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Continuous Flows

Overview

The Continuous Flow feature improves handling of scenarios where parts of a lot (Material) gradually move
to the next step while the rest of the lot finishes the previous process step.

It enables partial chunks of the lot to be processed in parallel across different steps, while preserving a
single lot grouping:
® Step execution activities like Checklists and Data Collections apply to the lot as a whole (not to each
partial material individually).

* All partial Materials must be merged back at the end of the Continuous Flow block.

Topics

* Concept

e Partial Track-Out

* Context Resolution

® Auto Re-Evaluation of Material Ranks
* Materials Final Merge

® Auto Partial Merge

® Scenario

* Configuration

* Configuration Entries

® Generic Tables

* Lookup Tables

® Checklists and Data Collections

® Executing a Continuous Flow

Concept
The logic introduces a Material Rank:

® Head: First/leading material chunk.
e Middle: All other chunks in between.

® Tail: Last/trailing material chunk.
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Rank is automatically assigned on Partial Track-Out and recalculated when merging back.

Checklists and Data Collections can be conditioned by Rank, so that, for example, a Checklist can be
triggered only for the Head material and a Data Collection can be filled only when the final Tail material
passes through the step.

A step can be configured as a Merge Step, causing all partial Materials to be automatically merged together
once they reach the Step.

Partial Track-Out

e During Track-Out, set the primary quantity below the main Material’s primary quantity to split a chunk.

® The first split tracked out becomes Head; the remaining InProcess main material becomes Tail.
Additional splits become Middle.

¢ |f the flow contains a Step with attribute MedDevisPartialMatMergeStep = true, a Future Action is
created/updated on Partial Track-Out to automatically merge at the merge Step.

e Additional partial Track-Outs in subsequent steps split the then-current Head into a new Head and
Middle.

Context Resolution

* |n Steps following a Partial Track-Out, Checklists/Data Collections appear only for the configured rank(s)
as defined in the context tables.

Auto Re-Evaluation of Material Ranks

This functionality will enable MES to automatically re-evaluate Material ranks, to ensure continuity in the

flow when Materials overtake others during the process.

It will guarantee that, even when the relative positions of the Materials change, the first Material in the
Flow will always be the "Head", the last will always be the "Tail" and everyone in between will be "Middle".

0 Note

assume that the rank update will be performed manually.

Materials Final Merge

e |f a final merge Step is predefined:
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* Partial Materials are blocked at the merge Step waiting for the Merge Future Action to be applied.
® Once all partial Materials arrive, the system automatically merges and releases the Material.
* |f no automatic merge is configured, users must manually merge partial Materials.

* When recording full loss on a material, the system attempts to merge with the next material in the flow;
if the merge Future Action performs the merge, AutoReEvaluationOfMaterialRanks does not execute.

* When the full loss is recorded while the material is in active rework, Continuous Flows first resolves the
rework case:

* Non-main rework materials are terminated without updating the main flow.

* Main rework materials complete the remaining rework path, return to the main flow, and then continue
with the standard auto-movement and merge logic.

® This applies to Record Loss/Bonus and Track-Out.

Auto Partial Merge

Supports automatically merging partial materials when they share the same conditions, reducing
proliferation of partials in short cycle-time environments. The source and target materials must share the
same:

e System State (Queued/In Process/Processed)

® Production Order

* Manufacturer Lot Number

® Resource (applies only to In Process)

® Resource Lane (if it exists, applies only to In Process)

Save In-Process Material Rank for Rework Returns

When a Material is Tracked-In with a certain rank, the user may require it to maintain the same rank
throughout the entire process, ensuring that it performs Checklists or Data Collections which are
configured for Track-Out/Move-Next in the context of that rank, to guarantee continuity.

This functionality enables MES to keep track of the Material's rank when it was Tracked-In, even if the rank

is afterwards updated due to a Material returning from rework, by saving it in the Material's attribute
MedDevinProcessMaterialRank, and use this attribute as the primary driver for context resolution.

~ ATTRIBUTES

c 4

Refrezn Edit

InspectionAfterDRY:
& MedDevCurrentHead: A002.03

& MedDevCurrentTail: AD0OZ.02

= Tail

MedDevinProcessMaterialRank:

& MedDevMaterialRank: 2= Middle
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In this example, the Material was Tracked-In with rank "Tail", and may already have executed some
Checklist or Data Collection configured in the context of this rank. While the Material was In-Process, a
Material returned from Rework to a step behind its position, being awarded the "Tail" and causing this
Material's rank to be updated to "Middle".

With this functionality enabled, the original "Tail" rank is saved in the Material, and it will be used to
resolve the tables when Track-Out and Move-Next are performed.

Assumptions
To use the Continuous Flow logic, the process should follow these assumptions:
* The material quantity should represent a bulk of non-serialized units. If sub-materials are used, a Line-
Flow based approach might be more adequate.
* The Partial Track-Out feature is used to Split the chunks of materials for the next Step.

® The processing of different material chunks will be executed in sequence, e.g. a Tail will not surpass its
Head.

Scenario

Enabling Continuous Flows

This Feature can either be enabled globally in MES, or only for specific contexts.

