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Engineering Change Order / Cambio de Ingenieria

| Change Approval No.: | CA23797
Section I / Seccién I
Type of change/ 7ipo de cambio Type of document / 7ipo de documento
[JNew document ] Nuevo documento MVP Master Validation Plan
Revision / Revisidn o . Myes Labeling / Ethuetado- CYes
DTemporary Deviation / Desviacion Temporal Training Required Change affects labeling? /
Expiration Date / Fecha de expiracién Entrenamiento requerido [ INo Afecta el cambio las etiquetas?  [INo
Labeling Verification by: Date:
Etiquetas Verificadas por: N/A Fecha: N/A
Document(s) affected: MVP V3599 Rev.New
Documento(s) afectados:
Oracle Requirements / Reguerimientos de Oracle
Does the change affects Oracle? M Update Item Master / BOM

Y N Ly N

Afecla el cambio a Oracle? es 0 Actualizar Item Master / BOM s °
Does change affect cost or price? Master Lists Update required /
FEl cambio afecta precio o costo? [ Yes No Requiere actualizacion de lista maestra Yes [ no

If change involves update in components or BOMs specify the following/
Si el cambio involucra cambios en componentes o BOMs especifigue lo siguiente:

Current Part Number and Rev: A Type of Implementation / 7ipo de-implémentacion
Ndmero de parte y revision anterior: - et - : — -
(] A Stop Production and-implement immediately once documentation / material is availa
| Pararproduccion e implementar cambio inmediatamente.

New Part Number and Rev: 0 woﬂMA (e Continue Production and change as scon as material or documentation is ready
Ndmero de parte y revision nueva: i 7] I3 Implementar cambio en cuanto material o documentacion este lista

/ e Incorporate change when all material has been depleted. No obsolescence
Incorporar cambio cuando todo el material se haya terminado. No obsoletizar.

Description of the change: (Marked up documents may be attached) /  Descripcion del cambio (documentos marcados pueden ser anexados)

Release of MVP V3599 Rev.A with the following changes:

1.- Change revision from Rev. New to Rev. A

2.- Change of the Approvals matrix(table 3), in order to include the customer approval for PQ and MVP.
See redline only as reference.

Reason of the change: (Attach supporting data) / Razdn del cambio (Anexe datos de respaldo)

The customer does not included on the approval matrix, it is necessary that customer approve the MVP’s and PQ’s before start any validation activity.

Justification: (Attach Support Data) Explain / Justificacion (afiadir datos de respaldo) Explicar:

The customer must to approve the MVP and PQ’s before start any validation activity, originally the customer was not included.

1alosliG
ORIGINATOR

0, p Requested Date
Originador C. Gomez ¢ "ZQVQZ@ Fecha de Requisicién 19-May-16

AN { A
B K | /!
lV\)\x >‘$2v¢ 220/ b N/A
\— s ¥
Quali‘wgarﬁl Date Eﬁ“gil}eering /| Date Materials / Date
Aseguramiefjto de calidad / Fecha Manufactura / Fecha Ingenieria / Fecha Materiales / Fecha
N/A 4 / 5 7
Finance / Date Customer / Date Other / Date Other / Date
Finanzas / Fecha Cliente / Fecha Other / Fecha Other / Fecha
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v Engineering Change Order / Cambio de Ingenieria

| Change Approval No.: | CA23797

Training /Entrenamiento

Training Complete Validation Required Training Acknowledgement Date Signature

Entrenamiento Complelo Requiere Validacion Fecha de conocimiento del entrenamiento Firma

[lyes [N/R (] ves [ No Date / Fecha:

Section II /Seccion IT (For internal purposes only / Para uso interno solamente)
This section is to be completed by Planning or Purchasing depending on the type of material changing.
Finished Goods and Subassemblies - Planning / Raw material - Purchasing

Estimated Matl arrival date for New part number: Lead Time:
Fecha estimada de llegada del nuevo numero de parte: Tiempo de entrega:
Estimated date for implementation: ) Old p in
Fecha estimada de implementacion: § :

ECO Delivered to document control for release:

Fecha de entrega del ECO al departamento de Doc. Clrl.: (B) | Firm order qty:

[ P
)u\/()sy (D)=(A+B) | Total parts:

Cost of tooling changes: . .
) Costo de cambio de herramental: N UA"N}\I (C) | Unitary Cost: $
Expediting costs: = _ Total inventory
© Costos de expeditar: /W $ E)=(OXD) | cost: $
*H) Other change associate ts: $
Otros costos asociagescon el cambio:

/ (E)+(F)+(G)+(H) | Total Economic Exposure: $

Inf ion filled out by:
W ! v Signature / Firma:
ormacion llenada por:

For obsolete components only (Materials/Quality) / Para componentes obsoletos solamente (Materiales/Calidad)

Obsolete Part number(s) and Revision(s)/

N de NCR
Numero(s) de parte obsoleto(s) y revisfon(es) NCR Number /  Aumero de

Warehouse responsible notified / Quality Engineer Notified /
Responsable de almacen notificado Ingeniero de calidad notificado:
Document Impact Assessment /
[Follow Document Relationship Matrix in 003.50PIF40 to perform the impact dssessment)
Document / Hew
Humber Document N ‘ Revision
Revision Reviewed Humber

Type /Z

A
W
NS
g
. /
Section II Approvals  Aprobacién de Seccién II:
-
Materials / Date Engineering / Date Finance / Date
Materiales / Fecha Ingenieria / Fecha Finanzas / Fecha
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Titte: MASTER VALIDATION PLAN

Page: 1 of 17

Product name: Synergetics Cord Tubing Sets

Protocol No.: V3599

Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process
[ on Schleuniger UniStrip 2600, New crimping process on |Revision: ANew

Kenco crimping machine using new Heyco crimping tool

Synergetics products.

Form No.: MSC-04.35, Rev5 | Effective date: 7 August 2015 | Status: Released | ECO No.: CA%
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3 Lake Region Titte: MASTER VALIDATION PLAN Page: 2 of 17
e Product name: Synergetics Cord Tubing Sets Protocol No.: V3599

Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process

I on Schleuniger UniStrip 2600, New crimping process on |Revision: Ablew
Kenco crimping machine using new Heyco crimping tool
Synergetics products.

CA23797
235568

Form No.: MSC-04.35, Rev5 | Effective date; 7 August 2015 [Status: Released. | ECO No.:

1.0 GENERAL INFORMATION

1.1 Title: Master Validation Plan for Manufacturing Process Line for Synergetics Rotary Feed
Cord Tubing Sets p/n 125742 and Gravity Pump, Cord Tubing Set p/n 125024.

1.2 Refer to Table 1 for general information pertaining to the qualification.

Table 1 — General Information

Master Validation Plan Process No. and/or Synergetics
Number and Rev V3599 REV. NEW name Manufacturing Process
z;c#‘]e:t Number andfor Synergetics Prepared by date March 18 2016

Arburg 55Ton Molding
Machine, Schleuniger
UniStrip 2600 Stripper

Prepared By C. Gomez Eqmp!"f.nt Machine, Kenco 5K5170
escription Crimping Machine,
Heyco 8033 Crimping
Tool.
Equipment ID and Rev. gg:;sgg\,f: ;108323600, Location wiin Facility | Clear Room 2, Plant 1
Facility Name LRM, Juarez Other N/A
Table 2 — Product References
Product Groups Item Numbers Customer #
Rotary Feed, Cord Tubing Sets 125742 Rev.006 72061082 Rev. D
Gravity Pump, Cord Tubing Set 125024 Rev.005 72060554 Rev. G

—Uncontrolled document when printed unless superseded by a control stamp—
NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL

Governing document CWS-04-11 Template Form MSC-05.18 Rev3
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Titte: MASTER VALIDATION PLAN Page: 3 of 17

Product name: Synergetics Cord Tubing Sets Protocol No.: V3599

Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process
on Schleuniger UniStrip 2600, New crimping process on |Revision: ANew
Kenco crimping machine using new Heyco crimping tool
Synergetics products.

CA23797

Form No.: MSC-04.35. Rev 5. | Effective date: 7.August 2015 | Status: Released | ECO No.: 23556

2.0 APPROVALS

2.1 Documents will be approved in accordance and requirements of table 3.

Table 3 — Approval Matrix

. \ Component
Signoff Required Qualification 1Q oQ PQ MVP
Quality Engineering N/A X X X X
Engineering N/A X X X X
Manufacturing (Operations) N/A X X X X
Customer N/A NIA | NIA | 23 xnA

3.0 PURPOSE / OBJECTIVE

3.1 The purpose of this master validation plan is to document the guidelines necessary for the
validations of new Arburg 55Ton Molding Machine, Schleuniger UniStrip 2600 Stripper
Machine, Kenco 5K5170 Crimping Machine and Heyco 8033 Crimping Tool.

