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XXX XX=XX=-XXXX

XXX

NAME : NAME :
ADDRESS : A\DDRESS :
CITY: CITY :
COUNTRY : COUNTRY :
PHONE : PHONE :
FAX : FAX :
Mr./Mrs. Title: Email:
Mr./Mrs. Title: Email:
Mr./Mrs. Title: Email:
Mr./Mrs. Title: Email:

Mr./Mrs. Title:

Mr./Mrs. Title:

Document Controls

Records Control

DMR: Device Master Record

DHR: Device History Record

Contract Review

Design Controls

Purchasing Control

Control of Customer Supplied Product
Identification Traceability

Production and Process Controls

Process Validation
Receiving, In-Process and Finished...
Inspection, Measuring, and Test...
Device Labeling
Non-Conforming Product
Corrective and Preventive Action
Device Packaging, Handling, and...
Quality Audit
Statistical Techniques

|:| Passed - The QMS is effective; you could use this supplier as a reliable business partner.
Passed - The QMS is acceptable with minor ncf (see Audit Report); you could use this
supplier as a reliable business partner, but keep pushing them for improvement to reduce risk.
|:| On-Hold - The QMS presents few major ncf (see Audit Report); you could request them to
provide a CAPA before you engage in any business.
|:| Failed - The QMS presents serious major ncf (see Audit Report) that could impact your
your business. The better solution is to source from another supplier.
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) ’\ GMP Audit Report Rev.
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Supplier Name Audit Date Report No.
XXXXXXXXXXXXXXXXXX XX-XX-XXXX XXXXXXXXXXX
Scope of Audit:

The intent of conducting a quality system audit based on QSR 820 requirements is to provide the client with
information useful for making an initial assessment regarding business viability and reducing their sourcing risks.

Summary/Recommendation:

The audited factory has XX production sites on a total land of XXXXXXX square meters. Production areas are
distributed among XX different workshops / buildings, including a 100000 Class Room of XXXXX square meters at the
workshop A11 where the product XXXXXXXXXX will be produced.

The factories also have a ETO Sterilization Chamber under a different business license. XXX% of product to USA
market is sterilized here. Products are sent to those chambers under a sub-contract external service. The audited
factory maintains record of process validation of those chambers, including production record linked to DHR files.

The factory has ~XXX workers, but with around X or less focused in the production of XXXXXXX. The factory is
certified to ISO 13485 and CE, Registered to FDA and compliant to GMP.

DMR files are maintained for project developed and fully compliant to the requirement of 820.181.

DHR files are maintained per lot produced, with all records of IQC, IPQC, FQC both in product are process, training of
operators, environmental check...etc, fully compliant to 820.184.

Traceability in product and related records is reliable, even that it is manually controlled. However, the factory should
make more effort to ensure the space limitation in the last step of packaging to avoid not affecting proper identification
and traceability of packaging boxes.

We also recommended the factory maintain a cleanliness schedule visible on-site on a daily basis. Same
recommendation will apply to the environmental check plan and record.

Strengths:

1) Certified to ISO 13485, CE, registered to FDA with quality management fully documented.

2) Have a dedicated personnel to ensure conformity to requirements related to medical devices.
3) Very large manufacturing center with 11 workshops in the same place.

Opportunities for Improvement:

1) Should manage sufficient space at the packaging area to ensure proper position and identification of
packaging material.

2) Should keep a record of cleanliness, as well as record of environment control up-to-date and readily available
on site, with the purpose to enhance employees in their effort to ensure compliance in this aspect.




PROQC

INTERNATIONAL

XXX XX=-XX=-XXXX XXX

C = Complies with the requirements, | = Improvement Needed, NC = Not Complies, N/A = Not Applicable