A) Global Configuration

To enable this feature globally across MES, the following actions need to be taken:

1. Configurations
* Enable Feature globally through /MedDev/ContinuousFlows/EnableGlobalContinuousFlows .
These optional configurations can also be enabled, to apply these functionalities globally:
* Enable Auto-Merging through /MedDev/ContinuousFlows/EnableGlobalMergeFutureActionOnStepFeature

* Enable Auto Re-Evaluation of Material Ranks through
/MedDev/ContinuousFlows/EnableGlobalAutoReEvaluationOfMaterialRanks

* Enable Keep In-Process Rank on Rework Material Return through

/MedDev/ContinuousFlows/EnableGlobalKeepInProcessRankOnReworkMaterialReturn
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/ Configuration

CONFIGURATION ENTRIES
AllEntries
{ MEDDEV
J ContinuousFlows

# EnzbleGlobalAutoReEvaluat
EnableGlovalContinuousFlows
EnableGlobalKeeplinProcessR.
EnableGlobalMergeFutureAct...
HeadRankName
InReworkRankName

MiddleRankName

¥ Y »

TailRankName

(G

General Data
Path: /MedDev/ContinuousFiows/
ﬁ Name: ContinuousFlows
Description
Type:
Value

Confidential: X No

~ CHILD ENTRIES

Entries (8)

PATH

Information

Created by: System

Created on: 02/21/2026 06:58 PM

Modified by: System

Modified on: 02/21/2026 06:58 PM

Display By: LATEST CHANGES *

NAME

/MedDev/C ionOfM:

/MedDev/C

usFlows

/MedDev/C O

/MedDev/Conti Fi lobalMergeF

ctionOnStepFe... Enabl uture e

/MedDev/ContinuousFlows/HeadRankName/

/MedDev/ContinuousFlows/InReworkRankName/

/MedDev/ContinuousFlows/MiddleRankName/

/MedDev/ContinuousFlows/TailRankName/

HeadRankName

InReworkRankName

MiddleRankName

TailRankName

Head

In Rework

Middle

Tail
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@ Note

Useful documentation on how to Manage Configuration Entries [&1

B) Context-Specific Configuration

Instead of enabling the Continuous Flow feature globally, it is possible to enable it and its optional
functionalities for specific contexts (e.g., per Flow, Product, or Production Order) using the

MedDevContinuousFlowFeaturesConfig smart table:

1. Navigate to the MedDevContinuousFlowFeaturesConfig smart table.

2. Add a new row, filling in the key columns that define the context (one or more of: Flow, LogicalFlowPath,

Product, ProductGroup, ProductionOrder).

3. Set the desired value column(s) to true: ContinuousFlowsEnabled,
AutoReEvaluationOfMaterialRanksEnabled, MergeFutureActionOnStepEnabled,

KeepInProcessRankOnReworkMaterialReturnEnabled .

0 Note

The global configuration entries need to be disabled for context-specific overrides to take effect. If a global entry is
enabled, the smart table is ignored for that setting. The override logic is applied only for enabling scenarios like the
one described above, not disabling ones (e.g., configuration entry is enabled, but the smart table has it set to false for
a specific context).

Rank names

The default values for the Rank Names are Head, Middle, Tail and InRework. If required, these names

can be changed by:

1. Configurations

e Set Material Rank Names:

® /MedDev/ContinuousFlows/HeadRankName

® /MedDev/ContinuousFlows/MiddleRankName

® /MedDev/ContinuousFlows/TailRankName

® /MedDev/ContinuousFlows/InReworkRankName

Page 5 of 34


file:///app/site_online/tutorials/industrytemplates/medical/continuous-flows/images/continuousflows_enablefeatures.png
https://help.criticalmanufacturing.com/userguide/administration/configuration/

' Critical
manufacturing 11.3

2. Update Lookup Table 'MedDevMaterialRank' with new names, so that the MedDev Smart Tables are
prepared to use them.

E= Med Dev Material Rank (Active)

P search
Records (4) m
NAME DESCRIPTION ENABLED
Head Material Head Rank
In Rework Material In Rework Rank

Middle Material Middle Rank

€ < < X

Tail Material Tail Rank

Generic Tables

1. Update Generic Table contextResolution with both MedDev Smart Tables to ensure the resolution
includes the Material MedDevMaterialRank :

2. MaterialChecklistResolution: MedDevMaterialChecklistContext

3. MaterialDataCollectionResolution: MedDevMaterialDataCollectionContext

Context Resolution (8) / 2 Items Selected m

[=]  resoLumon Tvee ENTITY TYPE RESOLVE SMART TABLE NAME 1

MaterialDataCollectionResolution N/A MedDevMaterialDataCollectionContext

MaterialChecklistResolution N/A MedDevMaterialChe cklistContext

Warning

This will override the existing MaterialChecklistContext and MaterialDataCollectionContext tables-all data
from the original context tables should be copied to the new MedDev equivalent tables before switching the
ContextResolution settings.

Configuration
To assess how this industry and production requirement is addressed, consider a simplified model:
Basic entities like Step, Resource, Flow, Product, and Material can be configured as detailed below:
* Steps:
® Catheter Production Order Starts
* Assemble
¢ Clean
e After Clean
* Dry
* After Dry
® Catheter Packing
® Shipping
* Final Packing
® Shipping Customer
* Flow - Flow Catheter
® Product - Foley V Catheter

* Material - Lot Foley V Catheter#01 (this Material represents a lot with 500 units)
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@® Note

This is the Master Data file used to create this model.

