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1.0 Introduction and Scope
1.1 Introduction

This section is intended to describe the scopd@fguality management system (QMS). Subsequeribsgsct
describe the QMS and the elements of the systemsetrublicies to be met by the organization.

The quality manual is intended to meet the needh@forganization and external parties. It is wriths a
directive to the organization including statemesftghings that “shall” be done by the organizatibor readers
outside the organization, these “shalls” shoulddaml as actions that “will” be done (or are beiogea) by the
organization.

1.2 Scope of Organization

This quality management system and this qualityuabapply to the operations of Cygnus Manufacturing
Company LLC (CMC), located at 491 Chantler Drivégtery Road Business Park; Saxonburg, PA.

1.3 Scope of Compliance

The quality management system shall comply with dhganization’s quality policy and with all applade
statutory and regulatory requirements, standarasgaidelines, including, but not limited to, thadldwing:

* 1SO 9001:2008Quality management systems — Requirements
Note: 7.3 Design and Developmeist non-applicable to CMC as the organization is a
contract manufacturer and currently does not hawmg design or development
responsibility for any of the products or servipesvided to its customers.

* Code of Federal Regulatiof€FR), Title 21, Food and Drugs
Note: The following section are non-applicable #IC as the organization is a contract
manufacturer and currently does not have any dewigievelopment, installation, Device
Master Record maintenance, complaint filing or mi#mng responsibility for any of the
products or services provided to its customers:

+  820.30, Design Controls ¢ 820.198, Complaint Files
» 820.181, Device Master Record . 820.200, Servicing
2.0 Normative References:

ISO 9000:2005, Quality Management Systems - funddéaeand vocabulary

3.0 Terms and Definitions:

For the purpose of this document, the terms aniditdehs given in ISO 9000 apply.

» The following terms, used in ISO 9001 to descrimgupply chain, have been changed to reflect the
vocabulary currently used:
supplier -> organization -> customer

» the organizationrefers to Cygnus Manufacturing Company LLC (CM&)d

» supplier refers to a third party organization that suppéiggoduct or service that affects CMC'’s quality
management system.

{ is document contains confidential and proprietafgrmation and may not be reproduced or disclosétiout the prior written
This d t t fidential and i t d t b duced or disclosétout th tt
» V/ approval of CMC. A printed version of this docurhenconsidered an uncontrolled copy. The usehisfdocument is responsible for
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4.0 Quality Management System

4.1 Quality Management System Overview

41.1 Introduction

This section describes the quality management sy&@VS) in general terms. The requirements of $kigtion
establish a basic structure for the QMS in the fofrdocuments and records. Subsequent sectionslziegte
processes of the system and delineate policies todi by the organization in implementing each @ssc The
CMC quality system shall be appropriate for thecffmedevices manufactured for our customers adicaipe.
Note: Processes needed for the quality managesystém include processes for management activities,
provision of resources, product realization, anédsoeement, analysis and improvement.

4.1.2 Description of the Quality Management System

The quality management system consists of thetgyadlicy, quality manual, quality objectives orgeational
structure, responsibilities, procedures, documeat®rds, specifications, processes, and resothraes/ork
together to identify, determine and meet the rexménts of our quality policy, customers and applea
statutory and regulatory requirements. The QM3 bleamonitored and analyzed to determine the &ffecess
of the processes to ensure attainment of planrsedtse Where outsourcing of processes that affestuct
conformity with requirements occurs, CMC has esthleld procedures that ensure control over thesegses.
The general structure of the quality managemeriesys shown below.

{ is document contains confidential and proprietafgrmation and may not be reproduced or disclosétiout the prior written
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4.0 QUALITY MANAGEMENT SYSTEM
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4.2 Documentation

4.2.1 General Policy

The quality management system documentation cengfsthe quality policy and manual, quality objees,
documents and records required by internationalpma or regional requirements. Documents and dady
be in the form of any type of media. DocumentsIstehain legible and be readily identifiable thrbogt all
change, approval, and distribution processes. oBeet shall have access to QMS documentation aaidl ksdn
aware of relevant procedures. All documents artd ddated to the QMS shall be controlled to enslua¢ the
proper revision is provided for use and that charsge made only with the proper authorization pieause. All
documents and data that are part of the qualityageament system are considered proprietary and saoteg
be restricted to third parties; however, CMC shatlognize the need to provide documentation tolasony
authorities and customers as required to maintampéance as well as to support customer requirésnen
relative to maintaining regulatory documentation.

{ is document contains confidential and proprietafgrmation and may not be reproduced or disclosétiout the prior written
This d t t fidential and i t d t b duced or disclosétout th tt
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4.2.2

Structure of the Quality Management System &umentation

The quality management system is documented bygtdity manual, along with quality system procedr
work instructions, forms, and records as structineldw.

Quality
Manual

Quality System
Procedures

Work Instructions

Quality Forms

Quality

Records

This Quality Manual describes the quality management system struetudespecifies policy to the
organization for each process of the system. Tiitkte review of the system, an appendix provides
traceability from key regulations and standardsections of the manual.

Quality System Proceduresdefine the processes, assignment of responsibditg authority,
establishment of review and approval mechanisnt naaintenance of records for non-product specific
requirements of the QMS.

Work Instructions are used where necessary for effective operafitimeoproduct specific elements of
the QMS. These documents normally apply to thel@age, manufacture, maintenance, or servicing of
specific devices, components, or equipment, omptréormance of specific activities within a process
including computer operations.

Quality Forms are used to document the accurate and efficiemptiion of procedural requirements.
Any required forms are either made part of the em@nting quality system procedure/work instruction
or are controlled as separate documents.

