DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DFEHG ADMMESTHATION
. CISTRICT OFFICE ADODRESE AND PHONE MUMBER DA TELS) OF INERECTION
Division of Bistechnology Manufacturing OSAM/2023 - 05/1272023
10903 Mew Hampshire Avenee; White l:uk Building 51,
Room 2269, Silver Spring, MD 20993 FEI HUREER
Ermail: OFMABL Alnspectiond 83Responsesia) fda. hhs. gov 2005049964
Imlusln hﬁﬂ'm-litm mfdu.wv-’oc-"i:ﬂm a
To: Mr., Scott Gunther, Sepior Vies President of Quality Assurance & Regulntory Affairs
FIRM MAME STREET ADOREES
Catalent Indiana, LLC 1304 S, Patterson Dr.
CITY, GTATE AND ZIF CODE T¥FE OF ESTABLISHWENT INSPECTED
Blnu-nmmgtm_ Th 474403 Drug Product Manufacturer

THLSWWI.EHTLHTE mumﬂﬁmnewmwmﬂmmwmmnﬁmmww.Hﬂmm THEYAREI!EFEETHJM-L
ORESERVATIONS; AND DO NOT REFRESENT A FINAL AGENCY DETERMINATION REQARDMNG YOUR COMPLIANCE, IF YOU HAVE AN DBIECTION RECARDMNG AM
OBSERVATION, OR HAVE IMPLEMENTEDR, OR PLAN TO IMFLEMENT CORRECTIVE ACTICH IN RESPONSE TO AN DBSERVATION, YOU MAY DISCUSS THE
GBIBEETION OR ACTION WATH ThE FDA REFRESENTATIVELS, DURING THE INSPECTION OR SUSIMIT THIS INEORMATION 70 FOA AT THE AGDRESS ARIVE IF
YO BAVE ANY CUESTIONS. PLEASE CONTACT FD& AT THE PHONE NUMBER AND ADDRESS ABOVE.

CAMRTMNG AN INEPECTION OF YOLIR FIHM/’{WEI- CEEERVED:

Observation |:

Written production and process control procedures are not followed or established in the execution of production
J|and process control functions. Specifically,

a. | (WS) observed the sanitization of gloved hands not adhered to during the setup of the =
i A-8OP-21-01-019, “Aseptic Technique for Paren o1

Imwl ﬂtuppm contact surface.

1y 2023, 1 {WS]I nbsa"-'ed on

EMPLOVEE(E) NAME AMD TITLE [Prinf or Tieoe) DATE ISSUED
Wayne Scifert, Consumer Safety Officer

Hyung-yul Lez, Pharmaceutical Scientist 05122021
Esther C. Broser, Pharmaceutical Scientist
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

DISTRICT CFFICE ADDAESS AND FHOME NUMEER DATE[S) OF INEFECTION
Division of Bistechnology Manufacturing D4/2023 - 05122023
10903 Mew Hampshire Avenue; White Dﬂ: Building 51, = i
Room 369, Silver Spring, MDD 20993 FEI NUMBER
Ermail: QFMLMMMM@&H&@? >
T0: Mr. Scott Gunther, Senior Vice President of Quality Assurance & Regulatory Affairs
FIRN MAME STREET ADDREES
| Catalent Indiana, LLC [30 S. Pasterson Dr,
CITY, STATE AND ZIF CODE TYFE OF ESTABLISHMENT BESFECTED
Bloosmimgton, TM 47403 Dieug Product Manufacturer

| considered in batch release. Allhnugh you identified the deficiency Thmugha gnp mmmt 17 Nnvanberz{liz
with corrective action due 26 May 2023 fi tegrity test, the ime-period for correction action is not

'commensurate with the level of risk to product guality.

space, followed by closure back into Grade A space. The
not cleaned.