Continuous flow should be applied to steps Clean - After Clean - Dry - After Dry . Catheter Packing:

* Enable Partial Track-Out by setting the Use Split and Track-Out flag in step Clean

{ ® Cean x

# Edit Step

Material Tracking

Pass-Through: @ )
Packing Step: (@)

* Sub-Material Track State [ g
Depth

Setup Characteristic:

Link Dispatch and Trackn by @y
Default

Link Track-Out and Move Next
by Default @

* Track-Out Losses Mode:

None x v

| Use Spiit and Track-our: @D |

units

setunis: @D

RS x -]

* Primary Units:

Secondary Units [55 - ]

Comments: ~

* Configure additional Split/Track-Out options in the StepSplitTrackoutContext Smart Table

® To auto-merge at the end of the flow block, set the MedDevIsPartialMatMergeStep attribute on the
designated merge step Catheter Packing

® |f nosuch Step is found, the system assumes Materials will be merged manually

® To automatically perform merge action on this step, set the MedDevIsPartialMatMergeStep attribute

Page 7 of 34


file:///app/site_online/tutorials/industrytemplates/medical/continuous-flows/masterdata/continuous_flow.xlsx
file:///app/site_online/tutorials/industrytemplates/medical/continuous-flows/images/continuousflows_partialtrackoutsetup.png

@ Catheter Packing (Active)

SCHEDULING

~ ATTRIBUTES
e 4

Refrazh Edit

MedDevAllowAutoPartialM
edDevAllowAutoPartia erge-XND

MedDevlsPartialMatMergeStep: + Yes I

e Additionally, if the cycle time is short, consider enabling the Auto Partial Merge, by setting the

Critical
manufacturing 11.3

MedDevAllowAutoPartialMerge attribute for any steps throughout the process where several Materials of

the same group may accumulate.
~ ATTRIBUTES

e &

Refresh Edit

MedDevAllowAutoPartialMerge
v Yes

Checklists and Data Collections

For all remaining configurations, follow these steps:
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1. Create two Parameters:

# Edit Parameter

General Data
o Name: Residual Moisture
oescrpion: | |
* Type: [EE Standard x - l
Information
Display Name l l
* Scope: | EDC_SPC T l
* Data Type: | Decimal x v l
Format. l @
Unis < ~|
Scale: l
Minimum Value: | 0 l
Maximum Value: | 100 l
Comments ~

Save

# Edit Parameter

General Data
a Name: Particle Contamination Level
Description: i\ l
* Type: l S Standard % v l
Information
Display Name: l l
* Scope: | EDC_SPC x v l
* Data Type: | Decimal x - l
Forma l ®
Units: | §8 pm x v l
Scale: ]
Minimum Value: ]
Maximum Value: ]
Comments: ~

° Note
Useful Documentation

e Create Parameter [

e How to: Create a Parameter &

. Create a Data Collection
{ ¥ DCAfter Clean[A1] X

¥ € & 8 % O [©l-

views

v WM o B A

New  Refresn eon Lock. perform  Open vore

Genea

|/ DCAfter Clean [A1] A (Default) v 1 (Effective) v
~ DETAILS DETALS
Data Collection Details PARAMETERS
, Name: DC After Clean @ Scope: General LIMIT SETS.
I_ Description: SPC Post Mode: On Post Per Sample
INSTANCES
Type: i Standard User Interface: Modern
ATTRIBUTES
Universal State: Effective
ATTACHVENTS

manufacturing 11.3
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Particle Contamination Level

> Meeriold
Parameter Details Instrument
Parameter: (X Particle Contamination Level Capture Behavior: None
Optional: X No Instrument Type:
Group:
Samples Readings
Source: Minimum Sample Readings: 1
Type: Material Id Maximum Sample Readings: 1
Sample Id Material Property: Name Default Value:
Minimum Samples: 1 Reading Names: X No

Maximum Samples: 1

Sample Count Is Percentage: X No

Calculation Protocols
Calculation: None Warning
Grouping: None Error:

Limit Checking: Individual Value

Rule:
. Residual Moistre
Macerialld
Parameter Details Instrument
Parameter: (X Residual Moisture Capture Behavior: None
Optional: X No Instrument Type:
Group:
Samples Readings
Source: Minimum Sample Readings: 1
Type: Material Id Maximum Sample Readings: 1
Sample Id Material Property: Name Default Value
Minimum Samples: 1 Reading Names: X No

Maximum Samples: 1

Sample Count Is Percentage: X No

Calculation Protocols
Calculation: None Warning
Grouping: None Error
Limit Checking: Individual Value

Rule:

3. Assign both Parameters to the Data Collection created above:

{ ¥ DCAfierClean[A1] X W o B 2

¥ & ¢ 8 % @B [el-

- s DETALS
Data Collection Details PARAMETERS

) Name: DC After Clean @ Scope: General LIMIT SETS

I_ Description SPC Post Mode: On Post Per Sample
INSTANCES
Type: User Interface: Modern
ATTRIBUTES
Universal State: Effective

ATTACHMENTS

Particle Contamination Level
> "
Maserialld

3 Residual Moisture
Marerialld
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@ Note

Useful Documentation

e Create Data Collection &
e How to: Create a Data Collection &
e MaterialDataCollectionContext (&1

e How to: Add Value to Smart Table &

4. Fill in the Smart Table MedDevMaterialDataCollectionContext with the Data Collection created above

STEP: | @ Step a f LOG\(ALFLOWPATH[ l PRODUCT: [ﬂwmo‘w

= Med Dev Material Data Collection Context (Active)

MedDevMaterial DataCollectionContext (1)

[0 ese LOGICALFLOWF = PRODUCT | 57 PRODUCTG 3 FLOW B MATERAL  MATERIALTYPE MATERIALRANK ' PRODUCTIO [l RESOURCE  RESOURCETYPE MODEL |}| RECIPE OPERATION |-/ DATACOLLECTION I DATACOLLE DATACOLLECTIC
[ o Head TrackOut DC After Clean Immediate
CL Complete Cleaning
E v A
(e Process [A1] x L A
~ » .
¥- & &£ a8 B F @l-
New  Refesn e ook prevew | perform nore views
General Eeaze Actons paze
CL Complete Cleaning Process[A1] A (Defauf) v 1 (Effective) v
~ DETAILS DETALS
Checklist Information INSTANCES.
= Name: CL Complete Cleaning Process [©) Scope: $3 MaterialTracking ATTACHMENTS
=] Description: Execution Mode: Immediate

Type: #= Standard Product:

Universal State: Effective Data Collection:
Data Collection Limit Set:
Documentation Urk

Define Standard Times: X No

Track Execution Times: X No

@ Note

Useful Documentation

e Create Checklist (&1

e How to: Create a Checklist &

6. Fill in the Smart Table MedDevMaterialChecklistContext with the Checklist created above

STEP: | @ Step B P| LOGICAL FLOW PATH: :] OPERATION: ALL ¥

m

1t recire [E] cHECKUST

=2 Med Dev Material Checklist Context (Active)

MedDevMaterialChecklistContext (1)
[] @sw LOGICAL FLOW PAT OPERATION % PRODUCT <2 PRODUCT GRC &3 FLOW B MATERAL  MATERIALTYPE  MATERIALRANK ' PRODUCTION' [L] RESOURCE  RESOURCETYPE = MODEL
[ oy TrackOut Tail CL Complete Cle

Executing a Continuous Flow

This section explores the Continuous Flows operations. To test and execute this functionality, follow the use

case outlined in a step-by-step scenario.

manufacturing 11.3
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@® Note

This example does not contain any Rework flows configured. If a Material is sent to Rework while in a Continuous
Flow, MES will handle the rank update automatically according to the specific scenario. A detailed explanation of this

logic can be found in the User Guide.

1.In the Step clean, perform a Material Track In of the Material Lot Foley V Catheter#01

Lot Foley V.
Catheters01

Km

2l Dispatch and Track-In Material

M Lot Foley V Catheter#01 (Queued) / dip Foley V Catheter [A] / @ Clean / 500 EA

Available Resources (2) SETUP READY Resource Details
Name: MDLCLN#01

Search »
Description: Cleaning Machine
[ DILELE] Area: |Y) Medical Assemble
Cleaning Machine
Pr =5

MDLCLN#02 A

Cleaning Machine Material(s) Dispatched: 0
Material(s) In Process: 0

Service: # Clean Process

State: Standby

Resource State

New State: | Productive

Comments:

2. Perform a partial track-out and move next on Material Lot Foley V Catheter#01

Lot Foley V.

W Catnetersnn

B, Track-Out and Move-Next Material
@ RESOURCESTATE ——@) SPLITINFORMATION
Il Lot Foley V Catheter#01 (InProcess) / @ Foley V Catheter [A] / @ Clean / 500 EA

Type: #3 Production
Facility: MM Medical Production
Flow: &3 Flow Catheter [A]
Flow Path: Flow Catheter:A1/Clean:3

Container.

split Material to Track-Out Information

* Primary Quantity (EA) l 100

=ZoPTIONS

Name: | Lot Foley V Catheter#01.01

Container: | L Conrainer

Position;

Comments:

e A new material Material Lot Foley V Catheter#01.01 is created with:

® Quantity: 100

e Rank: Head

e Manufacturing Lot Number: Lot Foley V Catheter#01

[ Cancel ]l < Back ll Next > l Track-Out and Move-Next
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Lot Foley V - Lot Foley V % .
Catheters#01 Catheter#01.01
e &S W- 2 [/ o> S
Refresh Edit View Dlspatch Change Merge Splie
Reports and Track-
General Reports Transaction Materia

B Lot Foley V Catheter#01.01 (Active)

Manufacturer

Manufacturer:

Supplier:

Purchase Order Number:

Manufacturer Part Number:
Manufacturer Lot Mumber: Lot Foley V Catheter#01

Manufacturer Date Code:

RoHS Compliant: X No

Lot Foley V Lot Foley V % I
Catheters#01 Catheter#01.01
S & W- 2 W > G-
Refresh Edit View Dlspatch Change Merge Splie
Reports and Track-
Zenera Reports Tranzaction

B Lot Foley V Catheter#01.01 (Active)

COLLECTED DATA

~ ATTRIBUTES

c ¢

Refresh Edit

= MedDavCurrentHead:
= MedDevCurrentTail:

2 MedDevMaterialRank: I= Head
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* Main Material Lot Foley V Catheter#01l is updated with:
® Future action created for future merge

* Rank: Tail

* Manufacturing Lot Number: Lot Foley V Catheter#01

e Current Head: Lot Foley V Catheter#01.01

e Current Tail: Lot Foley V Catheter#01

Lot Foley V
(m . X
Catheter#01
7~ g - L .
c & 2 A4 W > g
Refresh Edit View Track-Out Abort Change herge Spli
Reports and Mowve-
General Reports Transaction Undo

B Lot Foley V Catheter#01 (Active)
~ FUTURE ACTIOMNS

~a o -
=~ ik @©
Refresh Manage Show
Terminatad

Future Actions (1)

3 >» Merge
Step: Catheter Packing / State: Queued / Modified On: 03/18/2025 01:46 PM

Lot Foley V % Lot Foley V
{ Catheter#01 Catheter#01.01
e ¢ W- kB A R D>
Refresh Edit View Track-Out Abort Change Merge
Reports and Move-
General Reports Transaction Lindo

B Lot Foley V Catheter#01 (Active)

Manufacturer

Manufacturer:

Supplier:

Purchase Order Number:

Manufacturer Part Number:
Manufacturer Lot Mumber: Lot Foley V Catheter#01

Manufacturer Date Code:

RoHS Compliant: X No
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Lot Foley V % Lot Foley V
(= Catheter#01 Catheter#01.01
c & - B A B > G-
Refresh Edit View Track-Out Abort Change herge Split
Reports and Mowve-
General Reports Transaction Undo

B Lot Foley V Catheter#01 (Active)

COLLECTED DATA

~ ATTRIBUTES

c ¢

Refresh Edit

& MedDevCurrentHead: Lot Foley V Catheter#01.01
& MedDevCurrentTail: Lot Foley V Catheter#01