Quality Records are documents that furnish objective evidence aivities performed or results
achieved. They include forms completed by hand rimtgd by a computer, as well as electronic
records.

&

This document contains confidential and proprietafgrmation and may not be reproduced or disclosétout the prior written
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4.2.3 Document Approval and Change Control

Procedures shall be established and maintainecdoribe requirements and methods for control ofityua
management system documents including identifinatiormat, document processing, retrieval, retemtio
periodic review, data control, distribution, and plementation. Procedures shall also define approval
requirements for each type of QMS document inclgdime coordination with customers and/or regulatory
agencies according to contract or regulatory remuants. Records of approval shall be maintairfeecords
containing the current revision level of all gualtystem documents and data shall be maintained.

Changes to documents or data shall be made wittoegipby designated individual(s) in the same fiowcbr
organization that performed the original review apgroval, unless specifically designated otherwisords
of all changes to documents shall be maintainedtaiing the description of the change, identifimatof the
affected document(s), approval signatures, apprdaia, and effective date of the change.

4.2.4 Document Release and Distribution

Procedures shall provide for the controlled releasd distribution of new and revised documents.s€éhe
procedures shall provide for distribution of cutreapies and for prevention of the use of outd@iededures
or standards. Documents shall be approved pribeitog issued. Distribution may be by issue ofifed copies
or through electronic media. In any case, methtddl e provided for clear distinction between colhd,
uncontrolled, superceded and obsolete documents.

Distribution of documents shall be controlled ta@m that the proper versions of all documentseadable in
a timely manner to those requiring them. Documeision notifications shall be communicated to the
appropriate personnel.

Reference copies of documents may be issued tadeyparties having a need to review quality managegm
system documentation or for internal training doimational purposes. Reference copies will be tgatlanly
by request. All copies of superseded or obsoleteiihents shall be promptly removed from the pointse or
otherwise prevented from unintended use.

425 External Documents Control

Procedures shall be established and maintainedetatify, obtain, and maintain current copies of lapple

external standards related to the quality managesystem and to the design and evaluation of dewluat are
designed and manufactured under the quality managiesystem. External standards shall be clearlytiitkd

and distributed through a controlled process tauenshat documents of external origin determinedthsy
organization to be necessary for the planning gretation of the quality management system are ifiitethand
their distribution is controlled.

4.3 Control of Quality Records

A record is a document that furnishes objective enddeof activities performed or results achievede $tope
of records shall include records from regulatorgrages, suppliers, or other external parties wheod records
are necessary to demonstrate conformance to spesifilirements or the effective operation of thality
management system. Quality Records include, lsuhar limited to:

« management reviews of the quality system;

« quality audits;

« customer contract review;

« advanced quality planning activities;

+ product development activities;

« design and drawing reviews;

« results of any verification and validation actigdi

approval of CMC. A printed version of this docurhenconsidered an uncontrolled copy. The usehisfdocument is responsible for
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+ calibration results of M&TE;

» in-process and final inspection;

« customer complaints;

« corrective and preventive actions;

« nonconforming material concessions / approvals;
« employee training;

« supplier records; and

« process and equipment qualification results.

4.3.1 Preparation of Records

Records shall be prepared in a legible format,sgopriately identified.

In addition:
* Procedures and work instructions shall define $iga@cord format and content requirements.

* Records, paper or electronic, shall be identifieallected, indexed, stored, and maintained for easy
retrieval. Where applicable, records shall be nadietd on approved forms.

* Records may be maintained in electronic form (of appropriate media) if requirements for electronic
records are met (see section 6.6).

4.3.2 Administration of Records

All quality records shall be maintained at the nfanturing location or be accessible to managemedt a
regulatory agencies. Records shall be maintaineghi®nvironment that prevents damage, deterioratind
loss. Quality records may be made available téoousrs or regulatory agencies for their inspectsurfject to
appropriate consideration of confidentiality of teeords. Procedures shall define methods forde@tention.

4.3.3 Quality System Record

CMC shall maintain a Quality System Record (QSR)e QSR shall contain or refer to the locatiortiog,
guality manual, quality system procedures, workriretions, templates and forms, and all other damntation
that is associated with the quality managementesy$tut is not specific to a particular device qetyf device.

5.0 Management Responsibility

5.1 Management Commitment

Executive Management shall demonstrate a commitrteenbe establishment, maintenance, and continuing
improvement of the quality management system by:

» Establishing and communicating a quality policy
» Appointing a Management Representative
* Conducting regular Management Reviews

 Communicating the importance of meeting custonmegulatory and statutory requirements applicable
to the product, and CMC'’s organizational requiretaen

* Maintaining a focus on customers and ensuring ¢hatomer requirements are determined and met to
increase customer satisfaction through the effecaipplication of the QMS, including processes for
continual improvement of the QMS.

» Establishing and evaluating quality objectives
» Conducting quality management system planning

approval of CMC. A printed version of this docurhenconsidered an uncontrolled copy. The usehisfdocument is responsible for
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» Ensuring the availability of resources

The CMC Mission:

Our Mission, always carried out with unyieldingagtity, is to meet or exceed the expectations of ou
customers in terms of quality, cost, delivery aavige; ensure profitable growth for our compamg arovide
an environment of trust, rewards, opportunity atdcation for our employees.

The CMC Vision:

CMC will be known for excellence in contract maraitaing. We strive to be the first choiokengineers and
purchasing professionals as they manage the iotersef function, design, manufacturing, schedarid
budget.

