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Fusion UV/Persulfate TOC Analyzer Tools for
21 CFR 11 Compliance

OVERVIEW OF FUSION TOC TEKLINK TOOLS FOR 21 CFR 11 COMPLIANCE
Fusion TOC TekLink software provides tools to aid in 21 CFR 11 compliance. This means that:

e User accounts and access privileges are secure.

e Methods, calibrations and schedules are all versioned, user-tracked and archived.
e Report data is secure, versioned, archived and retrieved with audit capability.

e Report data can have electronic signatures attached.

e System history and error logs can be viewed and printed.

The Fusion TOC TekLink software can be used as a tool for 21 CFR 11 compliance, but it should be noted that
maintaining the instrument by performing preventative maintenance and replacement of consumables, according to
the Fusion User Manual, is also a necessary component of complying with 21 CFR 11.

FUSION INSTALLATION QUALIFICATION (I1Q), OPERATIONAL QUALIFICATION (OQ) AND PERFORMANCE
QUALIFICATION (PQ) VALIDATION SUPPORT

To support 21 CFR 11 compliance, Teledyne Tekmar offers a Fusion UV/Persulfate TOC analyzer IQ/OQ/PQ Validation
Support Package (p/n 14-9600-IQOQPQ) performed by a factory certified service engineer. The Fusion IQ/0Q/PQ
validates:

e The installation of the Fusion is in accordance with the manufacturer’s design or recommendation and
intended use, as well as current good manufacturing practices (GMP) and principles.

e The Fusion meets the operational criteria as a Low-Level TOC Analyzer System for pharmaceutical or drinking
water analysis.

e The Fusion meets the performance criteria validating that it is effective and reproducible as a TOC Analyzer
System for pharmaceutical or drinking water analysis.

Figure 1 Fusion IQ/0Q/PQ Validation Support Package
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FUSION TOC TEKLINK SOFTWARE TOOLS FOR 21 CFR 11 COMPLIANCE

e Administrator Managed User Accounts with Permission Levels - The Administrator (typically an IT specialist)
performs all account management functions including adding users and assigning user’s default or custom
permissions within the Fusion TOC TekLink software. Default and custom user permissions restrict and allow
specific software and instrument activities, as well as create an audit trail. As a check and balance, the
administrator is not permitted to operate the Fusion.
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Figure2  Creating a User Account and Assigning Privileges

€ User Properties - JasonDavis

: Permissions Comments

User Name IJasonDavis

Full Name IJason Davis

Description ILab Tech

Password

Change Password

%
Il days (1- 365)

[] User must change password atnext logan

@ Password never expires

(O Password expires after

[ clear Lackout Timer
[ Auto-Logoutafter IS minutes of inactivity (5 - 300)

Cancel Help

€ User Properties - JasonDavis

General Comments

Select the actions that this user will be allowed to perform.

Add Instrument s
Enable Change Justification

Change Instrument Firmware

Create Archives

Create Calibrations

Create New Methods

Create New Schedules

Disable Instruments

Electronic Report Signature

Edit Calibrations

dit Instrument Config

Edit Blanks

Edit Methods

Edit Methods Advanced o

< >

Allow All Deny All

Cancel Help

e User Identification Authentication - Anyone intending to use the Fusion TOC TekLink software or instrument
must have a user account and password. Each user is then required to sign into the software to perform
software functions and instrument actions. While logged in, software and instrument actions are associated

with that user and recorded to create an audit trail.