2 MedDevMaterialRank: = Tail

3. Dispatch and track-in Material Lot Foley V Catheter#01.01 to Step After Clean

Lot Foley V. m LotFolerV
Catheter#01 Catheter#01.01

= Dispatch and Track-In Material

I Lot Foley V Catheter#01.01 (Queued) / 4P Foley V Catheter [A] / @ Inspection / 100 EA

Available Resources (2) SETUP READY Resource Details

Name: MDLINS#03
Search
Description: Inspection Equipment
[SELREE Area: ) Medical Assemble
Inspection Equipment

Priority: 5

MDLINS#04
Inspection Equipment Material(s) Dispatched: 0

Material(s) In Process: 0
Service: / Inspection Clean

State: Standby

Resource State

New State: | Productive

Comments: ~

4. Perform a partial track-out and move next on Material Lot Foley V Catheter#01
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Lot Foley V' Lot Foley v

B Caneteron Catheter#01.01

b Track-Out and Move-Next Material
€ RESOURCESTATE —€) SPLITINFORMATION
M Lot Foley V Catheter#01 (InProcess) / < Foley V Catheter [A] / @ Clean / 400 EA

Type: = Production
Facility: |} Medical Production
Flow: &% Flow Catheter [A]
Flow Path: Flow Catheter:A:1/Clean:3

Container.

opTioNs

split Material to Track-Out Information

* Primary Quantity (EA) l 50

Name: | Lot Foley V Catheter#01.02

Container: [ [ @rzre

Position:

Comments: ~

* A new material Material Lot Foley V Catheter#01.02 is created with:
® Quantity: 50
e Rank: Middle

* Manufacturing Lot Number: Lot Foley V Catheter#01
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Lot Foley V
Catheter#01.02

Lot Foley V

Lot Foley V
Catheter#01.01

Catheter#01
< S T R <- 0 9 72X =
= Y 4 rm > & -
Refresn Edit View Dispatch Change hMerge Split Hold Off-Flow Record =u
Reports and Track- Loss/Bonus
Geners Reports Transaction Eply Sto

B Lot Foley V Catheter#01.02 (Active)

COLLECTED DATA

~ ATTRIBUTES

e &

Refresh Edit

& MedDevCurrentHead:
= MedDevCurrentTail:

= MedDevMaterialRank: 2= Middle

5. Dispatch and track-in Material Lot Foley V Catheter#01.02 to Step After Clean
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Lot Foley
Catheter#01

Lot Foley V'
Catheter#01.01

= Dispatch and Track-In Material

I Lot Foley V Catheter#01.02 (Queued) / &P Foley V Catheter [A] / @ Inspection / 50 EA

Available Resources (2) Resource Details

Search
MDLINS#03
Inspection Equipment

MDLINS#04
Inspection Equipment

Material(s) In Process:

Resource State

Comments:

6. Track-out Material Lot Foley V Catheter#01.02 from Step After

Lot Foley V Foley V.

Catheter#01 Catheter#01.01 Catheter#01.02

k. Track-Out and Move-Next Material
(1] URCESTATE ——@) NEXT STEP

I Lot Foley V Catheter#01.02 (InProcess) / dip Foley V Catheter [A] / @ Inspection / 50 EA

Flow Path: Flow Catheter [A]> Dry

Flow Catheter [A]

1. Catheter Production Order Starts &~

2. Assemble

3.Clean

4. After Clean
Inspection

5.Dry

6. After Dry
Inspection

7. Catheter Packing

8.Shipping

9. Final Packing

Comments:

* Material Lot Foley V Catheter#01.01 is updated with:

® Rank: mMiddle

Lot Foley V
Catheter#01.02

Name:

Description:

Area

Priority:

Material(s) Dispatched:

Service:

State:

New State:

- MDLINS#04.
- Inspection Equipment.
= I Medical Assemble
5

o

0

-/ Inspection Clean

- Standby

Critical
manufacturing 11.3

- | Productive

Clean into Step bry

Track-Out and Move-Next
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Lot Foley V Lot Foley V Lot Foley V
Catheters#{1 u Catheter#01.01 . Catheters#(1.02
c & W- B 4 W > G- N K-
Refresh Edit Wiew Track-Out Abort Change hderge Split Hold Record
Reports and Mowve- Loss/Bonus
Genera Reports Tranzaction Undo Materiz

B Lot Foley V Catheter#01.01 (Active)

COLLECTED DATA

~ ATTRIBUTES

c 4

Refrazh Edit

= MedDevCurrentHead:
= MedDevCurrentTail:

= MedDevMaterialRank: #= Middle

* Material Lot Foley V Catheter#01.02 is update with:

® Rank: Head
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Lot Foley V Lot Foley V Lot Foley V %
Catheter#01 Catheterd#01.01 Catheter#01.02
=
g & @ 2 W-o>» < N 9 K
Refresh Edit View Dispatch Change Merge Spli Hold Off-Flow Record St
Reporis and Track- Loss/3onus
Genera Reports Transaction StEris Sto

B Lot Foley V Catheter#01 02 (Active)

COLLECTED DATA

~ ATTRIBUTES
e 4

Refresh Edit

= MedDevCurrentHead:
=& MedDevCurrentTail:

=2 MedDevMaterialRank: 1= Head

* Material Lot Foley V Catheter#01 is update with:

e Current Head: Lot Foley V Catheter#01.02
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¢ Lot Foley V Lot Foley V Lot Foley V
Catheter#01 % Catheter#01.01 Catheter#01.02
c & W- R A4 B > G- N -
Refresh Edit View Track-Out Abort Change Merge Splie Hold Record P
Reports and Move- Loss/Bonus
Genera Reports Transaction Undo Materis

B Lot Foley V Catheter#01 (Active)

COLLECTED DATA

~ ATTRIBUTES

e &

Refresh Edit

= MedDevCurrentHead: Lot Foley V Catheter#01.02
& MedDevCurrentTail: Lot Foley V Catheter#01

2 MedDevMaterialRank: == Tail

7. Record a full loss on Material Lot Foley V Catheter#01.02 with option Terminate Material on zero
quantities and no Sub-Materials Ssetto TRUE

Lot Foley V u LotFoleyV
Catheter#01.01 Catheter#01.02

%Z Record Material Loss/Bonus

Il Lot Foley V Catheter#01.02 (Queued) / & Foley V Catheter [A] / @ Dry / 50 EA
opTioNs

Terminate Material on zero
quantes and no Suo- @D

Materials.