5.2 Management Representative

A Management Representative shall be appointedgthppointments shall be documented. The Management
Representative shall be a member of the organizatid shall have the responsibility and authodty t

* Ensure that a quality management system is edtedlisand maintained in accordance with the
requirements of this quality manual, applicableutations and standards, and organization policies

* Regularly assess the quality management system

* Report to executive management regarding the camdi and performance of the quality management
system

» Facilitate external agency audits, inspections,\asits relative to the quality management system

» Ensure the promotion of awareness of customer memeints and regulatory requirements throughout
the organization

5.3 Establishment of Quality Policy
The CMC Quality Policy:

Comply with mutually agreed upon valid requiremet@9% of the time
Minimize defects through a culture of preventiomeatthan detection
Continually improve and maintain the quality of quoducts and services

Executive management regularly reviews the polarystiitability. The policy and its meaning is comuated
to all levels of the organization through publioatiof the quality manual, quality system trainibglletin board
postings, display of quality measurements, andpgrireview at organization meetings.

54 Quality Planning

Management shall plan for any necessary changie tguality management system to maintain the fityegf
the QMS:

* As an integral part of business planning

* When making significant changes in responsibilities

* When significantly modifying facilities or processe

* Inresponse to adverse findings from quality auojtexternal parties

» For significant changes in regulatory requirements

* To maintain and improve the effectiveness of thaligumanagement system

approval of CMC. A printed version of this docurhenconsidered an uncontrolled copy. The usehisfdocument is responsible for
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Where appropriate, this planning shall be docunteirtehe form of a quality plan. The quality pléor the
manufacture of products shall specify quality reguents, resources and activities relevant to #wecds that
are manufactured.

5.5 Responsibility and Authority

The implementation, maintenance, and improvementthef quality management system are the shared
responsibility of all associates throughout theaoigation.

Process Ownership is defined within each qualisteay procedure. The Process Owner shall be reppois
» Establish and maintain procedures for the prodessed on the requirements of the quality manual
» Continually improve the effectiveness of the praces

The responsibility, authority, and interrelation af associates who manage, perform, and verifykwbat
affects quality shall be specified as part of teeunented quality management system, includingytradity
manual, quality system procedures, and, if necgssdiner documents. Management shall provide athsu
associates with appropriate independence and éyttmperform these tasks.

When a position described in the quality systemasant, or the incumbent is absent, any respoitgiloit
authority assigned to that position shall normakyassigned to the next higher level of management.

Any changes of title, position, responsibility, eghtion of responsibility, or significant changediiles shall be
communicated by the next level of management tafédicted associates and the Management Repragentat
Any affected quality management system documeratt Isé revised within a reasonable time.

CMC maintains an Organization Chart to describeotiganizational structure of the organization.

551 Internal Communication

The effectiveness of the Quality Management Systi#hibe communicated to executive management during
Management Review Meetings. Communication to tigamzation is achieved verbally and through pastin
on organization bulletin boards, organization megtj paycheck attachments, and the organizaticemiet site.

5.6 Management Review

Executive Management shall formally review and ssgbe suitability and effectiveness quality mamnagyet
system in planned Management Review meetings aragagly basis. During Management Review meetings
the management team shall consider opportunitiesniprovement and the need for changes to the tguali
management system, including the quality policy quallity objectives.

Management Review inputs shall include the follayin
1. Status of identified actions from previous Manageniteview Meetings
2. Internal and external quality audits
3. Corrective and preventive actions
4. Customer feedback
5. Product quality

6. Supplier performance

7. Performance of processes and associated qualityurezaents to defined goals and objectives.

8. Changes in external conditions or requirementsdbald affect the QMS

9. Recommendations for improvement

10. Infrastructure and business environment updates)gds or risks.

Management Review output shall include as appleabl
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e The effectiveness of the QMS

* Improvements of processes

* Improvements of the product related to customeuirements

* Human, facility, or infrastructure resource needs

* Infrastructure and business environment updates)ggs or risks.
» Other recommendations for improvement

Records of Management Review shall be maintained.

6.0 Resource Management

6.1 Provision of Resources

Management shall determine the need for and proaitbgjuate human resources and infrastructure ievach
quality requirements including implementation, ntamance, effectiveness and continuous improveniettteo
guality management system, as well as maintenah@eistomer satisfaction by ensuring the fulfillmeoit
customer requirements. This section describes neaments placed on various aspects of resourcednviiib
QMS.

6.2 Human Resources

For each job function, management shall providéent personnel with appropriate background, edioo,
and experience necessary. Personnel performing affekting conformity to product requirements shadl
competent on the basis of appropriate educatiamitig, skills and experience. The required commped to
carry out those jobs affecting product quality sbal determined, and appropriate training or otwtion shall
be performed to provide or ensure this competef@®Eh associate shall be provided with the necgssaning
or other actions to ensure that the assigned tamskgerformed in accordance with the quality systerd
associated policies, procedures, and work instrasti Training shall include instruction on the impace of
the associate’s activities and their contributiortite quality objectives. Training records shallrbaintained.
The effectiveness of training shall be evaluated.

6.2.1 Hiring and Orientation

Requirements for hiring or promoting of associatkall include the background and education necggear
learn to perform the assigned tasks.

Each associate shall complete an orientation pnegr&ecords of all such orientation and traininglishe
maintained.

Any training mandated by federal, state, or loaal Ehall be provided.

