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MedAccred Management Council (MMC) Meeting:
Industry Managed Critical Process Supply Chain Quality Oversight Program                               for the Medical Device Industry
Agenda*

Wednesday, 12 February 2014

8:00am – 5:00pm PST
Meeting Location
Sheraton Park Hotel

1855 South Harbor Boulevard,

Anaheim, California, 92802
	Participants
	Affiliation

	Von Kramer 
	Accellent Inc.

	Tony Faucette 
	Becton, Dickinson & Co.

	Bruce Badger 
	GE Healthcare

	Steve Niedelman 
	King & Spalding Law

	Paul Mehta 
	Philips Healthcare

	
	

	Rebekah Gondek
	PRI

	Justin McCabe
	PRI

	Joe Pinto
	PRI

	Mark Aubele
	PRI

	Bill Dumas
	PRI

	Jon Steffey
	PRI


	Time
	Item

	08:30
	Opening Address and Welcome
· Anti-Trust/Code of Ethics

[image: image1.emf]1.0 MedAccred  Anti-Trust and Code of Ethics (Jan14).pptx


Joe Pinto welcomed participants and reviewed PRI’s Anti-Trust policy

Joseph Pinto, EVP & COO, Performance Review Institute

	08:35
	MMC Sub-Team Activities: Recap and Discussion 

[image: image2.emf]2.0 MMC Sub-Team  Updates 7FEB14 RJG.pptx


· Proof of Concept Audits

Cable & Harness TG is continuing to prepare for the PoC audit, scheduled for 17-20Mar at Global Technologies.  Representatives from 4 OEMs are planning to observe the PoC.
· Program Documents

Program Documents sub-team has made good progress and is currently in a holding pattern.  Document to be released once program subscriptions have been signed.  

· External Communications and Strategy

27Jan14 Commissioner’s level FDA meeting went very well.  Feedback from informal dialogue with FDA representatives following the meeting was that they were very impressed with the presentation.  FDA would like to do more for MedAccred, but cannot do so until we can prove what the program can do and show how it will fit in with FDA inspections.  
Planning is underway for the CDRH “Forums” for the medical device industry, and FDA feels that MedAccred should be invited to the table.

A MedAccred briefing meeting is scheduled with AdvaMed for 5Mar14. 
Steve Niedelman recently had a conversation with MDMA’s CEO & President, and they may be interested in learning more.  MDMA represents small and medium sized manufacturers.

Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	08:45
	Task Group Activities: Recap and Discussion
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Justin McCabe, Mark Aubele and Bill Dumas reviewed the embedded presentation.
· Electronic Circuits – PCBA

Printed Circuit Board Fabrication to be added to the PCBA Task Group scope as a current activity.

· Electronics – Cable & Harness
· Heat Treating
· Welding

· Sterilization
· General

· Quality Systems Task Group
A PRI Staff member has been nominated to initiate a Quality Systems Task Group.
ACTION – PRI to distribute a focused invitation to OEMs for participation in a Medical Device Quality System Task Group (Due: 7Mar14)
· Auditor Qualifications Overview

Presented an overview of the auditor overview document to be used to recruit MedAccred contract auditors.
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ACTION – PRI to distribute the DRAFT auditor overview document to Task Group representatives for review and comment (Due: 21Feb14)
MD&M West Update – PRI walked the exhibition hall and invited suppliers to participate in MedAccred program development activities.  Active MedAccred participants need re-enforce with suppliers that MedAccred is not just another audit, but that the goal is to reduce the number of redundant audits and improve supplier quality.
Justin McCabe, R&D Specialist, Performance Review Institute

	9:00
	Subscriber/Contract Manufacturer/Supplier Relationship
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Bekah Gondek reviewed the embedded presentation 

Some additional clarification may be needed on slide #5 regarding what and how information can be shared amongst OEMs.
Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	9:30
	MedAccred Implementation
· Subscriber Agreements

· Supplier Mandates – aerospace examples

· Supplier Lists

· Checklist Completion
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Rebekah Gondek reviewed the embedded presentations with participants
Reminded participating OEMs to review the draft subscriber agreement internally (with legal council, etc.) in preparation for signature.

Goal is to have one agreement that works for all subscribing OEMs.

PRI received some feedback on the subscriber agreement language, and made a few minor changes to the document.