Define final assembled quantity 0
manually: O

LOSSES  BONUS

Loss Reasons (Total: 50 EA) Loss Reasons Details

Reason: [P Broken

Broken

Loss Quantity (EA): | 50

Final Quantity: 0 EA

Comments: ~

e System doesn't allow the operation since Head material cannot be terminated
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Lot Foley V

Lot Foley V'
Catheter#01.02

Lot Foley V'
Catheter#01.01

B Catheter0t

%Z Record Material Loss/Bonus
@ RECORD MATERIAL ONUS —@ RESULTS
I Lot Foley V Catheter#01.02 (Queued) / i Foley V Catheter [A] / @ Dry / 50 EA

@ Head Material cannot be terminated - Adjust the Head/Trail Material Rank assignments first. The error was reported by action MedDevCheckMaterialRankOnTerminate.

Comments:
(o)

® Repeat action to record a full loss on Material Lot Foley V Catheter#01.02 but this time with option
Terminate Material on zero quantities and no Sub-Materials Set tO FALSE

t Foley V

Lot Foley V'
Catheter#01.02

Lot Foley V
Catheter#01.01

Catheter#01

%Z Record Material Loss/Bonus
@ RECORD MATERIAL LOSS/EONUS

Il Lot Foley V Catheter#01.02 (Queued) / 9 Foley V Catheter [A] / @ Dry / 50 EA
Zorrions

Terminate Material on zero
quantities and no Sub-
Materials:

Define final assembled quantity (g —)
manually.

LOSSES  BONUS
Loss Reasons (Total: 50 EA) Loss Reasons Details
Reason: [P Broken

Broken
Loss Quantity (EA): | 50

Final Quantity: 0 EA
~

Comments:
(o) (oo | (o] RN

e System allows full loss record on Material Lot Foley V Catheter#01.02 and material Quantity is

updated to o
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Lot Foley V
Catheter#01
e & -
Refresh Edit View
Reports
General Reports

Catheter#01.01

—3| L L.

e L ]
Dispatch Cnange Merge
and Track-

Transaction

W Lot Foley V Catheter#01.02 (Active)

~ DETAILS

Material

- -
Description

Type
Universal State
System State

Data Group:

Quantities

Primary Quantity
Secondary Quantity

Target Quantity

Lot Foley V Catheter#01.02
Finish Good Catheter Foley V
= Production

Active

Queued

0 EA

> G-

Lot Foley V
Catheter#01.02

n 5 - 5 M@

Hold Off-Flow Record Store Open Perform

Loss/Bonus

Basic Information

Form:

Facility:

Product:

Product Description:
Product Group:

Product Group Description:
Parent:

Approved:

Capacity Class:

Current Send-Ahead Run:

Sub-Materials

Sub-Materials:
Sub-Material Primary Quantity:

Sub-Material Secondary
Quantity:

Instance

Exceptions Data(

M Medical Production

dip Foley V Catheter [A]

v Yes

(=]

OEA
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8. Track-out and Move Next Material Lot Foley V Catheter#01.01 from Step After Clean into Step Dry

* Material Lot Foley V Catheter#01.01 is update with:

e Rank: Head
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Lot Foley ‘v -
Catheter#01
I o @ -
Refresh Edit View Dispatch
Reports and Track-
General Reparts Transaction

B Lot Foley V Catheter#01.01 (Active)

COLLECTED DATA

~ ATTRIBUTES

e 4

Refresh Edit

& MedDevCurrentHead:
& MedDevCurrentTaik:

& MedDevMaterialRank: 2= Head

Lot Foley W
Catheter#01.01

[ b
1 > 'c =
Change hderge Split

e Material Lot Foley V Catheter#01.02 is terminated

e X -

Refresn  uUmtermin... View PrinT

Reports

Reports Printing

B Lot Foley V Catheter#01.02 (Terminated)

~ DETAILS

Material

Name: Lot Foley V Catheter#01.02

Description: Finish Good Catheter Foley ¥V

Type Production

Universal State: Terminated

Systemn 5State: Queued

Data Group

Lot Foley V
Catheter#01.02

Basic Information

@ Form:
Facility:

Product:

Product Description:

Product Group:

Product Group Description:

Parent:

Approved:

Capacity Class:

Current Send-Anead Run:

M Medical Production

ip Foley V Catheter [A]

v Yes
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9. Perform next flow steps for Material Lot Foley Vv Catheter#01.01 until material reaches Step catheter
Packing

* When track-out operation is performed at Step Dry:
* No Checklist is triggered for material with rank Head or Middle
¢ Data Collection is performed for Material Lot Foley V Catheter#01.01 (Head)

*Refer to configuration in Smart Tables MedDevMaterialDataCollectionContext and
MedDevMaterialChecklistContext*

Lot Foley V m LotFolerV
Catheter#01 Catheter#01 01

B2, Track-Out and Move-Next Material

@ RESOURCESTATE ——) DATA COLLECTION

Ml Lot Foley V Catheter#01.01 (inProcess) / dip Foley V Catheter [A] / @ Dry / 100 EA