6.2.2 Training

Procedures shall be established and maintainechdare that each CMC associate and temporary worker
receive the training necessary to ensure propeforpesnce in the assigned area(s) of responsibility.
Management shall identify the training needs farheb function related to the quality managemesstesm

and plan the training of associates accordinglg.oR#s of all job-specific training shall be maimiezd.
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6.3 Infrastructure

CMC shall determine, provide and maintain the istiacture and supporting services (such as tratyspor
communication, or information systems) requireddmply with applicable product and customer requests.
Infrastructure includes, as applicable

* Infrastructure and business environment updates)ggs or risks

» buildings, workspace and associated utilities,

» process equipment (both hardware and software), and

* supporting services (such as transport or commtiaiga

All manufacturing and service processes shall echout under controlled conditions, includingegdate
buildings, process equipment, working conditionsd gersonnel, to ensure that all devices producet a
released for distribution meet their intended regents and are shipped free of contamination by an
substances that could reasonably be expected &amadverse effect on product quality.

6.3.1 Buildings

Buildings shall contain sufficient space and beqgad¢ely arranged to ensure orderly handling ohalterial

and equipment and orderly execution of all proce#isat affect device quality, in order to enablentenance
and prevent mix-up. Buildings and grounds shalldesigned and constructed and the environment of the
building suitably controlled to prevent contamioatiby external environmental sources and pestalitalde
pest control program shall be established.

6.3.2 Processing Equipment

All process equipment, including hardware and safey shall be selected or designed to meet specifie
requirements and shall be constructed and instedléatilitate maintenance, adjustment, cleaning), aése.

Process equipment shall be regularly cleaned, miaed, inspected and adjusted as required to nmainta
product quality. A preventive maintenance schediiall be established and shall be readily avail&blthe
associates who perform the maintenance activitiethe associates’ supervisor(s). A record of naaance
activities shall be maintained.

6.4 Work Environment

CMC shall determine and maintain the work environmequired to meet applicable statutory, reguiator
product and customer requirements. All manufactuand service processes shall be performed in ¢anugal
with applicable Environmental, Health, and SafeBH&S) regulatory requirements. All employees shall
receive appropriate safety training.

Components and devices that have been identifisgrsitive to electrostatic discharge (ESD) shalhandled
per approved procedures.

Smoking shall be prohibited in the building(s). iBgtand drinking shall be limited to designatedaaréo
prevent device contamination. Each associate $maltesponsible to help maintain a clean and safék wo
environment.

6.5 Information Systems

6.5.1 General Policy

Information systems shall be provided as necesgargchieve conformity to product requirements aod t
support business processes. Information systems cangputer-related systems that support the quality
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management system shall be developed, operated,mamtained under controlled conditions, including
adequate equipment, environment, software, operatiocedures, and personnel.

6.5.2 Equipment and Environment

All computer-related equipment shall be selectedesigned to meet specified requirements.

Computers shall be located in areas that contdficiemt space and be adequately arranged to assdezly
execution of all processes and to enable maintendldben environmental controls are necessary torerikat
computers perform reliably, procedures shall bealdished and maintained to adequately control the
environmental conditions and the functioning of #gre/ironmental controls shall be verified by docuted
inspections.

6.5.3 Computer Operations

Procedures shall be established to ensure secutereliable operation of computer-related systems,
encompassing the following:

* Maintenance of the computer system and associat®rk equipment
» Periodic back up of programs and records

6.5.4 Process Validation

Where computers or automated data processing systsrused as part of a manufacturing processr anfo
purpose in the quality management system, commdiware shall be validated for its intended ugil
software changes shall be validated before appan@buse.

7.0 Product and Service Realization

7.1 Planning

Management shall plan, define, implement, and raairgrocesses and documents to meet customerategul
and statutory requirements applicable to the prpdand CMC’s organizational requirements, with due
consideration for quality objectives, complianceghathe requirements of the quality management sysénd

any unique requirements of the products. In thenevkat assistance with documented risk management
activities is provided throughout the product reatiion process, as required by customer contraeset
activities shall be performed according to spegqifiocedures. Similarly, if contract requires CMCidentify

the resources to support operation and maintenafrite product, procedures will be developed tgpsupthis
requirement.

7.2 Customer-related Processes

7.2.1 Determination of requirements

Processes shall be established to ensure efféntedaces with customers, including regulatory atetutory
requirements applicable to the product, and CMQ'gapnizational requirements, the receipt and enfry o
customer orders and capturing the requirementsidébvery, quantity, terms and any additional regoients
considered necessary by the organization.

Within the policy of this section and supportingogedures, the use of the word “order” shall alsame
“contract,” such that entry of a customer orderstibutes review and acceptance of a contract.
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71.2.2 Review of requirements

Contracts and orders shall be reviewed prior teptanice, to ensure that the customer’s producirssgants
are clearly defined and documented, and that thanization is capable of meeting those requiremeittsn a
reasonable time. Where appropriate, a formal eohtreview is held. This review includes a revieamd
communication of any additional regulatory requiesits necessary to support the contract, an evaituafi
risks, as well as any different or new requiremeatgxisting contracts. Records of contract revehall be
maintained.

The order entry and contract review process(ed) shsure that customer requirements are determanddnet
with the aim of enhancing customer satisfactiony Aifferences between specified customer requirésnand
the manufacturer’'s capability to meet the requinetsieshould be resolved prior to acknowledgementhef
order.

7.2.3 Customer Communication

Management shall establish effective methods fanmanicating with customers on product information,
quotes, pricing, inquiries, contracts, order entyder status, and any changes affecting the ptsdand
services. Processes shall be established for dwrdiag of customer complaints and for the collattof
customer feedback.

7.3 Product Design and Development

CMC offers technical assistance to our customerthénform of manufacturing engineering support ttoe
initial design phase, prototype production, and uf@acturing problem resolution. CMC does not hagsigh
and development responsibility for any of the prddiprovided to our customers. Verification antdadion
approval of all designs remain the responsibilitihe customer.