Figure 3 User Login with Password

# T0C Teklink - Login

Welcome to TOC TekLink.
: User name: FFW—
—
X Password: I“*““

e Versioning and System History - Each method, calibration, schedule and report file has a version component
built into the file. Anytime the file is changed or modified, a version is created. From the VERSION TOOL BAR, a
drop-down menu shows the latest VERSION along with previous versions. Each time the version is changed, a
HISTORY EVENT is created that records the VERSION NUMBER, CREATION DATE TIME STAMP, USER NAME and CHANGE

JUSTIFICATION.
Figure4  Schedule Showing Version Number
“P Fusion Version: 1.1.5.2 Fusion 3 - [Schedule: Schedule 01 TOC (latest version) *]
E File View Instrument Tools Schedule Window Help

) Save and Start JHold [E Step () Ready () Standby

Schedule 01 TOC Version: Latest (1) - History).. Delete this file after next Archive - No
ions Comments
Position Sample Type  Sample ID Method ID (Calibration 1D} Reps Use Siate
1 (Clean) ~ |Clean ~ | Clean 1 Ready
{Blank) ~ | Blank ~ | Reagent/Acid Blank 1 Ready
Foa {Blank) ~ | Cal Standard | Reagent/Acid Blank 1 ~ Ready
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e Traceability/Audit Trail - A complete audit trail of software activity is created and SYSTEM HISTORY LOGS can be
viewed and printed.

Figure5  System History Log

ﬁ System History LT}\% - m] s
Current Felder: C:\Program Files (x26)\Teledyne Tekmar\Fusion 1.1\SystemHistory Reset.. | | Browse.
12015-04-19 08.41.32.000 [ INFO ] ~

Condition: [User: JasonDavis] on [Instrument: None] - Login Successful.

2015-04-19 08.41.52.000 [ INFO ]
Condition: [User: JasonDavis] on [Instrument: None] Close Instument Manager - Logged off

12015-04-19 08.44.12.000 [ INFO ]
Condition: [User. JasonDavis] on [Instrument: None] - Login Successful.

2015-04-19 08.44.16.000 [ INFO ]
Condition: [User: JasonDavis] on [Instrument: Fusion 3] - Main Screen: Connect to Instrument

2015-04-19 05.12.52.000 [ INFO ]
Condition: [User: JasonDavis] on [Instrument: Fusion 3] - Schedule file Schedule 071 TOC Modified

12015-04-19 09.40.10.000 [ INFO ]
Condition: [User. JasonDavis] on [Instrument: Fusion 3] - Schedule file Schedule 01 TOC Modified.

2015-04-19 09.55.22.000 [ INFO ]
Condition: [User: JasonDavis] on [Instrument: Fusion 3] - Schedule file Schedule 01 TOC Modified.

2015-04-19 10.27.32.000 [ INFO ]
Condition: [User: JasonDavis] on [Instrument: None] - Added new user StevenHawking

12015-04-19 1416 56 000 [ INFO ]

Condition: [User: JasonDavis] on Minstrument: Fusion 31 - Svstem Properties chanaed e
History Fitter
Type Date Range
IF'age 13cf 13 Info [ From: | £/19/2019
[ warning
To: 4/19/2019 Apply
lex < < > = =] [ Error u
[] Show Only Events containing this Text Reset

|SystemH|staryC|\em.Iag 20195-04-19 GMT-04 v| I

e Change Justifications - User account permissions can be configured to require “Change Justifications” after a
variety of software actions. Both default and custom change justifications can be configured.

Figure6  Default and Custom Change Justifications are Configurable in System
Properties

% Systemn Properties

CSV Export

The following reasons will be displayed onthe Change Justification prompt for
all users, in addition to those specified in each user\'s preferences,

Calibration curve edited ~ Delete
MNew Calibration created —
Methed variable update

MNew Method created

Schedule was updated

MNew Schedule created

User Manager updated

Sample changes to schedule

Sample Replicate omitted

New Blank value applied to sample result

Acceptance criteria was updated

nthar s

You may edit reasons from the above list or add a new one here:

Add

Change

QK Cancel Help
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FUSION TOC TEKLINK SOFTWARE DATA INTEGRITY

e Ability to automatically export a comma separated value (CSV) report file to a LIMS-based system.