The quality policy is written in page 23 of Quality
Is there evidence that the quality policy is understood by all Mang al (XW) which was 5a_pproved and
. L published in xxxx-04-11. In addition to regular
1.1 |personnel? Public posted, record of training, etc. - . L
training, the same content of the quality policy is
posted at various place of workshop, including in the
employee ID card.
Yes, the organization chart is accurate and
1.2 |Is an organizational chart documented and accurate? documented in the 13th page of the Quality Manual
(XXXXXXX). See photo #8.
=s are detailed in the
1.3 |Are responsibility & author| (XAAAAXX), See photo
M‘ s Management
1.4 Is there a person nominat RepresentatiVe since xxxx, with nomination letter
*" [the nomination in written and aﬁroved by company authorities? |attached to QuaIiNt/ Manual in page 4. See photo
pnducted following the
proceaure (XXXXX , recofd of last management
Is a Management Review conducted on FBLAQE‘S reQ Iy TVTE OhdL{Cted N Jan 15th, oo are
1.5 of the last managemei meeting available”, available as following:
EBntAET B0 QC at info@proderesmy torifubereportooocnx
*By opting to receive a copy of this sample Report from Pra b(!-( l?s%%rgcggp Enedr| JQ&%%%%%HB&%@ XXRXXXX
clause on Confidential Information outlined in the General| Tel peatc&managese@m&.rwewmal
) idied by Pro GC ! - for ref u :
;hare or re-distributed this Sample Report with third parties,|nor use or alter, in part or whole, the structurengr
content of this Sample Report for use other than as intended Ké&inthe factory has developed 41 procedures as
. . o guidance to compiiant to requirements of ISO 13484,
16 ::tee;equwed Quality System procedures developed and up-to FDA 21 CFR 820, MDR _ etc. Theses procedures
’ are listed in the annex of page 58 and 59 of the
Quality Manual. See photo #6.
Yes, training is conducted according to the
procedure (XXXXXXX). Training plan of year xxxx is
Are training needs identified, planned and completed? Are traning documented. .See photo #11. It mc]udes few training
21 records available? records been implemented saved in the sheet#
’ XXXXXXX. For example, training code # XXXXXXX
conducted in xxxx-06-15 about requirement of ISO
13485 /YY0287 / QSR 820. See photo #12.
2.2 |Do qualified people who need a GV have one? All In.ternal Aydltors have CV, including people
working on site.
3.1 Is there a system or procedure to organize the edit, update, Yes, documents are controlled according to the
" [revision, distribution of quality system documents? procedure (XXXXXXX).

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12 Created by: Champlain, Review by: Marketing, Approve by: GM Audit checklist
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C = Complies with the requirements, | = Improvement Needed, NC = Not Complies, N/A = Not Applicable

3.2

Any change in documents are required to be applied
in form (XXXXXXX) with record of others documents

Are up-to-date or current revisions of SOP’s and data sheets used to be affected by the change, then submit to the

ite?
on site?. original person who created the document for
approval. See photo #13.
Is there a Master list of document under control showing change The factory mamta_ms gp-to-date a master list of all
3.3 status? documents, including title, doc# and status of current
’ revision.
Reviewed onsite work instruction at the Injection
, : . process:
-to- ? e a
3.4 |SOP’s are up-to-date”? Cro heck wjth SOP on s ructio X) on machine
3.5 |Are technicians familiar wi 3t ect quality? Operators ageffamiliar with SOPs.
Ra@rds > BO 4.2.
4.1 |Are records stored properl§f? ntryed iicording to the
) ppINTERNA rocdu -
b §oved 18 the central place per
4.2 |ls restricted access practiced? to gler e DR fles mvolvg d. The
.namtalned by the responsible of
compllance
Caniant o-QC-atinfo@proaec-comfor-full-repe
WUUTIAGVL I'IU A 4 ¥4 Cll. IIIIU\.zPI\I\.]LnUUIII YT TUIT i
*B! ting to 0| f this s le Report from P
e oo meason oot v e Sonre| A I EYEUSITL DR, folders, cross-
43 Check log books, notatepnrtis pfovitieddyPro G¢ intesnational fop peive clientsifor refershoe purpdses oty lqv@rsmimmg when needed.
"% |documentation practlc%%: B R S e e o aed LS i =B, ff SARPERSEHER P around 1 to 2mns
{0 gel the record the auditor needed.
Yes, device specification are documented in the file
HHHHAHE, see photo#14. It includes:
- Product drawing ###H#HHH:
5.1 |Are device specifications included in the DMR? - Packaging list and requirements
- Label printing requirement for small / external
carton box.
- Manual printing
, . Yes, all SOPs for the production are documented in
5.2 |Are all SOP’s for production in the DMR. the file (XXXXXXX).
Yes, inspection instructions are defined in the file
(XXXXXXX) . Label, tags requirements are
5.3 |Are inspections, labels, and tags identified? documented in the file (XXXXXXX) . List of
inspection equipment to use are listed in the file
(XXXXXXX).

