Grade B LAF 
5. Visible,~ rust and brown material that was removable with a wipe on the outer surface edges on the Grade 

B LAF housed in the Grade C environment. 

Di~am_ic Air _flow visualization_patte": studies for the G~ade B . amin~ Air Flow (L~)-
mdid not mclude the followmg eqmpment and matenals routmely used dunng ,rro~ct1v1tt.es[or (b 

ulk drug substance batches with a bioburden specification ofNMT~ FU!...,!!}111 
1·an- d"'"B""a-c""te-n'""·a'"'1'""t ...n'"'do_t_ox_in_ s_sp_e_c_1t1cation ofNMTj~tU/mg ofprotein: 

1. (b <
4 
piat is kept inside the Grade~LAF durht_:u (6)1-tl,._c_t1_·v_iti_·e;.;;s.;... -----~= 

2. Other required materials loaded within the Grade B ( e.g ________:::::_:_::_----' tc.) 

4
In addition, Requalification of H AF 01 .______,:ot), DoctnnentNo. RQ- 1-0007.01, 

Dated: July 10, 2024, listed the following demo simulations as executed, completed, and signed offwith the 
following Test Status_: PASS Actual Result: Unidirectional Sweeping action observed. 

I. i)( 1 
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DEPARTMENT Of HEALTH ANO HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADOOESS ANOPHONE NUMBER I DATE~) OF INSPECTION 
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NAME ANDTmE OF INDIVIDUAL TO 'M-IOM REPORT IS ISSUED 

TO: Dr. Rhonda Duffy, Executive Vice President and Chief Operating Officer 
FIRM NAME :STRIDAOORESS 

Biocon Biologics Limited ~ Block No. Ml, M2 and M6, QI and W3. 20th KM Hosur Road 
CITY. STAlE ANO ZIP CODE j iYFE OF ESTA81.ISHIAENT INSPECTED 

Electronics City Bengaluru. Karnataka, 560 I 00, India j Drug Substance Manufacturer 

2 ~~ 

3, (bH4>--0mplete process 

However, there was no air flow study evaluation of the ;yropink used during 
activities. In addition, there is no written evaluation oft e elfdvcurrents observe~-to- 6e- bo- un--c""in- o""'fftlieLAF 

H4bench top at the following_J!ynamic smoke video timepoints: 

C O..1~ U£:Ust 26th...;l025,l_ob.s.e_r_xs:;d ~ vjsibleji.auid dr_o_okts t oughout the view glass within the ~ 
(6)(4 

beled as Cleaned and Ready for se on t e 
same day. The level ofdroplets obstructed the view within the (b < 

4 Ibis includes the following equipment 
checklist drying steps marked as completed: 

E uioment Drying: 

- (b)(4i [ 

According to the Global Compliance Head. the presence ofliquid water droplets within equipment is acceptable 
post cleaning and drying operations. However, the acceptance level for the vazying level of equipment dryness and 
water retention prior to equipment release is not defined or specified within the equipment release checklist. 

,.n · 11sed to store ;,roduring >Yrooperations within 
(bH4>1rea was observea to oe very v1s101y discolored. Tius is despite SOP Document No. 

(bH4>RLT.0:~0"P:011 2 Procedure for Identification and Usage of >Yro·ffective Date: July 31, 2025. 
•·s_e_c_ti-on_ 6.... 2 d) Physical verification o~ (b <4 for any discoloration, detonnation, elongation etc. 
___m_ :r13ere is no visual challenge performed for operator check for physical verification of (b)(

4 

1 

i}(4J
E).....,,....._.....,,___....,._.., abeled as cleaned and read for Use on August 25, 2025 had vef vi~w,e metallic 
scratches and dents throughout e rim ofthd_____________ s used to the 

iTT4l rocess stage. ' 

EMPLOYEE(S) SIGNATURE EIIIPLOYEE{S) NAME ANO TITLE (Printor Type) DATE ISSUED 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONENUMBcR I OATE(S) OF INSPECTION 
I

ORA OPQO HQ, Room #2032 : August 26th, 2025 • September 03, 2025 
12420 Parklawn Drive, Rockville, MD 20857 
ORAPHARMintemational483responscs@fda.hbs.gov !FEINUMBER 

! 3015283245
Industry Information: www.fda.gov/oc/industry I 
NAME AND TITLE Of' INOMCl.JALTOV'MOM REPORT ,s=,s=su=e=D_ _ _ _ _ -------'-- ----------- - -----1 

TO: Dr. Rhonda Duffy, Executive Vice President and Chief Operating Officer 
------ ~:s~m~e=~,,,..,,~~D~RE~S~S,_- ---------------FiR°MNAME 

Biocoo Biologics Limited 1 Block No. MI, M2 ll!Jd M6. QI and W3, 20th KM Hosur Road 

CITY, STATE ANO ZlP CODE •TYPE OF ESTASUSHMENr INSPECTED 
I 

Electronics City Bengaluru. Karnataka. 560I 00, India • Drug Substance Manufacturer 
I 

QUALITY SYSTEM 

OBSERVATION 3 

There is a failure to thoroughly review any unexplained discrepancy and make a record ofthe conclusions and 
follow-up. 