7.4 Purchasing

Processes shall be established and maintained tageahe supply of material and outsourced prodarmts
services. Procedures shall provide for the evaloasind control of purchased products, the ideatiitn of
potential sources for purchased materials, theldprent of suppliers or partners, and the evaloatiod re-
evaluation, as necessary, of their ability to syppk required products. These processes shaltetisat all
purchased or otherwise received products, compsnantl services conform to specified requirements.

7.4.1 Purchasing Processes

CMC shall evaluate and select suppliers basede&indbility to supply products or services in actzorce with
the specified requirements. Criteria for selectiewaluation, and re-evaluation shall be establisRetords of
the results of supplier evaluation and any necgsszrons rising from the evaluation shall be maimed.

The type and extent of control applied to the sigp@ind the purchased product or outsourced sestiakt be
defined and shall be dependent upon the effedteoptirchased product on subsequent product reéafizat the
final product. Supplier performance shall be rexid and monitored according to established criteria
Suppliers of goods or services that do not direzifgct the quality management system or the quafiCMC-
supplied product or services may be deemed acdeptased solely on their ability to meet purchasteo
requirements. NOTE: An outsourced process is ifledtias one being needed for the organization'ditgua
management system but chosen to be performed agtyagxternal to the organization.
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7.4.2 Purchasing Information

Purchasing information shall clearly describe derdo the requirements for the product or sentcebe
purchased, including where appropriate requiremgiatsed on the supplier for:

* Requirements for approval of product, or suppliecpdures, processes, and equipment
» Qualification of supplier personnel

» Supplier's quality management system

» Traceability requirements as defined by customaetrect.

The adequacy of specified purchase requirementisb&heeviewed prior to their communication to theplier.

7.4.3 Verification of Purchased Product

CMC shall established and implement activities tsuge that purchased or otherwise received material
conforms to specified requirements by inspectiregtimg, or otherwise verifying the material priar t
acceptance. In the event that CMC or a customends to perform verification at a supplier's prees, the
intended verification arrangements and method adyct release shall be stated in purchasing infioma

Material shall not normally be made available farafacturing use until all acceptance procedurge baen
completed and the authorized personnel have relethse material. Procedures may however allow fer th
release of material for manufacturing use priocampletion of receiving inspection, provided thanbtol is
maintained over the unapproved material such thabuld be retrieved prior to distribution of thesaciated
finished product.

Where specified in the contract, Cygnus Manufanguffompany's customers (or customers' designeksha
permitted to verify, at the supplier's premises/andt CMC, that subcontracted product conformspecified
requirements; however, this inspection does natlae<CMC from providing acceptable product.

The inspection of labeling shall include an exartigmafor accuracy. The record of this review shadlude the
signature of the person who examines the labeling.

744 Inspection Records

Records shall be maintained of the acceptance jectien of each lot of received components. Theglish
include, at a minimum:

» Date inspected

* Supplier name

* Results

* Where appropriate, the equipment used

» Signature of the associate performing the acceptanc

7.5 Production and Service Provision

All manufacturing processes, inspection, and tgstshall be performed under controlled conditions in
accordance with written instructions or drawingsdugalified and trained personriel assure that the devices
conform to the approved original or modified desigiese instructions shall include assembly proeju
work instructions, and any necessary controls erptiocess. Records of these processes shall b&amaih
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751 Process Control

All manufacturing processes shall be performed dooedance with drawings and documented instructions
where applicable, that define and control the pgs@nd identify the characteristics of the produdiese may
include or make reference to criteria for workmapstwhich may be expressed in work instructions,
documented standards or by means of identifiedappdoved representative samples. These documentben
CMC documents or customer drawings, as applicable.

Process monitoring and measurement systems shatllized to evaluate product quality in the martfizing
process. Information derived from these systemB Baavailable and used to initiate correctivepmeventive
action as appropriate.

Where deviations from device specifications coutdus as a result of the manufacturing process, gsoc
control procedures shall be established and maiedaio describe any process controls necessanstoethat
the device conforms to specifications.

Each process of applying a label to a medical @ewicof using packaging that includes medical delabeling
shall be controlled to prevent labeling errors arix-up.

Records shall be maintained to ensure that all faatwing and inspection operations have been pedd as
planned. Changes or deviations to any manufagtyrincess, method, procedure, equipment or toalt isk
documented, reviewed and approved and the appremsaociates notified of the change.

7.5.2 Inspection Testing and Product Release

Procedure(s) shall be established and maintainedcimeptance activities including receiving, ingess, final
inspection and final acceptance, implementatioprofluct release, delivery, and post delivery atiisi

CMC will support the documented requirements of icelddevice customers related to final release for
distribution as required by contract.

7.5.3 Rework and Reprocessing

Procedures shall be established and maintainedaade for the rework as necessary of nonconforming
material, including components, subassemblies, famdhed devices. All rework shall be performed in

accordance with written instructions unless the ombwis an obvious repetition or reversal of another
documented process. Reworked material shall betifidehas nonconforming and shall be segregatethfro

conforming material until disposition, to prevenixmp. The rework shall be documented on the forms
controlling nonconforming material, on the deviégtdry record, or on a corrective action document.

Rework instructions shall identify any limitations the amount or the nature of the rework. Procesishall
include re-testing and re-evaluation of the noneonfng material after rework to ensure that it reetst current
approved specification. Rework and re-evaluatiaivities, including the determination of any adweevents
from the rework on the product, shall be documented

7.5.4 Medical Device History Record

The Medical Device History Record (DHR) is a corapdn of records containing the production histofya
device or a batch of medical devices. CMC will supphe documented requirements of medical devisteiy
records as required by contract.
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755 Process Validation

A procedure shall be established and maintainetkfme the requirements for Process Validationsp&cial
process is one in which the product quality chamstic cannot fully be verified in the finishedopluct by
inspection or testing. Any special processes $iwitlentified and validated.

