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@ InSite 21 CFR Part 11 Compliance v3.1.pdf - Adobe Reader i
File Edit View Window Help *
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Fill & Sign |

CAMSTAR

InSite™ Compliance with FDA 2| CFR pprt I

| Meeting FDA Requirements with InSite

By teaming with Camstar, medical device manufacturers gain a software partner who understands both
manufacturing and the role of the FDA in their operations. Camstar’s InSite Manufacturing Execution
System (MES) addresses manufacturing needs for medical device production. In addition, the solution
includes functionality designed to help medical device manufacturers comply with FDA regulations governing

good manufacturing practices and the use of electronic recerds and signatures within the factory.
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Persons who use closed systems to create, modify,
maintain, or transmit electronic records shall employ
procedures and controls designed to ensure the
authenticity, integrity, and, when appropriate, the
confidentiality of electronic records, and to ensure
that the signer cannot readily repudiate the signed
record as not genuine. Such procedures and controls
shall include the following;

InSite is a closed system.

e
aNC
ON/A

(a) Validation of systems to ensure:
1) accuracy
2) reliabilty,
3) consistent intended performance,
)

(
(
(
(

4) the abilty to discem invalid or altered
records

Tests conducted as part of Camstar’s QA process
show that production records that are created or
changed are tracked successfully with the full audit
trail feature of InSite.

InSite has many facilities that may be used to prohibit
or discern invalid entries made in process.

Forexample, when an InSite workflow or specification
is under revision control and the object is released
for production;itis frozen by anamed user. In order
to make changes, a new revision must be created.
This provides visibity of the revision that was used
in production,and also prohibits users from changing
contents of an object once it s released.

Lo B g | i nite 21 CFR Part 11 Complanc 3 Lpd - Adobe Reader - o
File Edit View Window Help X
Comment @ 5 @ IV /10‘ ) -‘ ‘ oy ’ @ Fill &Sign  Comment
L. 0 Controls for Closed
REGULATION CAMSTAR COMMENT
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M': Material = Define, Manage and Enforce Right Materials to be used at the Right operation, Right Quantities
M2: Man = Define, Manage and Enforce Right Operator is working at the Right Operation with Right Skill Sets
M3: Machine = Define, Manage and Enforce Right Equipmentto be used at Right Steps with Right Status

M*: Measure = Define, Manage Inspection Plans, Data Collection Plans and Enforce that Right Data is collected
M®5: Method = Define, Manage and Enforce Mfg & Inspection Routers with Alternate Paths
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Reference Product Category cenrmnenneneeeneenn e ddinCtionality Deployed.....oeeeeeeea... Location
3M Morthridge Drug Delivery Global (CA HQ)
3M Unitek Orthodontic Products Global (CA HQ)
Abbott Nutrition Mutritional OH
Abbott Vascular Class Il implantables Global (CA HQ)
Biotronik Class Il implantables Global (German HQ)
Boston Scientific Class Il implantables Global {(MA HQ)
CaridianBCT Blood Collection Technology Global {CO HQ)
Carl Zeiss Meditek Vision Systems CA
CibaVision Contact Lens Global (NJ HQ)
DexCom Diabetes Monitors Global (TX HQ)

Global {(MA HQ)
Global {(MN HQ)
Global (CA HQ)
Global (NJ HQ)

Fresenius Medical Care Class Ill Dialysis Filters
HTI (Hutchinson Tech) Oxygen Monitors

J&]) Biosense Webster Diagnostics

J&J Cordis Class Il implantables

J&J Ethicon

J&) LifeScan

J&J Mentor Corp
Life Technologies
MNP Medical

Pacific Biosciences
Roche Diagnostics
Terumo CVS

Zoll Medical

Class Il implantables
Diabetes Care

Class Il implantables
Biologics

Med Dewv

Biologics

Diabetes test strips
Med Dewv

Class 1l external devices

Global (M) HQ)
Global (NJ HQ)
Global (TX HQ)
CA

Global {(MA HQ)
CA

Global {(IN HQ)
Global (M1 HQ)
Global {(MA HQ)
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ResourcefVork Cell. | Work Center: | Operation | Workstation: | ’ Studio Q Settings |@ Help

CAMSTAR

Hello, CamstarAdminCH » | Log Off

‘ WIF Main WIP Txn Resource Txn Ad-hoc Txn Inquiry Txn

¥ Assembly MotherLot WIP Main

+ r = i [ ‘ Main Data Equipment Setup
HE‘E; :t CA Resourcefvork Celt | Work Center: | Operation: | Workstation: |  J*Swdio  {F Setngs @) Hep
MSTAR =
ﬁﬁm ﬁﬁgﬁﬁ_ E!ﬁ E vities Hello, AndyAssembler v | Log Off
}i*&#l:_ &  Container Resource Aftachments Reporls C
g . i |» EProcedure &
TAzm= = erformance Indicators,
MNORMAL u R_Wire™ ' Unit / Lot Product: MD-000010 (A)*[Laparascopic Stap._. > Operation: MD-WK000106
320405-01 8 0 Qty: 1[ea] Mfg Order: 320405 6 D @ @
= HEE 0 _— °
| 3 m Fiy a il ASSEMBLY STEP 10P
WIP Msg HHR FHeR h=a i i P Lot Info Resource SPC Task 2 of 4 Step 2

"‘- - i 7R Details Chart
I gl‘aj"ﬁik o Passed v Instructions: |+ |
- -ﬂt k Step 1 Assure free movement of parts
EREE Z

Count 1 (Min 1)

Container = Workstation == I : — e = - - X X X
Not Executed '
RADOD32 1000 R_WireBo Step 2 P 1
Pass I Fail
Count. 0 (Win 1) I i
s, =N {E ) Passed
ﬁhﬁiﬁﬂ [ =] 03 - Not Executed ) " 1
%‘iﬁaﬁ © it () Failed y
4 L Step 3 4| !
= ki Count: 0 (Min 1)
S s Sl A7~ ) p s 0 i f | |
LEITRHE LEEIME  BIEEER e |- S| s g

!k&% E %Rﬁﬂﬂﬂ Hﬂgm s 2‘::; 0 (Min 1)

- &8

=
1| I DI
shlBETEE T aw 1
vesian
m Displaying 1 to 1 of 1 tems

v () A (S L
- ’ [ -

9:27 AM System Status:
Re Sunday, February 09, 2014

9:32 AM System Status SUCCESS!
Wednesday, May 06, 2015 Task executed for unit/ lot on 05/06/2015 9:29:41 AM by Andy Assembler.

Page 24 03.02.2017 STEIens PLVT Sonware




izmE BBl SIEMENS

Restricted © Siemens AG 2017

Page 25 03.02.2017 Siemens PLM Software



JEREHER

e
Hid
&

A T

BAXD1-03 ﬂ 0 aty: 1[sa)

BAX ACCURACY TASKS

FOEQ230004 Colesgue ACcuracy Test Prizse

Task 3of 5 CHANNEL B
Ll Fassed Instractions:
STARTTEST 10l Toe 1 hour
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Count O [Min 1)
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SISW / China / Account Executive
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Phone: +86 21 2208 6968
Mobile: +86 186 1677 3915

E-mail:

siemens.com
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