ACTION: PRI to share red-lined version of subscriber agreement with MMC for comment (Due: 21Feb14)
Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	10:00
	eAuditNet Update
· Development

· Validation
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Jon Steffey reviewed the embedded presentation with participants
OEM Expert mtg update (3Feb14) – Participating OEM SMEs were the right people to have on the call
Participant Feedback: Steve N – Need to make sure that the OEM Subscribers are aware of any changes within eAuditNet so that they are meeting requirements when inspected by FDA 

As program oversight activity, there may need to be a chartered MMC sub-team to define eAuditNet software validation expectations, requirements, validation plans, etc.
Need to have objective evidence proving that subscribers are meeting the software validation requirements. Documentation of all activities is key. 

Need to consider security, access control, retention plans, etc.  Many of these things are currently being done by PRI, but will need to be better documented in our procedures to meet the requirements of Subscribers and FDA.
Jon Steffey, Program Manager Informatics Solutions, Performance Review Institute

	10:25
	RAIL Review
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Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	10:30
	Adjourn
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Are you an Independent Contractor looking for an Opportunity to Participate in an Influential Industry Program?

Contribute to the Medical Devices industry and participate in ongoing quality initiatives by working with the Performance Review Institute as an independent contractor. Subject matter experts who want to enjoy a flexible schedule, love to travel and have the ability to work from any location in the world are in high demand. 

If you are committed to preserving the integrity of the industry, maintaining confidentiality & avoiding conflicts of interest; an expert in one or more of the below technologies and are highly skilled in developing and maintaining working relationships and the English language – we want to hear from you.

                                         

		Current Critical Process Technologies:

· Electronic Circuits – Printed Circuit Board Assembly (PCBA)

· Electronic Circuits – Cable & Harness

· Heat Treating

· Sterilization

· E-Beam

· Ethylene Oxide

· Gamma

· Welding

		Future Critical Process Technologies:

· Batteries 

· Casting/Forging 

· Chemical Processing 

· Cleaning 

· Coatings 

· Electronics Displays

· Fluidics

· Machining 

· Laser Etch 

· Material Testing Laboratories 

· Measurement/Inspection 

· Non-Destructive Testing 

· Optics

· Packaging

· Power sources/supplies (batteries) 

· Raw Materials

· Resins 

· Composites 

· Injection Molding

· Extrusion Molding





Overview:



Use your auditing and manufacturing/engineering skills by partnering with the Performance Review Institute (PRI), a not-for-profit trade organization that is committed to the continual improvement of quality in critical industries. 

 

The purpose of this independent contractor position is to conduct critical process audits. With the audit results reported back to key global medical devices industry experts, who manage the audit and accreditation process, this position plays an important role in risk mitigation, supply chain oversight and continual improvement within the medical devices industry. This varied and autonomous role would suit someone who has experience and/or qualifications in manufacturing/engineering and is looking for a new challenge.

  







Benefits:

As an independent contract auditor, you will enjoy:

· Contributing to the continual improvement of special process quality in the global medical devices industry

· Developing your own knowledge and skills by observing the many creative and innovative ways in which companies interpret and comply with customer requirements and industry specifications

· Staying on the cutting edge of technology by attending  auditor conferences to hone your skills

· Managing your own schedule, choosing how often, when and where you conduct audits

· The opportunity to experience different cultures by auditing all over the world

· The security of having your schedule (and income) confirmed months in advance, while remaining independent, enabling you to organize other activities at your discretion

· Being associated with a respected, industry-managed organization with a history of commitment to quality excellence and an ongoing dedication to the continual improvement of the medical devices supply chain  



Responsibilities:



Being an auditor involves:

· Ensuring adequate pre-audit preparation including contacting the company ahead of time to arrange an audit timetable and reviewing documentation provided by the company

· Conducting the audit based on an industry-approved checklist including a review of the procedures, work instructions, training records and other documentation that evidences the competency of the company to meet customer requirements and observing real part processing through job audits to ensure that the documented requirements are properly flowed down to and implemented on the shopfloor

· Holding regular meetings with the auditee during the audit for the purpose of transparency so that all parties understand the audit timetable and any findings identified

· Submitting an audit report to PRI staff in which any audit findings are clearly and logically documented

· Representing PRI to our customers by acting professionally at all times

· Working collaboratively with PRI staff and customers to organize audit schedules that meet the needs of all stakeholders

· Liaising with PRI’s preferred travel agency to organize a cost-effective travel schedule



Qualifications:



To qualify to work as an auditor, applicants must meet the following general requirements:

· Understanding of what it means to work as an independent contractor and willingness to engage with PRI in this capacity

· Commitment to preserving the integrity of the program, maintaining strict confidentiality, and avoiding all conflicts of interest

· Expertise in one or more technologies

· Willingness to travel and conduct audits

· Written and oral proficiency in the English language

· Strong interpersonal skills 





To submit your resume for general consideration please visit: www.eauditstaff.com 
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Start
Wed 8/28/13