) owrumpons

~ *Particle Contamination Level (um) &

SAMPLEID. *READING 1

SNOLDNYLSNI

* Lot Foley V Catheter#01..| 404

~ *Residual Moisture (%) @
SAMPLEID *READING 1

* Lot Foley V Catheter#01..| 22

Comments: ~

* When Material Lot Foley V Catheter#01.01 reaches state Queued in Step Catheter Packing:

e Material Lot Foley V Catheter#01.01 is set on hold for Future Action

Lot Foley V - Lot Foley V %
Catheter#01 Catheter#01.01
s » [ b +
& 4 @ - cm > 'c = " A -
Refresh Edit Wiew Change hderge Split Hold Record
Repors Loss/Bonus
Zeneral Reports Materiz
B Lot Foley V Catheter#01.01 (Active) 81
~ DETAILS
Material Basi

. Name: Lot Foley V Catheter#01.01 @

Description: Finish Good Catheter Foley V
Type: im Production
Universal State: Active
System State: Queued

Data Group:
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10. Perform a partial track-out and move next on Material Lot Foley V Catheter#01
* A new material Material Lot Foley V Catheter#01.03 is created with:
® Quantity: 150
* Rank: Middle

e Manufacturing Lot Number: Lot Foley V Catheter#01

11. Perform next flow steps for Material Lot Foley V Catheter#01.03 until material reaches Step catheter
Packing

* When track-out operation is performed at Step bdry:
* No Checklist is triggered for material with rank Head or Middle
* No Data Collection is triggered for material with rank Middle or Tail
*Refer to configuration in Smart Table MedDevMaterialDataCollectionContext*

* When Material Lot Foley V Catheter#01.03 reaches state Queued in Step Catheter Packing:
e Material Lot Foley V Catheter#01.03 is setto on hold for Future Action
12. Update Step bdry to perform Auto Partial Merge

* Set Attribute MedDevAllowAutoPartialMerge tO TRUE
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~ » -

[ & .
Refresn Edit Maore
General Actions

@ Dry (Active)
NSPECTIONS

SCHEDULING

~ ATTRIBUTES

c ¢

Refresh Edit

MedDevAllowAutoPartialMerge
¥ Yes

MedDevlsPartialMatMergeStep: X No

13. Perform a partial track-out and move next on Material Lot Foley V Catheter#01
* A new material Material Lot Foley V Catheter#01.04 is created with:
* Quantity: 25
e Rank: Middle

* Manufacturing Lot Number: Lot Foley V Catheter#01

14. Perform next flow steps for Material Lot Foley V Catheter#01.04 until material reaches Step pry
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Queued
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< 9 ¥ 5 @ %
soir Hold  OffFiow  Record store open perform
Loss/Bonus Instance
Basic Information
® Form: £ Lot
Facility: M Medical Production

Product:

Product Description:
Product Group:

Product Group Description
Parent:

Approved:

Capacity Class:

Current Send-Ahead Run.

ip Foley V Catheter [4]

¥ Yes

" .
2- E ¢ H =-
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* A new material Material Lot Foley V Catheter#01.05 is created with:

® Quantity: 25

e Rank: Middle

* Manufacturing Lot Number: Lot Foley V Catheter#01

Perform a partial track-out and move next on Material Lot Foley V Catheter#01

16. Perform next flow steps for Material Lot Foley V Catheter#01.05 until material reaches Step bry

* Material Lot Foley V Catheter#01.05 is merged into Material Lot Foley V Catheter#01.04

e Material Lot Foley V

Refresh  Untermin... View
Reports
General Reports

~

DETAILS

Material

Name:
Description:
Type:

Universal State:
System State:

Data Group:

Quantities
Primary Quantity:
Secondary Quantity:

Target Quantity:

Catheter#01.05 is terminated

B Lot Foley V Catheter#01.05 (Terminated)

Lot Foley V Catheter#01.05
Finish Good Catheter Foley V
= Production

Terminated

Queued

0 EA

®

Lot Foley V
Catheter#01.05

Basic Information

Form:

Facility:

Product:

Product Description:
Product Group:

Product Group Description:
Parent:

Approved:

Capacity Class:

Current Send-Ahead Run:

Sub-Materials

Sub-Materials:
Sub-Material Primary Quantity:

Sub-Material Secondary
Quantity:

* Material Lot Foley V Catheter#01.04 quantity is updated

><_

IS Lot
M Medical Production

dip Foley V Catheter [A]

v Yes
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17. Perform next flow steps for Material Lot Foley V Catheter#01 until material reaches Step bry

< Lot Foley V % Lot Foley V
Catheter#01 Catheter#01.04 Catheter#01.05
e & W 2 [ > - N O - 5 @
Refresn Edit View Dispatcn cnange Merge Split Hold Off-Flow Record Store open Perform
Reports and Track- Loss/BONUS Instance
General Reports Transaction Exceptions | Data(

M Lot Foley V Catheter#01.04 (Active)

~ DETAILS

Material

Name: Lot Foley V Catheter#01.04
Description: Finish Good Catheter Foley V
Type: #= Production
Universal State: Active
System State: Queued

Data Group:

Quantities

Primary Quantity: 50 EA
Secondary Quantity:

Target Quantity:

Basic Information

Form:

Facility-

Product:

Product Description:
Product Group:

Product Group Description:
Parent:

Approved:

Capacity Class:

Current Send-Ahead Run:

Sub-Materials

Sub-Materials:
Sub-Material Primary Quantity:

Sub-Material Secondary
Quantity:

W Medical Production

i Foley V Catheter [A]

v Yes

=]