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12 Created by: Champlain, Review by: Marketing, Approve by: GM Audit checklist
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C = Complies with the requirements, | = Improvement Needed, NC = Not Complies, N/A = Not Applicable

Yes, NCP are identified, by isolation in red boxes as
indicated in the procedure (XXXXXXX) .
Every machine at Injection workshop, at the welding
. . process room, and packaging has Red boxes
?
18.1 |Is rejected product properly labeled, and or quarantined? available to store NCP, see photo #31.
Red boxes are located around blues boxes in which
GOOD parts should be putted. There is opportunity
to mix parts.
All NCP will be collected in daily basis, and
dto e defect, such injection,
18.2 |Has NCP been properly e S§yetc; thi a will be use for root
on as required in the procedure
(XXXXXXX)
o G 20
50 (Y3 00
\
The CAPA is conducted as per procedure
Check log sheets to ensur' ouN sp(:,rific£n (&S)N A W@ th. ctoAénaEalns o list .Of 34
19.1 CAPAs, which include NCFE issues from internal
temperatures have a CAR.
A M P E ErP Rs h as process parameter
L ey \NC s laint.
P lcl C’\IEB number, responsible department in
Check CAR log to sec t Y ' C&: for inv gﬁ at r cﬂa e, and corrective
19.2 not resolved. E‘Cf&ﬁfaoéitnﬁp&aw gfl?ﬁﬂg@?)roa ﬁéﬁlﬂi ﬁti mgt,é% ﬁti a separate
*By opting to receive a copy of this sample Report from Prq Q@ [oskr t and agree to be bound by the
clause on Confidential Information outlined in the Generall Terms and Conditions of Service. This sample
report Is provide: y Fro nternational to prospective clients for reference purposes only. Users may not
Check " " sharg;r rei-distri_buted this Sample Report with third_parties, @ag?eaﬂyta”impﬁ wirele: fhe stiyetureof closed, for
19.3 €CK corrective actiCeuntent of Béport for use other than as |ntendec'léu)e(|§|r?1ple of CAPA # 4C6161212CO.
Yes, sterile items are maintained and stored at the
20.1 |Are sterile items stored to prevent contamination? sterilization work. place, totally separated .to o?hers
product that are in workshop A4, as required in the
procedure (XXXXXXX)
20.2 Is media that is supposed to be stored in the dark, stored No such requirement for the audited factory, no
" |properly? media product
203 Are accepted raw materials and test articles kept separate from Yes, accepted materials are identified and kept
" [product that has not been accepted? separate.
Look for documentation demonstrating customer’s original The file DMR and DHR of product ######## under
20.4 . 9 9 lot##H#HHA provide enough evidence demonstrating
requirements were met. . S .
compliance to customer’s original requirement.
Yes, the audit is conducted at least once per year.
211 Is there a procedure as guidance for the execution of internal The last internal audit was planned and conducted
" |audit? Is it conducted on a regular basis? between xxxx -08-16 ~ xxx-08-25, according to the
procedure (XXXXXXX) .

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12

Created by: Champlain, Review by: Marketing, Approve by: GM
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C = Complies with the requirements, | = Improvement Needed, NC = Not Complies, N/A = Not Applicable

21.2

Does the factory has qualified internal auditors? Do they execute
the internal audit independently?

Yes, 5 independent Internal auditor (Mr. YYYY # 07
1355, Mr. ZZZZ77 # 05 706) attended to this internal
audit, all certified to ISO 13485 and MDD
93/42/EEC.

21.3

Is the scope of internal audit documented amd cover all element of
1ISO 13485, QSR 820, including MDD?

The scope covers requirement of ISO 13485, 21
CFR 820 as written in the audit plan sheet
(XXXXXXX) .