Finish
Fri 12/19/14

4th Quarter



2nd Quarter



3rd Quarter



4th Quarter



Internal OEM Buy-in
Wed 8/28/13 - Fri 1/3/14

Draft Program Documents
Wed 8/28/13 - Fri 1/3/14

Conduct PoC Audits
Wed 8/28/13 - Fri 3/28/14

Review PoC Audit Results for Value
Wed 8/28/13 - Fri 3/28/14

Validate Software
Wed 8/28/13 - Fri 6/27/14

Configure eAuditNet to support MedAccred
Wed 8/28/13 - Fri 6/27/14

(ASK) Assemble List of Suppliers
Wed 8/28/13 - Fri 1/31/14

Approach and gain buy-in from Regulatory Agencies 
Mon 9/30/13 - Fri 6/27/14

(ASK) OEMs sign Subscriber Agreements (Tue 10/1/13 - Fri 1/31/14)


Define Auditor Requirements/Hiring
Mon 11/4/13 - Fri 6/27/14

Approach Industry Associations
Mon 11/4/13 - Fri 12/19/14

Approach broader Supply base
Mon 1/6/14 - Fri 12/19/14

Rally external stakeholders for Program buy-in
Mon 2/3/14 - Thu 10/23/14

European and Asian OEM engagement
Tue 4/1/14 - Fri 12/19/14

(ASK) OEMs issue supplier mandates as applicable
Tue 4/1/14 - Fri 12/19/14



MMC Meeting (Pittsburgh, PA)
Wed 8/28/13



MMC Meeting (Minneapolis, MN)
Thu 10/31/13





FDA Meetings (CDRH and OGROP)
Mon 12/2/13 - Mon 3/31/14



MMC Meeting (Pittsburgh, PA)
Thu 12/5/13





Release MedAccred Program Document (PD1300)
Wed 1/1/14 - Mon 3/31/14



MMC Meeting (Anaheim, CA)
Wed 2/12/14





Seek FDA follow-up meeting/progress report 
Tue 4/1/14 - Thu 5/1/14



Launch Supplier Support Committee
Tue 4/1/14



MMC Meeting (Cincinnati, OH)
Mon 5/5/14



MMC Meeting (Pittsburgh, PA)
Wed 9/17/14



MMC Meeting (Pittsburgh, PA)
Wed 12/3/14

6JAN14



Key

       OEM Responsibility

       PRI Responsibility

       Joint Responsibility

MedAccred Development Plan           (Dec 2013 – Q4 2014)
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Start
Wed 8/21/13