Any computers or software used in a manufacturingeovice process shall be validated.

If a change is made to a process the processlshedivalidated as appropriate.

7.5.6 Product Identification and Traceability

7.5.6.1 Material Identification

Materials shall be identified by material numbedaas necessary, by status with respect to mongaand
measurement requirements, or by other appropriatead throughout all stages of product realization.

Material returned for rework or reprocessing shalidentified to distinguish them from normal protion.

7.5.6.2 Device and Component Traceability

Where stipulated by contractual requirements, wirapneability is required CMC shall control the wnéq
identification of the product (devices and compdsgeand maintain records. Records shall be maietato
provide traceability of all such items from the pligr, through manufacturing, and to finished goddms in
order to facilitate corrective action. The respbitisy for component traceability may be assigneduppliers.

7.5.7 Preservation of Product

Procedures and practices shall provide for thetifiigation, handling, storage, cleaning, labelipgckaging,
protection of materials and prevention, detectiod aemoval of foreign objects while in the wareleus
production process, distribution, or servicing ppl@able. These procedures shall also addred&ligador
products, special handling for any hazardous nateaind any necessary special storage guidelinsefisitive
product such as electrostatic sensitive comporartproducts labeled as sterile. The procedurdsafiodling,
storage and distribution preserve the product duniernal processing and delivery to the intendestination
in order to maintain conformity to requirementsnyAdocumentation required by the contract shalhtteched
to the product for delivery and are protected agtdoss or damage.

7.5.8 Labeling

Product labels, package labeling, and user instngtshall be treated as components in documerttaton
purchasing, and product validation.

7.5.9 Customer Property

Customer property shall be identified, verified gmdtected while it is in CMC's care. If any custer
property is lost, damaged or otherwise found tarsuitable for use, the customer shall be notiied records
maintained. Note: Customer property can includelliectual property and personal data.

7.6 Control of Measuring Equipment

All measuring equipment used to provide evidenceoofformity to determined requirements shall betrabied
to ensure that it is suitable for its intended amd to assure confidence in the measurements. Toesm®ls
shall comprise, as appropriate, selection, qualifor, identification, preservation, calibratiomdacorrective
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action and shall meet requirements of internatictahdards on quality assurance requirements fasunigg
equipment. This shall include any such items #ratowned by another organization or by a CMC astnc
Any custom software shall be verified and the aisged measurement system shall be validated.

7.6.1 Selection and Qualification

Measuring equipment shall be qualified to estabtlsdt it is suitable for its intended use. When patar
software is used to monitor or measure specifigdirements, the ability of the computer softwaredtisfy the
intended application shall be confirmed prior td@i&h use at appropriate stages as necessary isfys#ie
intended application. The quality plan for develgmt of a new product or implementation of a neecpess
shall include consideration of measuring equipnsahction and qualification. Any custom softwaralsbe
verified and the associated measurement systernbghelidated.

7.6.2 Preservation

Measuring equipment shall be handled, transposteded, and maintained in a manner to presenacdaracy
and fitness for use. When necessary, measuringomguit shall be maintained, calibrated, and used in
controlled environment. Measuring equipment shallprotected from any adjustments, software charayes
tampering that would adversely affect its accumacinvalidate the measurement results.

7.6.3 Calibration

Processes shall be established to provide for riepection, maintenance, adjustment and re-adjustrasn
necessary, of measuring equipment at periodic vaterto ensure that it meets the intended accusacly
precision. Equipment calibration status shalldmmntified.

7.6.4 Calibration Standards

Calibration standards shall be used for inspectiegasuring and test procedures. If national eriational
standards are not available, CMC shall use an gmlgmt reproducible standard. In the event that no
applicable standard is available, CMC shall esthldind maintain an in-house standard. Calibrationedures
ensure that environmental conditions are suitabtespecified, if appropriate.

7.6.5 Calibration Records

Equipment calibration records shall include: equepinidentification, calibration dates, the indivédu
performing each calibration and the next due d&alibration records shall be displayed on or rezah piece
of equipment or readily available to the individualng or calibrating the equipment.

7.7 Distribution

Procedures and practices for handling, storagesepration, and distribution of finished goods shmtvent
damage, mix-up, and contamination and provide fodypct traceability.

7.7.1 Storage of Finished Goods

Storage areas for finished devices shall be dedigm@revent mix-up, damage, deterioration, or oHuyerse
effects and to facilitate location and withdrawat Shipment. Finished goods shall be identifiechvét part
number, at a minimum, to facilitate storage andhdrawal.

Procedures shall be established to account fointentory of material and to verify accuracy of émory
accounting, as well as for the maintenance of rszcgsecords.
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7.7.2 Distribution Activities

Procedures for the distribution and control ofdlred goods shall illustrate that distribution osconly after
devices have been authorized for release. Theatoditg of required finished goods is maintained the
distribution records.

7.7.3 Distribution Records

Distribution records shall be maintained for allished medical devices. Distribution records simalude:
 Name and address of consignee
» |dentification of material
*  Quantity shipped
» Date shipped
» Control number, if required

7.74 Processing of Returned Materials

Procedures shall provide for the segregation, ifiesion, evaluation, and disposition of mateniaturned by
the customer and should ensure timely resolutioantp customer issues arising from such returns.réhen
process shall ensure that obsolete or non-confgrmioducts resulting from customer returns aretitled and
are not re-introduced into the distribution procassl do not contaminate other product, the worla,ace
personnel. Returned goods that are received withiak notice from the customer shall be resolvawugh
communication with the customer to ensure thatarsgomer’s issues related to the return are adebless

7.8 Servicing and Installation

If servicing or installation is required by contraCMC shall establish documented procedures, esssary, for
performing servicing activities and verifying thaey meet the specific requirements.