21.4

Are findings of audit identified and corrective action from previous
audit completed?

Minor NCF were found specifically in the issue
affecting requirement and safety, and which required
to update document QOOXXXXX) | (XXXXXXX) about
Qrcegd atory, training were
provided 8 g in the laboratory as
evidence of

bers wo
rection.

atis

Tec I"%

R

N A

22.1 |Are there any reqmrement! for statlstlcal te ?ues'?
Statistical techniques can be found in: P
i 'ggsg?mef specii@ortact Pro QC at info@prg
22.2 . opting to opy of this sample Report from Prd QC, us
[l - Reference Stand@#ﬁi :Jnng Co;?ﬁi:::; (I:nz;\l,'matloln o?lrtrllmeed ;pthe Ei:r:ergl ﬁ@#ﬂ
0 - Acceptance Critereport is pravided ppyg-‘ g@gl)ternatlonal to prospective cli
hi

Requirement for statistical technigues are defined in
e oc nd mainly applied to

defme EroEer sampl Elan an acceptance AQL

), In-process
er 'naEJﬂ'gn work instruction has defined

pectlon (FQC).
mté@ﬁﬂi‘cfb? gl pregps oy der of sample

share or re-distribute: s Sample Report with third parties,
content of this Sample Report for use other than as intended

randomty-{ie; GB2828) select d |s mentloned in the
S accept and agree to be bound by th

nd Conditions of Service. This sample

Rt fos reference purpeses aply Yeersmayieot orize failure and
rt or whole, the strycture ol

'Eé,lfﬁlgrtgtge?e% rate in monttﬁ asis.

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12
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XXX XX-XX-XXXX XXX
Photo 1: Main Gate Photo 2: External View of Workshop

AR

I NTERN TIONAL

SAMPLE REPORT

PAGES OMITTED

Contact Pro QC at info@progqgc.com for full report

*By opting to receive a copy of this sample Report from Pro QC, users accept and agree to be bound by the
clause on Confidential Information outlined in the |Geheral Terms and Conditions of Service. This sample
report is provided by Pro QC International to prospegctiye clients for reference purposes only. Users may not
share or re-distributed this Sample Report with third|patties, nor use or alter, in part or whole, the structure or
content of this Sample Report for use other than as jntgnded herein

o’

Photo 3: Record of Opening / Closing Meeting Photo 4: Integrity Declaration

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12 Created by: Champlain, Review by: Marketing, Approve by: GM Factory Photo
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XXX XX=-XX-XXXX XXX

Photo 5: Documentation (Procedure, QM) Photo 6: List of 41 procedures

~
et

Photo 7: Record of cument change / distribution Photo 8: Organization Chart

| | TTONAL
SAMPLE REPORT

PAGES OMITTED

Contact Pro QC at info@progc.com for full report

*By opting to receive a copy of this sample Report from Pro QC, users accept and agree to be bound by the
clause on Confidential Information outlined in the |Geheral Terms and Conditions of Service. This sample
report is provided by Pro QC International to prospegctiye clients for reference purposes only. Users may not
share or re-distributed this Sample Report with third|patties, nor use or alter, in part or whole, the structure or
content of this Sample Report for use other than as jntgnded herein

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12 Created by: Champlain, Review by: Marketing, Approve by: GM Factory Photo
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Photo 31: NCF s

I NTERN TIONAL

SAMPLE REPORT

PAGES OMITTED

Contact Pro QC at info@proqc.com for full report

*By opting to receive a copy of this sample Report from Pro QC, users accept and agree to be bound by the
clause on Confidential Information outlined in the |Geheral Terms and Conditions of Service. This sample
report is provided by Pro QC International to prospegctiye clients for reference purposes only. Users may not
share or re-distributed this Sample Report with third|patties, nor use or alter, in part or whole, the structure or
content of this Sample Report for use other than as jntgnded herein

Photo 32: Performance of FQC Photo 32: Customer Complaint

Photo 32: Supplier Performance

QSR 21 CFR 820 Audit Form, Rev 0. 2015/11/12 Created by: Champlain, Review by: Marketing, Approve by: GM Factory Photo
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