Finish
Fri 2/27/15

4th Quarter



2nd Quarter



3rd Quarter



4th Quarter



1st Quarter



(STL) Checklist development
Wed 8/21/13 - Fri 3/28/14

(WLD) Ongoing checklist review
Wed 8/21/13 - Fri 1/31/14

(WLD) Define auditor requirements/hiring
Wed 8/21/13 - Fri 1/31/14

PoC


(EC) Checklist review
Mon 9/30/13 - Fri 2/14/14

(EC) Define auditor requirements/hiring
Mon 9/30/13 - Fri 2/14/14

PoC


Develop Task Group Operating Procedures as applicable
Tue 10/1/13 - Mon 9/15/14

(HT) Ongoing checklist review
Mon 10/21/13 - Tue 3/4/14

(HT) Define auditor requirements/hiring
Mon 10/21/13 - Tue 3/4/14

(WLD) Pilot audit of revised checklists
Mon 2/3/14 - Fri 6/20/14

PoC


(EC) Pilot audit of revised checklists
Mon 2/17/14 - Mon 7/7/14

(CH) Ongoing checklist review
Mon 3/3/14 - Wed 7/9/14

(CH) Define auditor requirements/hiring

(HT) Pilot audit of revised checklists
Wed 3/5/14 - Mon 8/4/14

Pilot Audit


(STL) Checklist refinement
Fri 5/2/14 - Tue 9/30/14

(STL) Define auditor requirements/hiring
Fri 5/2/14 - Tue 9/30/14

(WLD) Release checklists for supplier preparation
Mon 6/23/14 - Fri 11/7/14

(EC) Release checklists for supplier preparation
Tue 7/8/14 - Mon 11/24/14

(CH) Pilot audit of revised checklists
Thu 7/10/14 - Wed 11/26/14

(HT) Release checklists for supplier preparation
Wed 8/6/14 - Fri 12/19/14

(STL) Pilot audit of revised checklists
Wed 10/1/14 - Fri 12/19/14

(CH) Release checklists for supplier preparation
Thu 11/27/14 - Fri 2/27/15



MMC Meeting (Minneapolis, MN)
Thu 10/31/13





FDA Meetings (CDRH and OGROP)
Mon 12/2/13 - Mon 3/31/14



MMC Meeting (Pittsburgh, PA)
Thu 12/5/13





(ASK) OEMs sign Subscriber Agreements
Mon 1/6/14 - Fri 1/31/14



MMC Meeting (Anaheim, CA)
Wed 2/12/14



(ASK) OEMs issue supplier mandates as applicable
Tue 4/1/14



Launch Supplier Support Committee
Tue 4/1/14



MMC Meeting (Cincinnati, OH)
Mon 5/5/14



MMC Meeting (Pittsburgh, PA)
Wed 9/17/14



MMC Meeting (Pittsburgh, PA)
Wed 12/3/14
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       Electronic Circuits - PCBA

        Electronics – C & H

        Heat Treating

        Sterilization

        Welding
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Software Systems (eAuditNet)

development update

12 Feb 2014
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eAuditNet Overview

Web-based workflow software used by all stakeholders -- auditors, supplier/facility quality managers, audit reviewers, device manufacturers, certification/regulatory bodies

Developed by PRI in 2001 to streamline Nadcap auditing workflow process

Dedicated software development team exclusively supporting this system and continual enhancements

Access is restricted depending on participant status in the program

Can be modified to accommodate tiered-access approach (e.g. contract manufacturers access to only appropriate subset of audit data)
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Ongoing System Development

Based on continual improvement suggestions from all stakeholders – subscribers (both Management Council and Task Group), suppliers, auditors, and PRI staff – eAuditNet is continually updated

Prioritization occurs to ensure most valuable/effective enhancements get made

All changes go through formal QA and Acceptance Testing

PRI is moving forward with a single codebase and enhancements shared in a secure manner among industry implementations (when desirable by each industry)
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Software Validation -- history

PRI has had discussions internally, with MMC, and with third-party experts on need for and scope of software validation

Current consensus is that MedAccred’s use of eAuditNet would be subject to FDA 21 CFR 820 validation requirement, at some level

“Intended use” for eAuditNet would be principally defined to be for records of audit occurrences, for tracking of CAPA resolution, and for early warning industry notification (“advisories”)
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Software Validation – OEM Expert input

PRI met with representatives from some likely MedAccred subscribers (GE Healthcare (1); J&J (2); Stryker (2)) to help further determine software validation requirements:

High-level overview of system

Input from OEMs on their own practices and implementation of GPSV (General Principals of Software Validation)

Detailed review of existing PRI practices

High-level gap analysis

5
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Software Validation – Current Status and Key Actions

PRI generally follows best practice for software development life cycle, but has some incremental opportunities for improvement and can better document activities

PRI may need to:

Write a high level procedure that provides MedAccred with insight into PRI’s software development process, including process work flow, requirements, testing, change control, security, infrastructure, etc.  (These practices exits but are not captured all in one procedure/control document.)

Develop a validation plan and periodically sign-off on that plan in a validation summary report.  Must ensure that everything in the plan is followed through. 

Develop a traceability matrix to ensure that every test case is traceable to a requirement.

PRI, MMC reps, and OEM software validation experts should meet in the coming weeks to finalize approach

6
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Software Validation

PRI has had discussions internally, with MMC, and with third-party experts on need for and scope of software validation

Current consensus is that MedAccred’s use of eAuditNet would be subject to FDA 21 CFR 820 validation requirement, at some level

“Intended use” for eAuditNet would be principally defined to be for records of audit occurrences, for tracking of CAPA resolution, and for early warning industry notification (“advisories”)
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Action Items

		Item #		Date 		Item Description		Due (Target) Date		Date Completed		Item Owner
(Responsibility)		Does this Affect Other Task Groups?
(Y/N)		Status		Comments / Concerns

		1		22-Feb-13		All interested companies are requested to sign Letters of Intent.		Ongoing		27-Aug-13		Industry Participants				Closed		Chicago May 15 Agenda item.  PRI and actively participating companies will conduct follow-ups with companies to discuss signature of LOIs and reasons for lack of participation (15-May-13).