OutA) ofSpecification (OOS) Investigation Report No. 199753 was initiated on June to, 2024, due to OOS 
observed result: (bm fu/mL Limit NMT _5fulrnL) fo~ iTT4l-.ampling location description: 

). ccording to the report, from the identified isolates (Ralstonia insidosa, 
Elizabethkingia miricola, Chry,--se_o__b,_a_c-te-n'-·-'um indologenes) most probable cause could be current~ 
sanitization procedure not able to eliminate these isolates thus that ~uld lead to such localized ~ ad 
build up. Additionally, Due to the rust on the surface on th~ d~ ces might have probably led to 
potential ingress ofthe microbes on the iTT4l_fld which might have carried into the collected sample resulting 
into 0OS for the sampling points. In adciition, CAP A Number: 1,2.1318 was initiated as an additional control to 
reduce microbial ingress 192406 is logged to revise the SOP (Iii OP/0158 instruction to clean the hoses 
used foi <6>(4! ollection with~ ____Trom the last usage. 

However, OOS Investigation Report No. 199753, Date: June I 0, 2024 did not included a detailed assessment and 
retrospective review of2revious similar OOSs or events, including: OOS Report No. 186956 initiated on April 8, 
2024 due to 00S result l[{li •fu/rnL (Limit NMT fu/mL) observed for Sampling point:..______, 
Sampling location description: (b <4)The investigation also states that form the 
identified isolates (Ralstonia ins1d1osa, Kocuna palustris)1iie most probable cause could be current....____. 
sanitization procedure not able to eliminate these isolates thus that could lead to such localized microbial load 
build up. CAP A Number 1 1318 was initiated as an additional control to reduce microbial in ess 192406 is 
logged to revise ~ O ___.SOP/0158 instruction to clean the hoses used for1 

1 

. ·,i-.;.J <b ,. th I .________. 
coIIection wi..u1 om e ast usage. 

DATE ISSUEDEMPI.OYEE(S) SIGNATURE IEMPLOYEE(S) NAME AND TITLE (Printor Type) 
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OF THIS 09/03/2025
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DEPARTMENT Of HEAL TH ANO HUMAN SERVICES 
FOOD ANO DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONENUIIIBER : DATE(S) OF INSPECTION 

ORA OPQO HQ. Room #2032 IAugust 26th. 2025 • September 03, 2025 
12420 Parklawn Drive, Rockville, MD 20857 
ORAPHARMinternationa1483responses@fda.hhs.gov i FElNUMBER 

1 3015283245 
Industry Information: www.fda.gov/oc/industry 
NAME ANO TITLE OF INDIVIDUALTO WHOM REPORT IS ISSUED 

TO: Dr. Rhonda Duffy, Executive Vice President and Chief Operating Officer 
FIRM NAME iSTREET ADDRESS 

Biocon Biologics Limited : Block No. Ml , M2 and M6, Ql and W3, 20th KM Hosur Road 

CITY, STATE AND ZIP CODE j TYPE OF ESTABLISHMENT INSPECTED 

Electronics City Bengaluru, K.arnatal<A. 560100, India ! Drug Substance Manufacturer 

OutB) ofAlert Limit (OOAL) Investigation No. 271752 was initiated on August 19, 2025 for 
<b><4Jche.followine...01:2anis111J1Le~fdidentified and described: ..._______. 

i . _J)elfitia acidovarans 
2. <bH4>pelfi • t1a ac1·ctovarans 
3. <b>< 

4>Ralstonia pickettii 

According to the report, Delftia acidovorans and Ralstonia pickettii are environmental organisms, often 
associated with (b) 4 ystems and biofilms. Their presence may indicate a need to review ·ystem integrity, 
cleaning procedures, and biofilrn control S~fffties, especially ifthey recur in future monitoring. Delftia 
acidovorans is a new isolate found for thel _j11ant and Ralstonia pickettii is a common isolate found for the (b <

4 

facility when compared to past 12 months data. Ral:,toniaf~kettii is found 3 time:, in past 12 months for the <bH4 

facility. However, there was no holistic assessment oftheL ~ ystem integrity and validation, cleaning 
procedures, and biofilm control and biofilm mapping strategies concerning the issues previously identified. 