4.0 SCOPE

4.1 This Master Validation Plan applies to the Synergetics Rotary Feed Cord Tubing Sets p/n
125742 Rev. 005 and Gravity Pump, Cord Tubing Set p/n 125024 Rev. 006.

5.0 BACKGROUND
5.1 Wire Stripper

511

51.2

5.1.3
514

Current stripping process is performed using the ARTOS stripping machine, this
machine was installed and validated, the machine already exceeded the usable life
time making it an obsolete machine and making difficult the availability of spare
parts, or any support from machine manufacturer, creating downtime and increasing
the amount of scrap during adjustments and repairs.

The Wire stripper Schleuniger UniStrip 2600 machine was acquired to replace
current stripper machine to reduce the overall downtime generated by adjustments
and repairs.

The new wire stripper machine will be validated under MVP 3599 Rev. New.

PQ for the stripping process is required as part of the product validation.

—Uncontrolled document when printed unless superseded by a control stamp—

NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL
Governing document CWS-04-11 Template Form MSC-05.18 Rev3
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Title: MASTER VALIDATION PLAN Page: 4 of 17

Product name: Synergetics Cord Tubing Sets Protocol No.: V3599

Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process

on Schleuniger UniStrip 2600, New crimping process on |Revision: ANew

Kenco crimping machine using new Heyco crimping tool
Synergetics products.

Form No.: MSC-04.35, Rev.5 | Effective date; 7 August 2015 | Status; Released | ECO No.: e

5.2 Molding Machine

5.3

5.2.1

5.2.2

5.2.3
524

The Synergetics manufacturing line requires an over molding process in the cable
set. Once over molding process has been concluded, manufacturing operator
frequently find defects such as sinking and flash. The investigation lead to conclude
that unacceptable visual conditions are generated during over molding process since
Gluco molding machine does not have the stability to keep the process free of visual
conditions defects since machine already exceeded the usable lifetime.

Therefore, in order to address quality molding related issues as well as
manufacturing process improvements, New molding machine Arburg 55 Ton will be
validated with new Molding process parameters this validation will confirm that new
parameter does not have an effect adverse on the product and meet current
customer requirements. '

The new Molding machine will be validated under MVP 3599 Rev. New.
OQ and PQ for the Molding process is required as part of the product validation

Crimping Machine

5.31

5.3.2

5.3.3

5.3.4

Currently the crimping process for Heyco terminal it is performed by the Heyco
crimping press with the crimping tool AC11-416. To perform the crimping of the
terminal a periodic lubrication it is necessary to prevent the terminal get stuck at the
top of the die (Anvil) to prevent this condition it was requested to the supplier a new
design of crimping tool which not use lubricant.

A new crimping machine (Kenco 5K5170) and new crimping tool (Heyco 8033) was
acquired to eliminate the use of lubricant.

The new Crimping press and crimping tool will be validated under MVP 3599 Rev.
New.

PQ for the crimping process is required as part of the product validation

—Uncontrolled document when printed unless superseded by a control stamp—

NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL
Governing document CWS-04-11

Template Form MSC-05.18 Rev3
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Product name: Synergetics Cord Tubing Sets Protocol No.: V3599

Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process

on Schleuniger UniStrip 2600, New crimping process on |Revision: ANew

Kenco crimping machine using new Heyco crimping tool
Synergetics products.

Form No.: MSC-04.35, Rev 5 | Effective date: 7:August 2015 [ Status: Released | ECO No.:

CA23797
236568

6.0 REFERENCE DOCUMENTS

6.1 Refer to Table 4 for a list of referenced document numbers, which includes descriptions and
revision number for each referenced document.