8.0 Measurement, Analysis, and Improvement

8.1 General

CMC shall utilize measurement, analysis and impnuamt to demonstrate conformity of product, enshee t
conformity, maintain effectiveness and continuaiiyprove the Quality Management System.

8.2 Monitoring and Measurement

8.2.1 Customer Satisfaction

Information relating to customer perception will bmutinely gathered during customer visits and a@usr
service calls to determine if CMC is meeting customequirements. If this information indicates ttha
requirements are not being met, corrective or preve action will be initiated as necessary.

8.2.2 Internal Quality Audits

Internal quality audits shall be conducted at péghrintervals to ensure that all aspects of the itgual
management system are effectively implemented aathtained and to identify areas for improvement.
Procedures provide for the performance of audifdatned intervals based on the status and impmrtahthe
activity and results of previous audits. NotehéN determining suitable methods, CMC considersyihe and
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extent of monitoring or measurement appropriatedaoh of its processes in relation to their impatcttiee
conformity to product requirements and on the ¢ifecess of the quality management system.

8.3 Control of Nonconforming Material

A procedure shall be established and maintaingadaade for the identification of nonconforming reesl and
prevent its inadvertent use or delivery, includiagiews and controls over products that are notligtibuted
and those already distributed. All nonconformingemal shall be clearly identified and approprigtel
segregated from acceptable material. In the eveaprocess nonconformity, CMC shall determine tivbe
the product was affected and if so, dispositionpifteluct per the requirements of this action. Hemtaction
shall be taken to correct the process nonconformity

8.4 Analysis of Data

Appropriate data related to customer satisfactionformity to product requirements, corrective aneventive
action and suppliers shall be collected, maintaaredireported for the purposes of management revi8ee
section 5.6.)

Statistical techniques shall be identified, devethpand used to draw inferences from data whelesting,
controlling, and verifying evaluations of produdiacacteristics and manufacturing processes androest
feedback.

When appropriate, procedures shall be establishédraintained to identify and provide for approfeiase of
statistical techniques in those cases where ratjdiore measurement, evaluation, and improvement, fand
effective implementation of the quality managenmystem.

8.5 Improvement

8.5.1 Continual Improvement

CMC shall use the evaluations and measurement gges®f the QMS to continually improve the effemtiess
and adequacy of the system through the use ofuhlityjpolicy, quality objectives, audit resultaadysis of
data corrective and preventive actions, custoneifack and management review.

85.2 Corrective and Preventive Action Process

Corrective and preventive action procedures shaltiicumented and maintained to ensure that theegaurs
potential causes of nonconforming product, matesiaprocesses are identified, evaluated, documeated

corrected, to prevent recurrence of the problerntogsrevent the problem from initially occurring.oRisions

shall be made for review and control of productd thhay be nonconforming, including those distriduded

those not yet distributed.

The corrective action processes shall provide #&emic, problem-solving approach to continuouslitjua
improvement with the primary objective of determipiand eliminating all causes of nonconforming piid
material, and processes. The preventive actionegsshall help prevent the occurrence of noncomfioy

material, product, and conditions by identifyingnalyzing, and eliminating potential quality probkenmand

analyzing and trending information on quality. rtdéed quality problems and the status and efiertess of
corrective and preventive actions shall be repcaitedart of Management Review.

The corrective and preventive action process $halide the analysis and investigation of the caude
nonconforming material, product, and conditionse phocess shall also provide for identifying, doeating,
evaluating the need for action to prevent recueerfdhe issue, determination and implementatiomeakssary
actions and records of the results of the actiakert.
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9.0 Appendix A: Trace from Regulations and Standard to the
Quality Manual

This section is provided to assist internal anceewl auditors and other users in the review ofdgbality
manual and the quality management system. Eaciosent clause of the key regulations and standads
listed, along with a reference to the section efdhality manual that is intended to specify coampte with that
clause.

This section is considered advisory and is notra&b part of the documented quality managemenegyst
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9.1 1SO 9001:2008 Quality management systems — Requiremts