* Material Lot Foley V Catheter#01.04 is merged into Material Lot Foley V Catheter#01

Material Lot Foley V Catheter#01.04 is terminated

Critical
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¥ = K

Print vie

Brinting Docun
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< Lot Foley V x
Catheter#01
e & W 2 B
Refresh Edit View Dispatch Change Merge
Reports and Track-
Reports Transaction

B Lot Foley V Catheter#01 (Active)
~ DETAILS
Material

MName: Lot Foley V Catheter#01

Description: Finish Good Catheter Foley V

Type: Production
Universal State: Active
System State: Queued

Data Group:

Quantities

Primary Quantity: 200 EA
Secondary Quantity:

Target Quantity:

> -

y A

O- - 51 M

Off-Flow Record Store open
Loss/Bonus Instance

Exceptions

Split Hold

Basic Information

Facility: Jll Medical Production

Product: dip Foley V Catheter [A]

Product Description:
Product Group:
Product Group Description:
Parent:

Approved: « Yes
Capacity Class:

Current Send-Ahead Run:

Sub-Materials

Sub-Materials: 0
Sub-Material Primary Quantity: 0 EA

Sub-Marterial Secondary
Quantity:

Material Lot Foley V Catheter#01 quantity is updated
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Lot Foley V'

€ X W =2 @ -

Refresh  Untermin... Wiew Print View More
Reports
General Reparts Brinting Actior
B Lot Foley V Catheter#01.04 (Terminated)
~ DETAILS
Material Basic Information

. Mame: Lot Foley V Catheter#01.04 @

Description: Finish Good Catheter Foley V Facility: )l Medical Production
Type: 8= Production Product: &p Foley V Catheter [A]
Universal State: Terminated Product Description:
System State: Queued Product Group:
Data Group: Product Group Description:
Parent:

Approved: + Yes
Capacity Class:

Current Send-Ahead Run:

Quantities Sub-Materials
Primary Quantity: 0 EA Sub-Materials: 0
Secondary Quantity: Sub-Material Primary Quantity: 0 EA
Target Quantity: Sub-Material Secondary

Quantity:

18. Track-out and Move Next Material Lot Foley V Catheter#01 from Step Dry
* Checklist is performed for Material Lot Foley V Catheter#01 (Tail)

*Refer to configuration in Smart Table MedDevMaterialChecklistContext*

Lot Foley v
Catheter#01

(m

P2, Track-Out and Move-Next Material

© RESOURCESTATE —@) CHECKLIST

I Lot Foley V Catheter#01 (inProcess) / i Foley V Catneter [A] / @ Dry / 200 EA ~
CL Complete Cleaning Process [A] Items (0 of 3)
—— O INSTRUCTIONS ~~ NOTES INFO
Line Clearance oo
Y| Confirmail i [Confim all catheter units from the current bafch have been removed from the cleaning station
" | Tank/Rinse Verification
*
| lv): G oo <
| Equipment Sanitization a
hihmmu —— T .

Comments:

19. Perform next flow steps for Material Lot Foley V Catheter#01 until material reaches Step catheter

Packing
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Lot Foley V.

W Cneterton

B, Track-Out and Move-Next Material

@ RESULTS

I Lot Foley V Catheter#01 (InProcess) / i Foley V Catheter [A] / @ Inspection / 200 EA

v Material(s) was/were tracked out and moved to next step successfully.
Material(s) merged to main materia
M Lot Foley V Catheter#01.01
M Lot Foley V Catheter#01.03
Main material
Ml Lot Foley V Catheter#01

Lot Foley V Catheter#01 data changed:
Step: Catheter Packing
MaterialSystemState: Queued

Entities you may want to open

@ Catheter Packing

* Materials Lot Foley V Catheter#01.01 and Lot Foley V Catheter#01.03 are merged into Material
Lot Foley V Catheter#01

e Material Lot Foley V Catheter#01.01 is terminated
® Material Lot Foley V Catheter#01.03 is terminated
* Material Lot Foley V Catheter#01 is updated

® Quantity is updated after merge operation

Lot Foley V
Catheter#01

e &S W 2 KW

(m

Refresn Edit View Dispatch Change Merge
Reports and Track-
General Reports Transactien

B Lot Foley V Catheter#01 (Active)

~ DETAILS

Marterial
. Mame: Lot Foley V Catheter#01
Description: Finish Good Catheter Foley V'
Type: 8= Production
Universal State: Active
System State: Queued
Data Group:
Quantities

Primary Quantity: 450 EA
Secondary Quantity:

Target Quantity

e Manufacturer Lot Number is reset

> Q-

®

n S5- -

Catheter#01

Hold Off-Flow Record open Perform Print vl
Loss/Bonus Instance
Storage Exceptions nting Docu

Basic Information
Form: 5= Lot
Facility: M Medical Production
Product: dip Foley V Catheter [A]
Product Description:
Product Group:
Product Group Description:
Parent:
Approved: + Yes
Capacity Class:

Current Send-Ahead Run:

Sub-Materials
Sub-Materials: 0

Sub-Material Primary Quantty: 0 EA

Sub-Material Secondary
Quantity:
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Refresh Edit Wiew Dlspatch Change Merge Splic
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B Lot Foley V Catheter#1 (Active)

COLLECTED DATA

~ ATTRIBUTES

c 4

Refrazh Edit

= MedDevCurrentHead:
= MedDevCurrentTail:

2 MedDevMaterialRank:

© info

For more information on Continuous Flows, as well as a guide on how it handles Rework scenarios, see Continuous
Flows in the User Guide.
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Legal Information

Disclaimer

The information contained in this document represents the current view of Critical Manufacturing
on the issues discussed as of the date of publication. Because Critical Manufacturing must
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