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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S} DURING THE INSPECTION OF YOUR FACILITY.•THEY ARE INSPECTIONAL 
OBSERVATIONS; ANO DO NOT REPRESENT A ANAL AGENCY DETERMINATION REGARDNG YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDNG AN 
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY ascuss 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, PLEASECONTACT FDA ATTHE PHONE NUMBER ANOADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM ~ ~ OBSERVED: 

Observation 1: J:~ilure to establish process, procedural controls and testing ~signed to assure that the drug 
products you ma1iufacture have the identity, strength, quality and purity that it purports or is represented to 
possess. Specifically, 

a. You failed to conduct aseptic process simuJatio~li\challenge represe°:fe-H-¥> • our manufacturing 
4 

g rocess. Your manufacturing process for the (b) <> 1lling line include ---....- sed as a product vial 
4

t bf(..f n the roduct fillin rocess .s. commercial roduct b>l > In ase tic rocess simulation, you 
(b) C4> _____ You further 
fail (b) <4> the fill line. 

• ' A fl • -~ ~l>f( A procedur~s~e c1ent ~ 
·th I (bH 4> • • h • • 1 • S .fl II:m~ on y ctive m t e aseptic process s1mu at1on. pec1 1ca yr. tR.ro
4 4

< > > __ "Validation Instruction Validation of Ase tic Process edia Fills" Sectio <> f }
(b) (4) J b) (..f) 

4
The aseptic process simulation deficienc extends to dru roduct fill line l fiH > roducts for U.S. 
distribution l fi>l<f) 

b. There is no re uirement to include the vials held in thet6>C<f) p to fif{.iJ -------------- ----sterile hold in the ____ septic process simulation program. 

4
A procedure is deficient as tfi>l > "Risk Assessment Validation Concept Process (Media Fills)" 

4identifies vials processed a er (b) <> are within a [ fi)l..f with the impact on sterility of the 
{6>l 4> sterile hold) excluded from the aseptic process simulation based on system control mechanisms. 
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c. You were unable to manufacture without the fo ---...- product dr9_pJets and dri ing from the 
(fif(..f producttfif(..f) Batchtfif<..f on the_____ tiling line l>H4> Your drug product 
filling process has not een optimized, a sterility assurance concern. ------

d. You failed to provide evidence for the (fi) (.if) drug product that residual (b) (.if) om the lij <4 
> 1lling 

line sanitization does not have a product degradation effect, supportive of long-term drug product stability. 

Observation 2: Calibrations to a specification in support ol6
>(..f) rug product manufacture are not available. 

Specifically, 

a. You fail to calibrate the drug productlfi)l..f) (asset fifC.if) track speed at any frequency. 

~f(.if (bf(..f 
b. _you fail to calibrate the drug product~f(.if) asse 

'(fi)l t any frequency. -------

Observation 3: Thelfi)l ..f) rug substance (DS) storage requirement is unclear. Specifically, 

Th~ fif('I S was observed labeled with two storage conditions, 2 - s·c and fif('I C. Furthermore, the fiH..f) 
bf<4

> S label specifies l6>l 4J On 19 August 2024, the DS was observed stored within the 2 - 8°C walk-in 
(b)<4> ot under restricttve<b) <4> nditions. 

Observation 4: A validation in support ofl6>l 4> rug product manufacture is deficient. SpecificaHy, 

sed in sterilization oflfiH4 
> tiling line equipment and 

components fails to have a validation and routine revalidation for the a"-1r_v_e_n.,..t .,.t1""'1te_r_s~terilization, physical and 
biological assessment. 

Observation 5: Standard operating procedures (SOP) supporting manufacture o rug product are deficient 
or are not followed. Specifically, ------

· I6)l -t1 l6)l -t1 
a. During assembly of the stoppering system to the 
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arms were observed below their waist level in Grade B space. Standard Operating Procedure (fi) (:if) 
"Verfahrensanweisung Aseptische Herstellung in der Pharmaproduction", Effective 18 August 2024, fails to 
describe the good clean room behavior, having arms maintained at waist level. 

b. You ualified and validated the fi)l:.J) ester for audit trail. According to ~6) 

(b) (:if) "Audit Trail Review Baxter Oncology", Effective date 16 August 2024, Section 6, Audit Trail 
Review specifies that audit trail review is part of the routine data review/a roval rocess. The audit trail 
associated with data should be reviewed with tfi) (:if) d befor {ti) <4> f the record. You fail to 
review the b) <4> ester audit trail at any frequency. 

c. Per t>H4> "Access Control to Halle Site", GMP manufacturing space access control is integrated 
into the employee ID via Tisoware PLUS, with the system failing to track when a revocation ofaccess rights is 
performed based on personnel qualification status. 

d • (b) (4)Ob 10...--....,~:--'"" eqmpment c eanmg an sten 1zat1on are etenorat ce1 mg 

•Observat1on 6: F ·1· • dac1 1t1es an • • f tfif<:.J>equipment m support o g product manufacture are not adequately 
maintained. Specifically, 

lfi)-(.iJ) d • 1 . d ·1· . (fi)(.iJ) d • ed ·1· a. serve ~J.' ~-- as 
and wall inte ace sea ant. Area~: ~~! ~ bserved with a light fixture lens in a deteriorated state. {bf(.iJ 
tanks fi) <4> (b) <4> liters) and bTT4 Iiters) were observed with th (6) <4> be an- d,_s_p_ra_y_ __. 

device in a detenorated state. You fail to have a rouge management procedure. 

b. Trolleys located in the GMP warehouse and used in the intermediate storage of labels and usedlfif(<f) 

---

were observed in an unkept state. 
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