Figure7  Report Export Button and CSV Export Configuration Screen

%, mas-ttek-dapd06 - Remote Desktop Connection W System Properties %
% Fusion Version: 1.1.5.2 Fusion - [Report: EP 2.2.44 3/20/2020 8:21:37 AM (latest version)] -

& Fle View Instrument Tools Window  Help General Archive  Change Justification | CSV Expart |

@) Hotd [ step (@) Ready () stondby &) Camousel ¥ [ I New - [Z70pen + | [] & | (] | @ On the right are the ordered

R2020-03-20T0821 37 Version: Latest (1) = History..  Deletethis file after next Archive - No fields that will comprise

columns in the exported CSV
Static Overview  Interactive files. Click Edit Fields to

change this list.
D vetadsts [ Replctes Collectin. [ Eecrone Santures [ User DV [ sty ‘

Fusion Report - EP 2.2.44

Friday, March 20, 2020 08:21 AM Edit Fields...

‘ oK || Cancel H Help |

e Scheduled Automatic Archiving of Data Sets - When archiving is initiated, the file is copied into the ARCHIVE
DIRECTORY designated in the SYSTEM PROPERTIES DIALOG. After archiving, the file is deleted from the current file
directory, if the DELETE THIS FILE AFTER NEXT ARCHIVE CHECK BOX is selected.

Figure8  System Properties Dialog - Scheduled Data Archive and Location

¥ System Properties *

i hange Justification C3V Export

General

Archive Folder:

IC:\Program Files (x86)\Teledyne Tekmar\Fusion 1. 1\archive

[ Archiving
Automatically archive old datafiles euer’}tl days.
Initalize archive at | 3:00 am i

If one or more of the instruments are running a schedule at the archive
initialization hour, the system will be placed in an archive pending state.
The archive will begin once all the instruments have completed their
respective active schedules.

After each archive, delete history events oIderthalED days.

Begin Archive

‘ QK | | Cancel ‘ | Help |

e Electronic Signing of Reports — Reports can be reviewed and approved by other users to add an additional level
of quality assurance and accountability.

Figure9  Interactive Report EP 2.2.44 with Electronic Signature Button

7 Fusion Version: 1.1.5.2 Fusion - [Reports EP 2.2.4 3/20/2020 8:21:37 AM (latest version)] - o X
i= File View Instrument Tools Repot Window Help -5 ¥
EHold [ step @) Ready () Stencby @) Carrousel || | I New - [ 0pen~ | [ & | [ | @

R-2000.03-20T06.2137 Versoms Lotest(1) = Historyos  Deletethisfileafter nect Archive - No ‘

Static Overview | Interactive

Vial £ Sample ID Result  StdDev  RSD Type  Method Calbration  Blank  StartTime

(Clean) |clean [

(Clean)

Clean

(Blank) 2
(Blank) |Reagent/Acid Blank v
D [Reagent\Water] USP 643 [ EP 2.2.44 [Reagent Water] 0.0403 0.0011 2.6500| TOC |EP2.2.44L... |TOCPharm. v31 10.08.57 202...

Reagent/Add Blank

B [Standardsolutior] USP 643 / EP 2.2.44 [sucrose (500 ppb)] 05660 | 0.0120| 2.1100| TOC |EP2.2.44L.. |TOCPharm.. | v31 |10.32.35202...
[suitabilitySolution] USP 643 /EP 2.2.44 [1,4-Benzoquinone (500 ppb)] | 0.5429 | 0.0088|  1.8100| TOC ... |TOCPharm... 10.56.35 202...

Update. Edit Calibration| + | | EditBlank | +

Electronic Signatures |
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e Report Data Security - Report data files are completely self-contained, meaning all data required to produce

the report is contained within the report file. The file contains an encrypted data content validation stamp to
protect from corruption.