Reminder given to industry participants at 19-Jun-13 telecon

Signed LOI from Philips Healthcare 19Jun13

		2		22-Feb-13		Conduct Proof of Concept Audits		Ongoing				Industry Participants
PRI				In Progress		Chicago May 15 Agenda item.  PCBAs, Wiring Harnesses, Heat Treat and Welding - targetting 1 audit per critical manufacturing process.
1 WLD audit completed (25-Apr-13)
First meeting of sub-team held 10Jun13
Technical leads meeting held 02Jul13.  PCBA PoC meeting held 09Jul13
Electronic Circuits PCBA audit conducted September 9 2013
Heat Treating conducted 23-25 October 2013
Cable and Harness projected for February 2014


		3		22-Feb-13		Identify suppliers for Proof of Concept Audits		30-Jun-13		02-Jul-13		Industry Participants				Closed		Chicago May 15 Agenda item. 1 supplier identified to date - Symmetry Medical (15-May-13)
(See Item #25 for additional action)
In progress following 10Jun13 sub-team meeting
Closed as is part of item 2 and has been taken on by the Technical Leads

		4		22-Feb-13		Volunteer 1-2 organizational resources from each participating OEM to support program development:
 - commodity-specific sub-teams (Electronics - PCBA, Wiring Harness, Welding, Heat Treat)
- sterilization: industry members required to provide technical support in this area (does not currently exist within Nadcap aerospace program)		Ongoing		01-Jul-13		Industry Participants				Closed		Chicago May 15 Agenda item. To date, participants submitted from GE Healthcare, Stryker and DePuy (15-May-13)
(See Items #15, #30, #31 for additional action)
Task Groups kick off meeting held 01Jul13

		5		22-Feb-13		Complete Value Proposition document		13-Mar-13		07-Mar-13		Value Proposition sub-team				Closed		Value Proposition distributed to all interested parties 07-Mar-13.  Document revised on 15 May 13.

		6		22-Feb-13		Interested companies to use Value Proposition document to promote program and obtain internal support
 - PRI staff available to support these efforts and attend meetings (either telecon or face to face) as required		Ongoing				Industry Participants				Ongoing		Chicago May 15 Agenda item. Feedback to be received from industry during May 15 meeting.  

		7		22-Feb-13		Research the number of grounded aircraft each year.  Determine if this could be compared to number of recalled medical devices each year 		31-Mar-13		23-Apr-13		PRI				Closed		PRI staff currently working to obtain this information
Information submitted to industry 23-Apr-13

		8		22-Feb-13		Identify medical device supplier trade associations 		31-Mar-13		15-May-13		PRI				Closed		Chicago May 15 Agenda item. PRI staff currently working to obtain this information
Information submitted to industry 15-May-13

		9		22-Feb-13		Reach out to Barry Craner of StellarTech for contacts at Southern California Supplier Trade Association		13-Mar-13		10-May-13		PRI				Closed		Discussions held with Barry Craner during April 2013.  He is active inASQ Biomedical Division.

Barry has forwarded this information to the officers of the ASQ Biomedical Division.

		10		22-Feb-13		Reach out to suppliers currently involved in roundtable activity to gauge level of interest and support: STERIS; Brunk Industries; Symmetry Medical; Paragon Medical 		13-Mar-13		15-May-13		PRI
Steve Niedelman				Closed		Symmetry Medical have confirmed ongoing support and interest.  Will support Proof of Concept activities (15-May-13)
Paragon Medical represented at 15-May meeting (15-May-13)
Follow-ups have been attempted with Brunk and STERIS (15-May-13)


		11		22-Feb-13		Conduct follow-up phone calls with industry stakeholders who did not attend 22Feb13 Dallas meeting 		15-Mar-13		10-May-13		PRI				Closed		Action in progress.  Follow-ups were atttempted by PRI staff.  Medtronic confirmed on-going interest and apologised for not being able to attend meetings.
All companies will continue to be contacted by PRI staff over the coming months to establish their level of interest.


		12		22-Feb-13		Determine date for next face-to-face industry Roundtable meeting in concurrence with medical device industry meeting (end of April, beginning of May 2013 – US-based venue)
Steve Niedelman to review April-June 2013 conference schedule and suggest potential opportunities for next face to face meeting 		15-Mar-13		17-Apr-13		PRI
Steve Niedelman				Closed		Medcon Cincinnati not appropriate.
Chicago or Pittsburgh in late April/early May?
Meeting scheudled for May 15  in Chicago.

		13		13-Mar-13		PRI staff to update value proposition cost structure slide to make additional travel charges clear.		22-Mar-13		16-Mar-13		PRI				Closed

		14		13-Mar-13		Produce a one-page document explaining PoC process (including objectives) which companies can use to explain the process internally as well as with potential participating suppliers 		13-Mar-13		15-May-13		PRI				Closed		Chicago May 15 Agenda item. Document to be distributed to industry following discussions in Chicago. (15-May-13)

		15		13-Mar-13		Interested companies to submit names of participants to form sterilization sub-team to begin developing audit checklist		14-Jun-13				Industry Participants				Closed		23May13 Status: Stryker (Rod Parker); Baxter (Ken Stopar, Al Hartman); DePuy (TBD); Philips (TBD)

		16		13-Mar-13		All companies requested to inform PRI of suitable contacts in non-participating companies		Ongoing				Industry Participants				Ongoing		Chicago May 15 Agenda item.
Philips able to offer contacts in Siemans. PRI held meeting with Siemans on 22-Mar-13.  Interest in program shown - unable to support program development at this time due to budget constraints.  Siemens wish to remain informed about program development
Siemens identified as key target at 19-Jun-13 telcon.

