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Customer Complaints
& PR

Purpose HHY
To establish the handling procedure for complaints regarding SCI products.

HEILEE BEERH R A IR A FI(SCDATA BN 2 fn 2 ASS e BEAR P »

Scope Fi[E
The complaint procedure is applicable to all complaints in oral or written.

AR PP T R B TR T R S L A5

Definition 3

3.1 Classification 4738
3.1.1 Quality related SEHEH

3.1.1.1 Critical JEXEH
The condition will serious affect the quality of product or regulatory
compliance.
BB s B i B B AR E

3.1.1.2 Major H1jE
The condition will affect the quality of the product or regulatory
compliance.
5 B i A BOERR &M -

3.1.1.3 Minor B&f%
The condition may not affect the quality of the product or regulatory
compliance.
AIRE N G e B BOERTT T -

3.1.1.4 Others HE

There is insufficient information to classify it as minor or major or critical

e SRV EEN R BRI Y ~ hREEERE

3.1.2 Non-quality related JE5/EHHR
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4.0 Responsibility FEE

4.1 Business department (BA) 7%
The main complaint receiver. Log in customer complaint and forward to QA
investigation. Continuously communicate with customer till both customer and SCI agree
case can be closed. Keep all correspondences.
PO RS P ARST o REASETEAS M IRE PIRFAER A - Fraslg Fimm - Ha% 7
[FEZASTEZE - R PTARZARSTERE 2 NI NEERE SR

4.2 Quality Assurance (QA) iR

4.2.1 QA justify complaint classification and conduct investigation for all quality
related complaints, submit investigation report; communicate with customers
when necessary; follow up on corrective actions till related deviation and
influences are resolved; maintain all investigation documents.
QA HIEZ TN EEATA /B AER < ASST AR R E iy o WS
B 5 2 Wik 5 B BRAS TERS it 2 MHRR (R B B G IE SRR 5 25T
RATEZE 2 fRE -

4.2.2 Conduct investigation for the complaints other than quality related cases, follow
up corrective actions.
EH TEIF BRI LA - IRERE IR -

4.2.3 Customer complaints can be categorized by root cause. Do trend analysis.

Fal S R R THIRIA - R U RS -

4.3 Related department fH[FH =0
Cooperate with BA/QA to solve complaint.
Mo & BA/QA BEHIAHRAZ AT -

5.0 General statement or supplementary explanation —f¢RURE i TREH

5.1 In GMP meeting, it is necessary to report, discuss and evaluate the correction follow up
and the effectiveness of CAPA.
> GMP &3 i 75 e o B s B n A AH BRI S T B A [ B ERE TE TR T B At
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6.0 Procedure 2%

6.1 BA shall fill out Form FQA079 and forward to QA. Then, BA or QA will send FQA882
to customer within two working day after QA fill out FQAS882.
EFIFIERSETRCERY FQAO79 » ST QA » ZA{% > QA HHET FQAB82 & 4F (i
TAERPIH BA B QA ¥ FQAB82 Br4a% =

6.2 The customer complaint record (FQA079) shall include the following information:
& P ASHTELER(FQAOT)ER &S Ll FHYE R
6.2.1 Product name/code & Sh 4 TH/ 4Rk
6.2.2 Lot number 5%
6.2.3 Complainant name/company 52z A 4\ 544 F%
6.2.4 Complaint nature (include attachment when applicable)
BEFEIH AR )
6.2.5 Complainant telephone number plus country and area code
REVE PR - SRS IS
6.2.6 Date received {27 H Hf
6.2.7 Nature of complaint (must be in details) ZEERAYHE (FEEEEL4H)
6.2.8 Classification: 43%4H
Quality related ‘F/EAHEE
Quality impact degree 5n'EHH R~ B2 EFE S
Necessity to do investigation & 7575 T i &
Related investigation department 2B 375 7 [P
6.2.9 Accountable department E {0
6.2.10 Informing complainant. Summarize the communication and action informing
with complaint and related response.
FETHEAL - GEEASET [ H BN TE A
6.2.11 Case close date [F]7E45ZEHHA -
6.2.12 QA filing date ShfrERfE HHA -

6.3 QA justify the necessary of investigation. If Yes, QA to initiate a deviation investigation
per SOP SCI-003. If No, QA shall state the reason in form FQAQ079.