Q...O0_..S.Jm!.estiaationfo. 223366 was initiated on October 21 , 2024, for~-- :5ampling point: 
4 4 

(b)( ~bserved result: I FU/mL (Specification Limit: NMT <b>< FU/ml . Accordin 
"'1.-n-v-es"'"t..-1 -a""'t1"'"o_n_r_epo--rt.-, ·The identified isolate (Ralstonia pickettii) organism in the (b) ·ank 

nd this OOS 219531 22121 7 220744 are same i.e manufacturing facili 
(b)(4 

<bH4 his might have led to increase bioburden load in this system. The same \o,w,s transferred from 

ttm ,m)'pk tok <b><4>}here couJd be the possibility of carry over this might have led to increase in 
bioburden level in e reported ods, hence this might be one ofthe probable causes for the reported OOS. 

Simij arh,. 00S In~estigation No. 220744 was initiated on October 07, 2024 for ~ampling point: 
5 amP-line location description:f ~ ea. Observed result: (b)( 

4-'l.:FU/mL 
1·s=-p-e-c1,..,.fi_..c-a-.ti-on-=-L"'"im- it: NMT ~ FU/mL, The identified isolate (Ralstonia pickettii) organism in the ank 

EMPLOYEE($) SIGNATURE , ENPLOYEE(S) NAME AND TITI.E (Printor Type) 

I 
I Guct'lain Ulysse, Investigator G

' uJ I 09/03/2025 
• 

SEE 
RINERSE. 
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DEPARTMENT OF HEALTH ANO HUMAN SERVICES 
FOOO AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER IDATE(S)OF INSPECTION 

ORA OPQO HQ, Room #2032 !' August 26th, 2025 - September 03, 2025 
12420 Parklawn Drive, Rockville, MD 20857 
ORAPHARMintematiDnal483respDnses@fda.hhs.gov ~FEINUMBER 

I 

13015283245
Industry Informalio11: www.fda.gov/oc/industry 
NAMEAND'iii'LifOF INDIVIDUAL TO\MlOM REPORT IS ISSUED 

TO: Dr. Rhonda Duffy, Executive Vice President and ChiefOperating Officer 
FIRM NAME STREET AOORESS 

Biocon Biologics Limited lI Block No. Ml, M2 and M6, QJ nnd W3, 20th KM. Hosur Road 

CITY, STATE AND ZfP CODE • TYPE OF ESTABLIS~ENT INSPEC'TEO 

Electronics City Bengaluru. Kamataka. 560 I 00, India j Drug Substance Manufuctutet" 

(b 
4 

nd this OOSl.219531, 221217) are same i.emanufacturin°facili is 
(1,)(4) 

might l\axeJed to__itt';f.er,se bioburden load in this system. The same (bH
4

>1s transterred ti:om this 
tank to ___:Jbere could be the possibility of carry over this mighTfiave I~d to increase in bioburd'-e_n _ _. 
level in the reported 00S. hence this might be one ofthe probable causes for the reported 00S. 

4
However there was no furth.er evaluation o~~ (b < d assessment ofthe 
affecte~ ystem integrity and validation. cleanin rocedures, biofilm controls and biofihn mapping 
strategies concerning the issues identified (b <4 operatiom. 

D) Risk Assessment Report No. ;,ro~4/002, Titled: Risk assessment for replacement ofexisting valves 
with zero dead leg valves in H

4 'systems was initiated on April 27, 2024 due to investi ation related CAPAs: 
139313 14293, 147038 149184, and 160910 for chantg currdsampling valves are ___.valves with 

(4Jto dead leg..,_ _ __,,valve. This is because the alves with (b)(
4
) ay lead to inefficient 

(b)(
4)which may not ensure removal of complete ho d up and a ows microbial load to proliferate to proximity 

o :,jeadin_g toJh_ese_h&-1lfden excursions: However. a holistic assessment was no! ~~nducted for all 
current___:jsampling______.va]ves currently m place for 4 ~acI11t1es. 

DATE ISSUEDlEMPLOYEE(S) SIGNATURE . EMPI.OYEE(S)NAME Al\'D TITLE {Prinl or Type) 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD ANO DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS ANO PHONE NUMBER OATE(S) OF INSPECTION 

ORA OPQO HQ. Room #2032 August 26th, 2025 - September 03, 2025 
12420 Parklawn Drive, Rockville, MD 20857 
ORAPHARMintemational483responses@fda.hhs.gov FEI NUMBER 

• 30I 5283245 
Industry Information: www.fdagov/ocflttdustcy __; _ _. -----·•· 

NAME ANO TITLE OF INDIVIDUAL TOr:WH= oM"'"""RE""PO= R"'T"'1S""1s"'s"'u"'eo=----- - - ----

TO: Dr. Rhonda Duffy, Executive Vice President and Chief Operating Officer 
l sTREEi' AOORESS 

Biocon Biologics Limited ! Block No. Ml, M2 and M6, QI and W3. 20th KM Hosur Road 
CITY, STATE AND 21P CODE j TYPE OF ESTA6t.lSHMENT INSPECTED 

Electronics City Bcngaluru, Karnataka, 560100, India Drug Substance Manufacturer 

OBSERVATION 4 

The responsibilities and procedures applicable to the quality control unit are not in writing or fully followed. 