Steve Niedelman able to contact C R Bard and Proctor and Gamble Email contacts provided to PRI along with Meridian Bioscience and Triangle Manufacturing.  PRI sent information.  Meeting held with Meridian Bioscience May 29.  Very interested and supportive of the program, wish to discuss internally to guage level of involvement.  Potential follow-up meeting with  in London in mid-June. No response received from other companies to date despite follow ups.

Medmarc has provided contact for Dentsply Calls conducted by PRI - interest shown but not present at May 15 Chicago meeting.

Stryker also has contacts with Siemens and Varian - see above for Siemens.  Does not have contact information for Varian (15-May-13)

		17		15-May-13		Send PRI the PPT version of Steve Silverman and FDA's "Case for Quality"		15-May-13		15-May-13		Ken Stopar, Baxter				Closed

		18		15-May-13		Send PRI the IMDRF audit guidance documents		16-May-13		16-May-13		Ravi Nabar, Philips				Closed

		19		15-May-13		Determine potential for PRI becoming AdvaMed member		16-May-13		16-May-13		Ravi Nabar, Philips
PRI				Closed		PRI to review information and consider membership options

		20		15-May-13		Contact Marla Philips of Xavier University/MedCon to obtain a list of attendees and potentially present at the event.		31-Aug-13		09-Oct-13		Ken Stopar, Baxter
Steve Niedeleman, King & Spalding				Closed		19-Jun-13 PMC meeting - Steve Niedeleman offered to discuss opporunities for program to be presented to the Xavier University group and the Medcon event at their meeting in August 2013
09Aug13 - MedAccred has been included on the agenda for August 27 2013

		21		15-May-13		Participating stakeholders to follow-up with companies that have not attended recent meetings and determine reasons for not participating/not signing the LOI.  Document these responses and determine a strategic go-forward plan.

PRI to send Ken and Ravi the list to divide up amongst themselves.

PRI will then request other active participants to contact the remaining less active participants

Boston Scientific - Ken Stopar to contact Aric Anderson 

Merz Aesthetics - Ken Stopar to contact Matt Anderson

Abbott - PRI to set up meeting with Monica Wilkins.  Ken Stopar to contact Monica prior to PRI. 

Beckman Coulter - PRI to contact Mark Price		30-Jun-13		22-Jul-13		Industry Participants
Ken Stopar, Baxter
Ravi Nabar, Philips
PRI				Closed		Ken Stopar  followed up with Ashley Goldberg and Matt Anderson of Merz.  Waiting for response (29May13)

Ken Stopar  followed up with Aric Anderson of Boston Sci.  Waiting for response (29May13)

19-Jun-13 PMC Telecon: Medtronic identified as key target for the group.  PRI will pursue contacts.

PRI currently working with Siemens and Medtronic as short term targets

		22		15-May-13		Ravi, Ken and Justin to meet offline to decide which current members will contact those with less participation on the critical mass list 		16-May-13		16-May-13		Ken Stopar, Baxter
Ravi Nabar, Philips
Justin McCabe, PRI				Closed

		23		16-May-13		PRI to work with their Marketing department to develop the LinkedIn group		31-Oct-13		09-Oct-13		PRI				Closed		PRI currently developing page for the PRI website as initial information portal.
Anticipated completion by 31Jul13
Propose industry to review requirement for LinkedIn page once PRI page is complete.  Due date moved out to 31Jul13.
Due date moved out to 31Aug13 - webpage completion anticipated for end of month
Webpage in final stages of approval - anticipated online by end of October 2013
See new action item #

		24		16-May-13		PRI to add a column to critical mass list for participant “Address Location” and “Reason why have not shown interest”		21-May-13		21-May-13		PRI				Closed