Table 4 — Reference Documents

Document

Identification Rev. | Title

Number

CWS-04-11 17 | Process Qualification and Validation Procedure
CWS-04-12 11 | Failure Mode Effects Analysis (FMEA) and Risk Analysis Procedure
CWS-04-21 9 Pilot Work Order Procedure

CWS-20-01 4 Statistical Techniques Procedure

039.SOP Q | Good Document Practice

034.S0P O | Device Master Record Composition

038.SOP AK | Verification and Validation

076.SOP Y | Training

003.SOP AAG | Document and Data Control

011.SOP P | Product Identification and Traceability

012.SOP AX | Handling, Storage, Packaging, Preservation and Delivery
005.SOP AP | Non-Conforming Product Control

125742-L AC | Layout for the product of Synergetics 125742
125024-L AY | Layout for the product of Synergetics 125024
125742 006 | Product specification

125024 005 | Product specification

Control Plan New | Synergetics Control Plan p/n 125024

Control Plan B | Synergetics Control Plan p/n 125742

PFMEA A | Synergetics PFMEA p/n 125742

Q3339 N/A | Wire striper Schleuniger UniStrip 2600

Q3685 N/A | Arburg All-rounder 375 V 500 -100 Molding machine

—Uncontrolled document when printed unless superseded by a control stamp—

NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL

Governing document CWS-04-11

Template Form MSC-05.18 Rev3
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Product name: Synergetics Cord Tubing Sets Protocol No.: V3599

Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process

on Schieuniger UniStrip 2600, New crimping process on |Revision: ANew

Kenco crimping machine using new Heyco crimping tool
Synergetics products.

Form No.: MSC-04.35, Rev 5 . | Effective date: 7. August 2015 | Status: Released | ECO No.: CA%
Table 4 — Reference Documents
Document
Identification Rev. | Title
Number
Q3687 N/A | Arburg All-rounder 375 V 500 -100 Molding machine
Validation of new molding process for Rotary Feed, Cord Tubing Set 125742
V3650 New Arburg Molding Machine.
V3651 New Validation of new Molding process and new Stripping process for Rotary
Feed, Cord Tubing Set 1257420on Gluco mold machine.

7.0 RESPONSIBILITIES

8.0

7.1

7.2

7.3

7.4

Manufacturing Engineering and Quality Engineering are responsible for creating necessary
build paperwork, Maintenance Work Instructions and development forms, training of
operators, overseeing builds as required to make product needed for the execution of this
plan. Manufacturing Engineering will create this protocol and any subsequent updates and
reports that are required based upon the results of the corresponding qualifications.

Quality Assurance is responsible for overseeing validation builds, performing and recording all
quality testing. Develop and implement applicable quality system requirements, train quality
inspectors on al testing related activities, validate al methods, label verification, review and
approve MVP and required protocols, reports and all quality system related documentations.

Operations is responsible for manufacturing and building the production of the validation
builds, review and approve protocols.

Facilities Engineering is responsible for ensure that all power requirements, water utility,
drainage utility, waste disposal, ventilation, chemicals storage, are accounted for in the 1Q’s.
Ensure that manufacturing Equipment is maintained and qualified.

GENERAL ASSUMPTIONS AND PREREQUISITES

8.1

8.2

8.3

8.4

The MVP must be approved prior to execution of any validation activities under a protocol. 1Q
can proceed prior to the release of the MVP.

Manufacturing and test equipment shall be within its established calibration cycle prior to
production or testing of devices.

All validation studies will be performed to approved protocols in accordance with the Process
and Validation Procedure (CWS-04-11). Protocols will be approved prior to execution of the
validation studies

At the conclusion of the execution of each protocol, a final report will be written documenting
the results of the study as well as any deviations to the protocol. The approval requirements
for the final report are the same as for the protocol

—Uncontrolled document when printed unless superseded by a control stamp—
NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL

Governing document CWS-04-11 Template Form MSC-05.18 Rev3
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Product name: Synergetics Cord Tubing Sets Protocol No.: V3599
Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process

| on Schleuniger UniStrip 2600, New crimping process on |Revision: ANew
Kenco crimping machine using new Heyco crimping fool
Synergetics products.
Form No.: MSC-04.35, Rev.5 | Effective date: 7 August 2015 | Status: Released | ECO No.: CAZ%

8.5 Where appropriate, test methods will represent those used by the customer unless otherwise
justified. Test methods will be qualified, validated or have a valid gage R&R completed, prior
to using the test method to establish conformance to specifications.

