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This document lists observations made by the FDA representative(s) during the inspection of your 
facility. They are inspectional observations, and do not represent a final Agency dete1mination regarding 
your compliance. If you have an objection regarding an observation, or have implemented, or plan to 
implement, con ective action in response to an observation, you may discuss the objection or action with 
the FDA representative(s) during the inspection or submit this info1mation 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 dtu g 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 Manager Quality Assurance 1c::J stated 
that initial assessment is generally done within I (b)l, 

One 1/9/2024, you recorded Complaint# PC-016468 for Paiticulate in two vials of~~ 
(bH4 (tif(4) (bT(4l (b ~(4! 

mg Vial Lot No'sI 1(Mfg. date 6/20/2023, Expiiy dateI ·1 and I 
(Mfg. date 8/14/2023, Expiiy date·1 · t"ff1 According to your procedure, criticality ___.... 
classification for pa1t iculat~ matter in dtug product is High/Class 1 that requii·es to complete the 

4
investi,~ation within =:::i You did not complete the Initial Assessment untilL (bH after 
l (bH 

4j of recording tlie complaint. You did not launch an investigation and basea on tfie field 
repo1t (initial assessment), you decided pa1ticulate matter in the dtut ~rog, ct was because of 
coring and classified the complaint as Medium. On l (b)l, after (bJ(l you requested for 
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extension and finally closed the complaint on 4/3/2024. 

B. One 7/18/2024 ou recorded Complaint# PC-017796 for a "spot, like an ink mark" (Pa1t iculate) 
inside a vial of Cb>14 mg Vial Lot No's - Cl•ff, (Mfg. date 3/5/2024, Expiiy date 

WCl Accor mg to your procedure, criticaiilyclass'ification for paiticulate matter in diug 
,_p_ro_d"""u_c_t 1-· s~High/Class 1 that requii·es to complete the investigation within Cb)l4l You did not 
complete the Initial Assessment lmtil WCl after Cb)C4l of recording the complaint. Based 
on the field repo1t (initial assessment), you classified it as Pa1ticulate. You received the sample 
and based on the visual inspection, you decided that there was no pa1ticle in the liquid solution 
but a spot with black color was fOlmd at the bottom of the vial which was non-removable and 
located on the outer surface of the vial. You fmt her stated that the defect size was measured as 

• l·f~] rT, h. h • 1 h h • • • • Cb>14 ) h • 1 .fi dapproximate ~ to mm, w 1c 1s ess t an t e mmrmum cn ten a mm t at 1s c ass1 1e as 
a defect. Based on your investigation, you assessed the complaint as 'non-confomed". The 
investigation was closed on 11/19/2024 but the complaint is till open as of 11/22/2024. 

C. One 11/3/2023 you recorded Complaint # PC-016044 Paiticulate inside a vial of Cb)l4l 
mg Vial Lot No's (b)~1(Mfg. date 5/22/2023, Expiiy date CbTCl According to your 
procedure, criticality classification for pait iculate ll!_atter in diug product is High/Class 1 that 
requii·es to complete the investigation withinl CbT<j You did not complete the Initial 
Assessment lmti Cb>14 after Cb>14 ofrecciromg the complaint. Based on the field repo1t 
(initial assessment), you decided pait iculate matter in the diug product was because of coring 
and classified the complaint as Medium and did not conduct any investigation. 

D. One 5/21/2024, you received a customer complaint that stated, "***the (b)1-4 stopper at the top 
of the vial disconnected and fell through***". On the same day 5/21/202~_you recorded this 
Com laint # PC-01 7396 wrongly as Pait iculate inside a vial of H mg Vial Lot No's 
,_,,__,,., CbT, (Mfg. date 2/7/2024, Expi1y date Cb)l4l According to your procedure, criticality 
classification for pa1t iculate matter in diug product is High/Class 1 that requii·es to complete the 
investi ation within WCl You did not complete the Initial Assessment until Cb>14 after 

Cb>14 of recording tlie complaint. Based on the field repo1t (initial assessment , you ec1ded---
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paiiiculate matter in the dmg 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 Paiiiculate to confnm the nature of the paiiiculate. No root cause was 
identified, and the complaint was assessed as ''Non-confnmed". 

E. Between Januarr :?, 3 and November 15, 2024, you received 335 mai·ket complaints for 
(b)l1 mg (bJ Table 1 summarizes some of the complaints that are related to defective 

device. You did not conductl(g~/~1mal investigation to find the root cause. Your Senior 
Manager Quality Assurance (1,JC6l stated that the repo1ied defects were within the fnm's 
Acceptance Quality Level (AQL) and ale1i level as set by the fnm 's complaint handling 
procedure, SOP-GxP-CML-00944 Version 13.0. In your procedure, you set the AQL that is 
reflective to critical defects and the ale1i level is based on the historical data . 

(b)l4l£ d£ • d .Table 1. Selected market coIIIDlaints forl j or e ective ev1ce -
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 

F. On 7/9/2024, you recorded Com~laint # PC-017757 for Device Malfunction/Injection Failure for 
(b)14) I H44i I (li)\441 • , mg Lot No. (Mfg. date 10/31/2023 Expny date 

(b) . . (bTC6l' The complamt report was generated by your Quality Assurance Manager who 
also did the Initial Assessment I (b)l1 after recording the complaint) and criticality 
classification of the complaint as "Medium". Without any investigation, your Quality Assurance 
Manager (b>1 closed the complaint on 9/6/2024. On 9/6/2024, your Quality Assurance Manager 
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(bTC6l also endorsed/approve the report. 

G. You use a Complaint Intake fo1m 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 ofcomplaint (Critical, Medium, Low) based on the data collected on the Complaint Intake 
fo1m. 

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 ~ al~.!)' Agreement Betweenl (bY{-4 and Samsung Bioepis -C 1141 (Effective date 
C: wi does not define the roles ana responsibility for dete1mmmg the need for filing 
Biological Product Deviation Repo1t (BPDR). According to the QA, you are responsible for 
handling and investigating all quality related products complaints from the market (Market 
Complaint) but dete1mining a need for submitting BPDR is not defined in the Quality 
Agreement. 
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