Figure 10  Static Report

K5 ms-tek-dap006 - Remote Desktop Connection - 8 X
EP 244 3/20/2020 8:21:37 AM (latest version)] - 8 XA
Help B
[ New ~ [Z70pen - | |} & 7]
R-2020-03-20T08.21.37 Ve Delete this il after next Archive - No
Statc Overview | Interactive
Metadata (7] Replcates Collecton (2] Eectronic Signatures [ User Ds [ History | Bporter | =
Fusion Report - EP 2.2.44
Friday, March 20, 2020 08:21 AM
Report Summary Information
exgnevean 152
......... 20701
ReportResults
anaye Type I smpa o I sartTme
ED zomosnoeens
—— on ox) I o ) = Psins g e
T o] o =
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T T o frT Fm
I el o sax war
s I unpeo 1 satrme
Respernnc o somosaves
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e For an additional level of data integrity, Teledyne Tekmar offers an optional accessory software (named “TT
Run As...”) that works in conjunction with Fusion TOC TekLink. This software program runs the Fusion TOC
TekLink software as a specific user within the Windows™ operating system and allows written privileges to
TekLink files. Files that are locked by this user, cannot be accessed outside of the Fusion TOC TekLink software,
preventing accidental or intentional corruption of software data.

FUSION TOC TEKLINK SOFTWARE FEATURES FOR EXPEDITED PHARMACEUTICAL WORK FLOW

In addition to 21 CFR 11 compliance tools, the Fusion TOC TekLink software was designed to provide intuitive features to
simplify pharmaceutical analysis.

e Default pharmaceutical TOC instrument method that optimizes the instrument for pharmaceutical analysis.

Figure 11 TOC Pharmaceutical Method

Doc # MKT-20002 (Rev: A)

Toll Free: 800-543-4461

¥ Fusion Version: 1.1.5.2 Fusion 3 - [Method: TOC Pharmaceutical Water (latest version)] - o x

[ Ele View Instument Took Window Help _ 8 x

&) Hold [E step () Ready () Standby ) Carrousel || [ ] New - [Z70pen - | ] & )

TOC Pharmaceutical Water Version: Latest (5 - History..  Delete this file sfter next Archive - No Unit Starus |
Analysis Type (Complex): TOC Calibration: TOC Pharmaceutical Water Select Schedule Aa
Optimal Sample Range: 0.0012to 6.7 (ppm) Sample ID:

Tty Calibration:
General Advanced  Comments =nle Volume (nl) Method:
The amount of volume to be analyzed per replicate. This samy Schedule:
Variables Toc Ivolume along with the diution factor affects the optimal sample Replicate:
Sample Volume (mL) range. Schedule Line:
Dilution 11 ~| | nits: L Vial Pos:
Acid Volume (ml 05 Miimum = 2.0 .
(m) i =20 Mode Details A
Reagent Volume (ml) 0.8 Moder
UV Reactor Prerinse off v )
UV Reactor Prerinse Volume 0.0
Number of UV Reactor Prerinses 1 Time:
IC Sparge Time (mins) 0.50 Sinfue]
Detector Sweep Flow (mi/min) 500 Message Aa
PreSparge Time (mins) 0.20
System Flow (ml/min) 500
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e USP <643> and EP 2.2.44 Systems Suitability Checks - The suitability function automatically calculates if the
system has passed the System Suitability Test mandated by USP or EP regulations.

Figure 12 Report Indicating Pass/Fail

Sample Type: System Suitability From Schedule Version 2
Suitability
Pos| System Sample ID Resukt Std. Dev. RSD Start Time
Sample Type -

el D Reagent Waler [ReagentWater] USP 0.040 00011ppm| 265%| 2020/03/20 1008
B43/EP 22 44
[Reagent Water]

+ B Standard Solution [StandardSolution] USP 0.5660 ppm 00120ppm| 211% 202000320 10:32
G43/EP 22 44

[Sucrose (500 ppb)]
4| C Suitabality Solution [SuitabilitySolution] USP 0.5429 ppm 00098 ppm| 1.81% 2020/03/20 10:56
643 /EP 2244 1,4-
Benzquinone (500
ppb)]
Response Efidency 85 81%) Limit Response (Ru): 525.7 ppb
(Acceptance Crteria 85% o 115%)

ADDITIONAL INFORMATION

For in-depth information on using Fusion TOC TekLink 21 CFR 11 software tools, refer to the following webinar
recording: “Utilizing the Fusion as a Tool for 21 CFR 11 Compliance”.

6 www.teledynetekmar.com Sales/Support: 800-874-2004 Toll Free: 800-543-4461 Part # MKT-20002 (Rev: A)
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