		25		15-May-13		PRI and OEMs to identify potential suppliers to get involved in program development and proof of concept audit activity:
Sanmina – (Ravi Nabar, PRI) Ravi Nabar to meet with Tim McGinnis (20May13); PRI to follow-up after this meeting
Flextronics – (Ravi Nabar, PRI)Ravi Nabar to meet with Harry Hari (23May13); if needed, PRI to follow-up after this meeting
Plexus – (Jose Luis Estrada, PRI) Jose Luis Estrada to approach; PRI to follow-up and provide name of contact to Jose Luis
Benchmark Electronics – (Jose Luis Estrada) Jose Luis Estrada to approach; PRI to follow-up
Jabil – (Jim Ahle) Jim Ahle to approach
Carley Foundry -  (Matt Binkley) Matt Binkley to approach
Lake City Heat Treating – (Vance Kyle, PRI) Vance Kyle to approach; PRI to follow-up		Ongoing				Ravi Nabar, Philips
Jose Luis Estrada, GE Healthcare
Jim Ahle, Stryker
Matt Binkley, GE Heatlhcare
Vance Kyle, DePuy
PRI				Ongoing		Sanmina: Meeting held with Tim McGinnis of Sanmina on 29May13.  Expressed interest in getting involved in program development, contributing to PCBA Task Group activity and possibly PCBA Proof of Concept audit.

Flextronics: PRI setting up meeting following introduction from Ravi Nabar

		26		15-May-13		Schedule an initial conference call with the PoC sub-team to begin coordinating activity for conducting additional PoC audits		31-May-13		10-Jun-13		PRI				Closed		Meeting held 10Jun13

		27		15-May-13		Send eAuditNet log-in details and system logic map to participants.  Explain how to access checklists and program documents. 		31-May-13		19-Jun-13		PRI				Closed		Presentation included in 19-Jun-13 PMC minutes

		28		15-May-13		Distribute electronic version of NDA to participants for review and signature.  Include in 15May13 Chicago meeting minutes		31-May-13		29-May-13		PRI				Closed

		29		15-May-13		Industry participants to review and return signed NDA to PRI prior to conducting PoC audits		30-Jun-13		10-Jun-13		Industry Participants				Closed		PoC sub-team determined NDA not required for PoC audits.

		30		15-May-13		Participating companies to provide names of volunteers to participate in critical manufacturing process Task Group activity (Welding, Heat Treating, Electronics - PCBA, Wiring Harnesses		Ongoing		12-Feb-14		Industry Participants
Vance Kyle, DePuy
Ravi Nabar, Philips 
Jim Ahle, Stryker				Closed		23May13 Status: 
Welding – GE Healthcare (Matt Binkley); DePuy (Claire Wagner); Stryker (TBD); Symmetry Medical (volunteered as a supplier)
Heat Treatment – GE Healthcare (Matt Binkley); DePuy (TBD); Stryker (TBD)
Electronics – PCBA – GE Healthcare (Bruce Badger); Baxter (Robyn Miller); Philips (Paul Mehta); Stryker (TBD); 
Wiring Harnesses – GE Healthcare (William Brennan); Baxter (Robyn Miller); Philips (Paul Mehta); Stryker (TBD)



		31		15-May-13		PRI to schedule conference calls with each technology Task Group and a PRI Staff Engineer to with the objective to: provide educational content on member roles, objectives and expectations; provide background on how an industry-managed audit program works (if necessary); audit checklist development		30-Jun-13		01-Jul-13		PRI				Closed		Task Group kick-off meeting to be scheduled for week commencing June 24 2013
Kick off meeting held 01Jul13, further education sessions scheduled 25Jul13 and August 2013

		32		15-May-13		Schedule a conference call with Mark Aubele (PRI) and Al Hartman (Baxter SME) to gain a basic understanding of the sterilization process		30-Jun-13		09-Aug-13		PRI				Closed		Mark Aubele is in contact with Baxter on this topic

		33		15-May-13		Send PRI details for a Baxter Sterilization training course for Mark Aubele to potentially participate
Mark Aubele to contact Ken Stopar to see if observation of Sterilization process can be arranged 		30-Sep-13		07-Jan-14		Ken Stopar, Baxter				Closed		09AUG13 Suggested that Mark visitis a facility to observe sterlization process if formal training course is not available.  Due date extended.
Alternative means of process observation found.