QA FFHIFHE Z 3 - FEFREHA QA {k SOP SCI-003 BiEh{m= & - A TaH
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A > QA JERIHIFINECHRIN FQA0T9 -
Conduct deviation investigation based on but not limit to followings
fRiz= AT NYIMEA RIRGY MY R pa sk &
6.3.1 Equipment cleaning and use log %55 /LB FH 20 8%
6.3.2 Component, container, closure, and labeling records
Rty o FEEEES  BrENE R
6.3.3 Batch production and control records b 74E EE FI4E HIEC#E
6.3.4 Batch packaging records R EIEEECSE
6.3.5 Laboratory records & 55 305
6.3.6 Distribution records it $5 0 8%
6.3.7 Operator interview {E3£ 25558
6.3.8 Clean rooms management and use log JEF =5 K HE0 8%
6.3.9 Raw materials [}

6.3.10 QC/IPC retained samples (/s /BIFE Sh e BE e

6.4 Use Form FQAO078 “Customer complaint investigation report” to summarize the
investigation for response with customer.
{HZeA% FQA078 Z ot & M2 =
6.4.1 Description EEBEIEE(REA A
6.4.2 Influenced batches/lots S2ZEH[LZK
6.4.3 Investigation finding & 455
6.4.4 Conclusion A& %Em
6.4.5 Corrective actions taken and due date %5 [F{ & & AR
6.4.6 Corrective actions follow up FR{E & 1E{ T8
6.4.7 Reviewed and confirmed by related department FH B3 P15 R SRz,

6.4.8 Disposition of complaint lot and influenced lot

FATM R R Z B R E L 5 =

6.5 Due date for minor / other complaint investigation and CAPA plan verification is within
30 working days and for major / critical complaint investigation and CAPA plan
verification is within 14 working days. If it cannot be completed in time, update
completion target date shall be explained.

TR K AT A B TR T BT SRR e 30 [E TIFRA5ER > B A
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ST R A B L TR T EhE RS ERY 14 [ TIE R TR E A K IF5E

FESE 52 i THE T HIEGER A -

BA shall inform customer within a week to invite customer’s comment and reason. If
the report is not acceptable, QA do re-evaluation and clarification with one month. If
none comment response received after a month, SCI shall assume the investigation
report is accepted. QA can decide to close the case.

BA JERN— BRI EETHF - WATSE PR RAEH - HlE A< - QA
B 1 A BRSNS, 5 — M HIR U5 R R SCI R E H 7 A
10 QA TREREIFTLISEE -

Customer complaint number assignment 2 Eff4@hE

For example f¥[40: ccn-2013-001

The prefix number is always “ccn-". The first to fourth digits stand on year. The fifth
digit is always “-”. The sixth to eighth are sequential code. The example means the first
customer complaint happened in 2013.

FEE “con-” F MR FIWARFEL - BAWER"FANBEE /W RUK
5t o BIEJFRR Ry 2013 S8 2 S — 13T -

When a customer complaint is received, record information in customer complaint list
(FQAS863) immediately.
QA TR EI=EIIRF - JETT MRS ST & ER Y &5/ B (FQA863) -

When customer complaint is closed by QA, record shall be sent to BA immediately. And BA
will send complaint record to customer within one week.

QA BZFITEEZE% » MEFSCHETLHNIZ4S BA - BA Bg i —(HEF NG I &40 8%
WAEAHF -

All written records shall be retained according to SOP SCI-120.
SCERIRAFHARR - f&k SOP SCI-120 #i -

7.0 Related documents FHEE {4

7.1

7.2

21 CFR 211.198, 21 (Complaint files).

ICH Q7 (GMP for Active pharmaceutical ingredients)
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7.3 SOP SCI-120 Controlled documents and safe-guarding

SOP SCI-003 Non-conformance, Incident, Deviation Report and Investigation
A —EFIH B REHRS KA
SOP SCI-404 Corrective action and preventive action (CAPA)

7.4 Form: FQA(078 Customer complaint investigation report
FQAO079 Customer complaint record
FQAS863 Customer complaint list
FQAB882 Notification on Complaint Confirmation

FPDO042 Deviation Report Correction Corrective Action and Preventive Action

7.5 Attachment 1: Flow chart of customer complaint procedure
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Attachment 1: Flow chart of customer complaint procedure

Complaint (oral/written)

FQA079 [

1
©

Reason Summary
A

FQA863, FQA882

QA justify investigation

Deviation investigation (FPD042)

l

Complaint investigation report (FQA078)

Inform customer (BA)
Not acceptable
Accepted or

No response after 1 month

Case close
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