Quality Manual Section &Paragraph Title ISO Quality Manual Section &Paragraph Title ISO
9001:2008 9001:2008
Sections Sections
1.0 Introduction and Scope 1 7.2 Customer-related Processes 7.2
2.0 Normative References 2 7.2.1 Determination of requirements related #02.1
4.0 Quality Management System 4 the product
4.1 General Requirements 4.1 7.2.2 Review of requirements related to fe2.2
4.2.2 Structure of the Quality Managemedt2 product and Order Entry
System 7.2.3 Customer Communication 7.2.3
4.2.1 General Policy 421 N/A 7.3
4.2.2 Structure of the Quality Managemedt2.2 7.4 Purchasing 7.4
System 7.4.1 Purchasing Process 7.4.1
4.2 Documentation requirements 4.2.3 7.4.2 Purchasing Information 7.4.2
4.3 Control of Records 424 7.4.3 Verification of Purchased Product 7.4.3
5.0 Management Responsibility 5 7.5 Production and Service Provision 7.5
5.1 Management commitment 5.1 7.7 Distribution
5.0 Management Responsibility 5.2 7.8 Servicing
5.3 Quality Policy 5.3 7.5 Production and Service Provision 7.5.1
5.0 Management Responsibility 5.4 7.5.5 Process Validation 7.5.2
5.0 Management Responsibility 5.4.1 7.4.5 Monitoring of Suppliers
5.4 Planning 5.4.2 7.5.6 Product Identification and Traceability 7.5.3
5.5Responsibility and  Authority  ardb.5 7.5.9 Customer Property 75.4
communication 7.7.4 Processing of Returned Materials
55 Responsibility and Authority and.5.1 7.8 Servicing
communication 7.5.7 Preservation of Product 7.5.5
5.2 Management Representative 5.5.2 7.6 Control of Measurement Equipment 7.6
5.5.1 Responsibility and Authority 5.5.3 8.0 Measurement, Analysis, and Improvement 8
5.6 Management Review 5.6 8.0 Measurement, Analysis, and Improvement 8.1
5.6 Management Review 5.6.1 8.2 Monitoring and Measurement 8.2
5.6 Management Review 5.6.2 8.2.1 Complaints 8.2.1
5.6 Management Review 5.6.3 8.2.2 Internal Quality Audits 8.2.2
6.0 Resource Management 6 7.5.5 Process Validation 8.2.3
6.1 Provision of resources 6.1 7.5.2 Inspection and Testing 8.2.4
6.2 Human Resources 6.2 8.3 Control of Nonconforming Product 8.3
6.2 Human Resources 6.2.1 8.4 Analysis of Data 8.4
6.2.1 General 6.2.2 8.5 Improvement 8.5
6.2.2 Competence Training and Awareness 8.5.1 Continual Improvement 8.5.1
6.3 Infrastructure 6.3 8.5.2 Corrective and Preventive Action 8.5.2
6.4 Work Environment 6.4 8.5.2 Corrective and Preventive Action 8.5.3
7.0 Product Realization 7
7.1 Planning of product realization 7.1
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approval of CMC. A printed version of this docurhenconsidered an uncontrolled copy. The usehisfdocument is responsible for
verifying the current revision level.

i \



QM-01

Rev. 7 Page 24 of 25
9.2 21 CFR 820, Quality System Regulation (2009)
Quality Manual Section or Paragraph Section # Quality Manual Section or Paragraph Section #
1.0 Introduction and Scope 820.1 7.6.1 Selection and Qualification 820.72(a)
Not applicable; no requirements 820.3 7.6.2 Preservation
i 7.6.3 Calibration 820.72(b)
4.0 Quality Management System 820.5 S—
. 7.5.5 Process Validation 820.75
5.0 Management Responsibility 820.20 7.4.1 Purchasing Processes
5.3 Establishment of Quality Policy 820.20(a) | See sections below. 820.80
5.5 Responsibility and Authority 820.20(b See sections below. 820.80(a)
5.5 Responsibility and Authority 820(b)(1 7.4.3 Verification of Purchased Product 820.80(b)
6.0 Resource Management 820(b)(2) | 7.5.2 Inspection and Testing 820.80(c)
5.2 Management Representative 820(b)(B) | 7.5.2 Inspection and Testing 820.80(d)
5.6 Management Review 820.20(c) | See sections above. 820.80(e)
5.4 Quality Planning 820.20(d 7.5.2 Inspection and Testing 820.86
4.2.2 Structure of the Quality Management System  0.BXe) 8.3 Control of Nonconforming Material 820.90
8.3 Internal Quality Audits 820.22 8.3.1 Identification and Control of Nonconforming | 820.90(a)
6.2 Human Resources 820.25 Product i _ i
8.3.2 Review and Disposition of Nonconforming 820.90(b)
6.2 Human Resources 820.25(a) Product
6.2.2 Job Specific Training 820.25(b 8.5.2 Corrective and Preventive Action 820.100
N/A 820.30 See sections below. 820.120
N/A 820.30(a) 7.4.3 Verification of Purchased Product 820.120(b)
4.2 Documentation 820.40 7.5.8 Labeling 820.120(c)
4.2.3 Document Approval and Change Control 820.40(a) 7.5.1 Process Control 820.120(d)
4.2.4 Document Release and Distribution 7.5.6.2 Device and Component Traceability 820.120(e
4.2.3 Document Approval and Change Control 82040(b B
; 7.7 Distribution 820.140
7.4 Purchasing 820.50 _
- 7.7 Distribution 820.150
7.4.1 Purchasing Processes 820.50(a) _
7.4.5 Monitoring of Suppliers 7.7.1 Storage o_f Finished Goods 820.150(a)
7.4.2 Purchasing Information 820.50(h) | /-5:7 Preservation of Product
_ __ 7.5.2 Inspection and Testing 820.150(b)
7.5.6.1 Material Identification 820.60 S
i _ 7.7 Distribution 820.160
7.5.6.2 Device and Component Traceability 820.65 - _—_
_ - _ 7.7.2 Distribution Activities 820.160(a)
7.5 Production and Service Provision 820.70 _
_ _ __ 7.7.3 Distribution Records 820.160(b)
7.5 Production and Service Provision 820.70(a)
N/A 820.170
7.5.1 Process Control 820.70(b) _
_ _ 4.3 Control of Quality Records 820.180
6.4 Working Environment 820.70(c
_ _ N/A 820.181
6.4 Working Environment 820.70(d . _ .
_ _ 7.5.4 Medical Device History Record 820.184
6.4 Working Environment 820.70(e .
4.3.3 Quality System Record 820.186
6.3 Infrastructure 820.70(f)
) i N/A 820.198
6.3.2 Processing Equipment 820.70(g)
N/A 820.200
7.5.1 Process Control 820.70(h) — .
_ i 8.4.1 Statistical Techniques 820.250
6.5.6 Process Validation 820.70(i
7.6 Control of Measuring Equipment 820.72

e
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