You failed to implement a maximum hold time limit for post machine assembly pendin

.08 10 May 2023, 1-.:: observed |

g. According to Document No.: A-SOP-09-02-002, “Gowning Qualification”, v23, Effective date 2023-02-20,

ESFLOYEES) MAME AND TITLE {Prnd o Tyom)
Wayne Seifert, Consumer Safety Officer

Hyumg-yul Lee, Flarmaceutical Scientist {
/ | Esther C. Broner, Phammaceatical Sciensist il

T DATE ISSUED
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DEFARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADIMINIS TRATION

CERTRICT OFFICE ADDARESS AND PHONE NUMBER OATELS) OF INSPECTION
Division of Bistechnology Manuficturing 05/04/2023 - 2/2023
10903 New Hampshine Avenue; White Oak Building 51, -
Room 2269, Silver Spring, MD 20093 FE| NUMBER
Email: OPMABLAInspectiond83 Responses(afda hhs. gov
Indisry Iformasion: w6 Wm’hdmn MWW

TO: Mr. Scott Gunther, Sentor Vice President of Quality Assurance & Regulatory Affairs

FIRM HNAME STREET ADCRESS
Catalent Indiana, LLC 1300 S, Patterson Dr,

JSITY, STATE AND ZiP COCE TYPE OF ESTABLISHMENT INSFECTED

Bloomington, [N 47403 Drug Product Manufacturer

Section 3.6.2.1, a non-conformance in aseptic practice, the employee shall receive feedback at the time of the
incident and meet with their Manager and the Classified Area Owning Department Manager or a member of QC
Microbiology Management prior to re-entering the classified area unescorted. The conversation should be
documented on A-FRM-09-02-01 I, “Classified Area Non-Conformance Observation”, v7, Effective date
2022-07-11. For Observation |.a and 1.f, documentation of the non-conforming aseptic event by form was not
conducted.

h. You indicate that the sterile hold of equipment and materials at is incorporated into the media fills at a
frequency o Your procedure A-POL-06-01-001, “Aseptic Process Simulation Policy”, v33 and A-
SOP-06-01-015, “Periodic Qualification Evaluation™, v20, Effective date 2021-12-20 fails to include the sterile
Te.quipmmt and component hold time requirement and frequency, with the frequency not supported by risk
assessment.

Observation 2:

Equipment revalidation in support of the manufacture is inadequate. Specifically,

12101 and 2102 are used i

! sterilization of equipment for manufacture. Th

Equipment and facilities are not adequately maintzined or cleaned in support of manufacture. Specifically,
. On 09 May 2023, 1 (WS) observed e (B il c it dens

HEPA filter F-32!2~05 w:ﬂ'n discoloration, and a cart w:ﬂ: a rusty wheel
section separating Grade C space from Grade C floor scale space was observed

EMPLOYEE(S) NAME AND TITLE (Pried or Typa) DATE ISSUED
Wayne Seifer. Comsumer Safety Officer
Hyung-yul Lee, Phormmcestical Scientist 051272023
Esther C. Broner, Pharmaceutical Scientisat
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FOOD AMD DRUG ADMIMISTRATION
[CRETRICT OFFICE ADDRESS AND PHONE WOMEER DATE(S) 0F BSFECTION
1103 Mew Hompshire Avenue; White Oak Building 51,
Roam 2269, Sibver Spring, MD 20003 FEI MUMEER
Email: OCPMABLAInzpoctiond83 Responses/fifda hhs gov
Industry Information; Sda.goviocinduy s
ME AHE TITLE SF R AtiaL 70 e
To: M. Scott Gunther, Senior Viee President of Cuality Assurance & Regulaiory Affairs
Catalent Indiana, LLC 1300 5. Patterson Dr.
formy. 5TATE AMD TP CODE . | TYPE OF ESTABLISHMENT INBPECTED o
Bloomington, T 47403 Dyvug Product Manufacturer
balance slabs was observed

with two detached|
unclean,
e. MMC Receiving Dock, Door 151, leading to the outside was observed with an inadequate door frame seal.

EWAPL SIGHATURE EMPLOVEL]S) NAME AMD TITLE {Privt or Typel DATE BEUED
SEE ] . e Wayne Seifert, Consumer Safety (Hficer
ERGE f Esthe P . 0551252023
4 r C, Broner, Pharmacewtical Scientist
' INSPECTIONAL OBSERVATIONS Page 4 of 4



https://1E$TAE!LISHtm.rr
mailto:OPMABLAlrupc,ctlooA83RcsponKS@fda..lt!is