Specifically, 

A) Notification No: 1000387247, _....,.__26 Leak Test Failed, Dated: January 24, 2024 was raised due to leak 
test being conducted mc e!_e t\1es and having multiple failed results. The (b~ est ofthe complete system 
found that leak was od (b) 4 ·ide. A ___~aterial used for enoineering grade repair system for 
repairing and rebuilding machinery and equipment was applied on the~~~ith the failed leak test. However, 
there is no detailed impact assessment, risk analysis, cross-functional r~ approval, and post­
implementation verification for the effectiveness ofthe equipment repair operations. 

l!). During the inspection walkthrough on August 26 2025, I observed a crumbled up ster· • tionJ~~~l for 
4

<6><4}lirectly on top ofthe ~-ontainer in Grade C (bTT oom oading area) 
wi'"'th_th..,..e-f."'"o"'ll-ow_,.in_g_h,_an_ d.,.wr- itten details: ...____ 

Equipment Name: 
Sterilized: 24/08/20,_2_5-----
Use Before: 
Sign and Date: 2470872025 

However, there is no documented reasoning as to why the label was cnnnbled up. 

EMPLOYEE(S) SIGNATURE EMPLOYEE(S) NAME ANO TITLE (Print orType) 

SEE 
REVERSE I Guet1a!n Ulysse_. InvestigatorOF THIS 

PAGE 

DATE ISSUED 
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DEPARlMENT OF HEALTH ANO HUNAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT OFFICE ADDRESS AND PHONE NUMBER IOATE(S) OF INSPECTION 

ORA OPQO HQ, Room #2032 IAugust 26th, 2025 - September 03, 2025 
12420 Parklawn Drive, Rockvil!c, MD 20857 ---·-ORAPHARMintemational483respooses@fda.bhs.gov i FBNUMBER 

i 3015283245
lndustr:y Information: www.fda.gov/oc(mdustr:y ; 
NAME AND TITLE OF INDIVIDUAL TOIM-ICM REPORT IS ISSUED_____ _ _ _ _ ----'----- ----- --·-----1 

TO: Dr. Rhonda Duffy, Executive Vice President and ChiefOperating Officer 
----=--- - -------------·-FIRM NAME !S'IBEET ADORES$ -

Biocon Biologics Limited l Block No. Ml. M2 and M6. QJ and W3. 20th KM Hosur Road 

CITY. STATE ANO ZIP COOE ITYPE OF ESTABLISHMENT INSPECTED 

Electronics City Bengaluru. Kamaiaka, 560 I 00, India ! Drug Substance Manufacturer 

LABORATORY CONTROL SYSTEM 

OBSERVATION 5 

Laboratory Control Mechanisms are not established. 

A) On September O I, 2025, I observed that there is no final disposition record for one (I) out of! (b)(
4
}nedia 

plates Ex ired On: August 31, 2025 labeled.las Environmental Monitoring (EM) sampling activities for 
,..l____(b_H_. 4!on August 12, 2025, AR No. (l>H4J\11ICR0-25-005 within the laboratory information 
management software. 

B) There is no notification or documented follow-up to multiple errors observed within QC Analytical Balances. 
1bis consists of Analytical Balance NTP Server Error: "Because ofthe server down/network failure temporary." 

C) The following notification reader errors were displayed on the BET Kinetic software after bein° released for 
completion of Performance Qualification (PQ) on August 27, 2024: Error #0400 code at:I •(b,, 

According to the software manual: 
Error #0400: Carrier x-axis failed position verify. 

Error #:0401 Filter wheel motor failed position verify. 
Errors 0400 and 040 l: indicate that an axis failed its Position Verify test. After moving a predefined number of 
steps from a home position, the motor should return to the home position in the proper amount ohime and steps. If 
the axis moves back to its home position in the wrong amount oftime or in too few or too many steps, the test 
fails. Probable causes: 
o Mechanical obstruction 
o Carrier belt or pulley slipping 
o Loose filter wheel hub 
o Loose filter may be impeding filter wheel movement 
o Defective motor drive circuit or 12-volt power problem. 
However, there was no further assessment or documented follow-up with the equipment vendor, engineering 

team, and performance qualification status. 
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