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This document lists observations made by the FDA representative(s) during the inspection of your
facility. They are imspectional observations, and do not represent a final 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 number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

Procedures describing the handling of written and oral complaints related to drug products are not
written and/or followed.

Specifically,

A. Your complaint handling procedure, SOP-GxP-CML-00944 Version 13.0 Product Quality
Complaints Management (Effective date 8/23/2024) does not have a timeline for initial
assessment for the market complaints. Your Senior Mana ger Quality Assurance 1 OO stated
that initial assessment is generally done within "

One 1/9/2024, you recorded C omplajnt # PC-016468 for Particulate in two vials of Ll
o mg Vial Lot No’s| (Mfg date 6/20/2023, Expiry date P9 and AR
(Mfg. date 8/14/2023, Expiry date o According to your procedure, criticality
classification for pamculate matter in drug product 1s High/Class 1 that requires to complete the
mvesngatlon within ® You did not complete the Initial Assessment until O o fter
@ of recording the complaint. You did not launch an investigation and based on the field
report (initial assessment), you decided particulate matter in the drug product was because of

coring and classified the complaint as Medium. On B o you requested for
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B.

_mveshgahon within ® You did not complete the Initial Assessment until

extension and finally closed the complaint on 4/3/2024.

One 7/18/2024 you recorded Complaint # PC-017796 for a “spot, like an ink mark” (Particulate)
inside a vial of| b " mg Vial Lot No’s| (Mfg date 3/5/2024, Expiry date
g Accordmg to your plocedme criticality classlﬂca‘uon for partlculate matter in drug
product is High/Class 1 that requires to complete the mvestlganon within ® You did not
complete the Initial Assessment until @ after ®F f recor ding the complaint. Based
on the field report (initial assessment), you classified it as Particulate. You received the sample
and based on the visual inspection, you decided that there was no particle in the liquid solution
but a spot with black color was found at the bottom of the vial which was non-removable and
located on the outer sm face of the vial. You further stated that the defect size was measured as
approxnnately ) tof mm which 1s less than the minimum criteria | ﬁ""(2""1111_11) that 1s classified as
a defect. Based on your investigation, you assessed the complaint as ‘non-confirmed”. The
investigation was closed on 11/19/2024 but the complaint is till open as of 11/22/2024.

. One 11/3/2023 you recorded Complamt # PC-016044 Particulate inside ay v1al of’ fen

mg Vial Lot No’s Jm(Mfg date 5/22/2023, Expuy date Accmdmg to your
procedme crltlcallty classification for particulate mat‘rer in drug product is High/Class 1 that
requires to complete the mves‘uga‘rlon within ® You did not complete the Initial
Assessment until OO after B of recording the complaint. Based on the field report
(initial assessment), you decided particulate matter in the drug product was because of coring
and classified the complaint as Medium and did not conduct any investigation.
One 5/21/2024, you received a customer complaint that stated, “***the ik stopper at the top
of the vial disconnected and fell through***”. On the same day, 5/21/2024, you recorded this
¢ omplam‘r # PC-017396 wrongly as Particulate inside a vial of | oo mg Vial Lot No’s
(Mfg date 2/7/2024, Explry date| i Accmdmg to your procedule criticality
classification for pamculate matter in drug product is High/Class 1 that requires to comglegte the
after
@ of recording the complaint. Based on the field report (initial assessment), you decided
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particulate matter in the drug product was because of coring and classified the complaint as
Medium. You visually checked the defective vial and concluded that “***no anomalies
identified that would increase risk related to the claimed product***”. Your investigation does
not include any test of the Particulate to confirm the nature of the particulate. No root cause was
identified, and the complaint was assessed as “Non-confirmed”.

Between January 2023 and November 15, 2024, you received 335 market complaints for

i mg ®® Table 1 summarizes some of the complaints that are related to defective

device. You did not conduct a,ng; formal investigation to find the root cause. Your Senior

Manager Quality Assurance 1 stated that the reported defects were within the firm’s
Acceptance Quality Level (AQL) and alert level as set by the firm’s complaint handling
procedure, SOP-GxP-CML-00944 Version 13.0. In your procedure, you set the AQL that 1s
reflective to critical defects and the alert level is based on the historical data.

Table 1. Selected market complamts for - 5@‘? for defective device
Type of defect Number of complaints
Activation failure 52
Injection failure 84
Leakage-before injection-from the needle 27
Stalling 14
Unidentified device malfunction 10

On 7/9/2024, you recorded C om‘Blaint # PC-017757 for Device Malfunction/Injection Failure for

i mg ® Lot No. @w(Mfg date 10/31/2023 Expiry date
A complaint report was generated by your Quality Assurance Manager| = who
also did the Initial Assessment O after recording the complaint) and criticality
013331ﬁcat10n of the complaint as “Medium”. Without any investigation, your Quality Assurance
Manager ®O (losed the complaint on 9/6/2024. On 9/6/2024, your Quality Assurance Manager
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also endorsed/approve the report.

G. You use a Complaint Intake form to record the market complaint. This form is not reviewed and
approved by your quality department. You conduct your initial assessment and categorize risk
level of complaint (Critical, Medium, Low) based on the data collected on the Complaint Intake
form.

OBSERVATION 2

Responsibilities and procedures for quality units are not in writing and/or followed to ensure a need for
Biological Product Deviation Report (BPDR) are adequately assessed and reported for the distributed
products that are implicated with product quality issues.

Specifically,

The Quality Agreement Between O ond Samsung Bioepis — it (Effective date
- @@ {oes not define the roles and responsibility for determining the need for filing
Biological Product Deviation Report (BPDR). According to the QA, you are responsible for
handling and mnvestigating all quality related products complaints from the market (Market
Complaint) but determining a need for submitting BPDR is not defined in the Quality

Agreement.
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