9.0 PRODUCT GROUPING

9.1 Due to Over Molding, Wire Stripping and Crimping process for the manufacturing of
Synergetics, products are the same for both part numbers 125742 and 125024, but product
code 125024 requires a few extra steps and equipment it has been selected to represent both

Synergetics codes.

10.0 STERILIZATION CONDITIONS

10.1 This is a non-sterile item; therefore, sterilization is not required prior to testing

11.0 VALIDATION STRATEGY
11.1 Process Validation Strategy

11.1.1  1Q/OQ/PQ, Will be performed as described in Table 6.

11.1.2  All validation requirements will be established based upon process or product risk

analysis.

11.2 Component (Supplier) Qualification Strategy

11.2.1 All components (with suppliers) and validation requirements are listed in Table 8.

11.2.2 All suppliers will be qualified in accordance with CWS-06-01

11.2.3 No supplier qualification is required as this product components will be receive in the
LRM facility certified (CoC) from supplier, the quality incoming inspection department
will inspect the incoming certified components per correspondent specification in

LRM Jrz.
11.3 Software Validation Strategy

11.3.1 There is no manufacturing software required to produce Synergetics products and no
software validation is required.

11.3.2 For the molding machine software, it is considered that this software falls in the
category of “firmware”, which means that it can be configured during the set up but
cannot be altered by the user

11.4 Test Method Validation Strategy

11.4.1  All test methods used and their qualification requirements have be listed in Table 7.

—Uncontrolled document when printed unless superseded by a control stamp—
NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL

Template Form MSC-05.18 Rev3
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Arburg 55 Ton molding machine, New Stripping process

| on Schleuniger UniStrip 2600, New crimping process on | Revision: ANew
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CA23797

Form No.: MSC-04.35, Rev.5 . | Effective date: 7 August 2015 | Status: Released | ECO No.: 23556

11.4.2 For the molded parts a First Article Inspection FAIl it is applicable in order to ensure
the compliance with the customer specifications

12.0 ACCEPTANCE CRITERIA, STATISTICAL METHODS, AND SAMPLE SIZE JUSTIFICATION

12.1 Sample size requirements and acceptance criteria for each process output will be defined in
the OQ and PQ protocols.

12.2 The data collected during the execution of the 1Q and OQ and PQ protocols will be analyzed
using valid statistical techniques. If variable data is used the mean and standard deviation for
each data set will be calculated and assessed for normality.

12.3 For the OQ and PQ protocols, statistically significant sample, sizes will be selected based on
the product and/or business risks and defined in the protocol.

13.0 MVP STATUS AND RE-VALIDATION REQUIREMENTS

13.1 The MVP will be continuously updated as validations are executed and as new equipment
and processes are implemented.

13.2 Re-qualification or re-validation must be considered in the following cases:

13.2.1 Process monitoring indicates a drift in the process, which if continued, will result in
an out of control situation

13.2.2 Changes to equipment, software or process parameters

13.2.3 Changes to device design or material specifications

13.2.4 Resumption of production after a shutdown of a significant length of time
13.2.5 Manufacturing site change

13.2.6 Supplier or supplier process change

13.3 The extent of the re-qualification/re-validation will depend upon the nature of the changes and
how they impact the previously validated process. It may not be necessary to completely
revalidate a process merely because a given circumstance has changed.

14.0 ATTACHMENTS
14.1 N/A

15.0 REVISION HISTORY

Revision Approval Date | Effective Date | ECO Number Reason for Revision

—Uncontrolled document when printed unless superseded by a control stamp—
NOT TO BE DISCLOSED OR REPRODUCED WITHOUT WRITTEN CONSENT OF LAKE REGION MEDICAL

Governing document CWS-04-11 Template Form MSC-05.18 Rev3
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pEpes Product name: Synergetics Cord Tubing Sets Protocol No.: V3599
Process name: Validation of new molding process on
Arburg 55 Ton molding machine, New Stripping process
on Schleuniger UniStrip 2600, New crimping process on |Revision: ANew
Kenco crimping machine using new Heyco crimping tool
Synergetics products.
Form No.: MSC-04.35; Rev 5. | Effective date; 7 August 2015 | Status: Released | ECO No.: CAZ%
New May-12-16 | May-13-16 CA23556 | New Release
A CA Table 3 changes to include
customer aprovals.
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