		34		15-May-13		PRI to correspond with interested companies regarding the number of representatives planning to attend the Paris Nadcap meeting and determine whether to hold a medical device-specific meeting or not.		20-May-13		20-May-13		PRI				Closed

		35		15-May-13		If adequate participation from participating companies, PRI to schedule a medical device industry meeting on 4 June during the Paris Nadcap meeting for new participants		22-May-13		22-May-13		PRI				Closed		Due to lack of response, decision made not to hold a medical device-specific meeting during Paris Nadcap meeting

		36		22-May-13		Schedule and send invitations to an industry roundtable meeting in Europe with the purpose to involve  European medical device stakeholders		24-May-13		24-May-13		PRI				Closed		Face to face meeting scheduled for 9 July 2013 in London, UK

		37		15-May-13		Additional companies to volunteer participants for the Program Document sub-team and provide PRI with contact names		14-Jun-13		21-Jun-13		Industry Participants				Closed		Program Document sub-team meeting held 21Jun13

		38		15-May-13		PRI to schedule initial Program Document sub-team conference call		21-Jun-13		13-Jun-13		PRI				Closed		Meeting scheduled for 21Jun13

		39		15-May-13		Draft a Tiered subscription approach for inclusion in the Program Document and distribute to participants for comment.  Include cost, requirements, access to data, etc.		14-Jun-13		24-Jul-13		PRI				Closed		Noted for inclusion by the Program Documents sub-team

		40		15-May-13		Industry participants to consider potential auditor candidates for 5 initial technologies, especially Sterilization (Sterilization, Electronics – PCBA, Wire & Harness, Welding, Heat Treatment), and provide PRI with contact names.		Ongoing				Industry Participants				Ongoing

		41		15-May-13		Ken Stopar to ask MD&M East (17-20Jun13) organizer for an opportunity to provide an update on our program’s activity 		7-Jun-13		28-May-13		Ken Stopar, Baxter				Closed

		42		15-May-13		PRI to follow up with Sara Dyson (Medmarc) who has a contact at MD&M, regarding a speaking opportunity at MD&M East and Minneapolis		7-Jun-13		20-Jun-13		PRI				Closed		19-Jun-13 PMC meeting - Sara Dyson to follow-up and report back to PRI
Contacts are limited at Medmarc but PRI will follow up with conference organiser name provided

		43		15-May-13		Ken Stopar to approach MD&M Minneapolis (29-30Oct13) organizer for an opportunity to present on the work of this initiative.  Jim Ahle to support the presentation if needed.		30-Jul-13		24-Jul-13		Ken Stopar, Baxter
Jim Ahle, Stryker				Closed		Ken confirmed opportunity for PMC members to present.  Ken will be supported by Ravi Nabar, Jim Ahle and PRI Marketing dept. as needed.

		44		15-May-13		Draft a bi-monthly face to face meeting schedule for the remainder of 2013 and propose to industry participants for approval.		31-May-13		13-Jun-13		PRI				Closed		Proposed schedule distributed for industry review

		45		15-May-13		PRI to schedule reoccurring bi-weekly conference calls starting the week of June 17 to provide status updates on sub-team and task group activities to and continue the momentum of program development.  All medical device industry stakeholders will be invited to attend. Meetings will be scheduled for 1 hour, but length can be extended if necessary.		31-May-13		19-Jun-13		PRI				Closed		First meeting scheduled for 19Jun13

		46		19-Jun-13		Steve Niedeleman to open discussions with Shaun Schmitt of The Silver Sheet about writing an article on the development of the program.  PRI will support.		1-Jul-13		17-Jul-13		Steve Niedeleman/PRI				Closed		Article published

		47		19-Jun-13		PRI Marketing department to present suggestions for program name at the next PMC telecom meeting 		10-Jul-13		10-Jul-13		PRI Marketing Dept				Closed		PRI Marketing presented at 10Jul13 PMC meeting

		48		19-Jun-13		Volunteers from PMC members are requested to join the sub-team created to address how and when is appropriate to raise the development of the program with FDA and industry associations.  PRI to facilitate the first meeting of this sub-team. 		31-Jul-13		22-Jul-13		Industry Participants/PRI				Closed		3 members representing Philips/Stryker and Steve Niedleman.  First meeting to take place week of August 5 2013

		49		19-Jun-13		PRI to issue meeting appointment for all face to face meeting through 2013 		10-Jul-13		09-Jul-13		PRI				Closed

		50		19-Jun-13		All industry participants to extend invitation to European Roundtable (9-Jul-13) to their colleagues in Europe or to European companies who have not yet participated in the program		28-Jun-13		25-Jun-13		Industry Participants				Closed		European Roundtable cancelled due to low attendence

		51		19-Jun-13		Steve Niedelman (King & Spalding) to contact Breege Conroy from Medtronic		31-Aug-13				Steve Niedeleman				Open

		52		19-Jun-13		PRI to ensure Siemens have complete understanding of program development expectations		10-Jul-13		22-Jul-13		PRI		Open		Closed		Siemens contacted 5Jul13.  Meeting to be scheduled for ROI proposition to management, late July.
PRI supporting development of presentation to Siemens VPs

		53		10-Jul-13		PRI to follow-up with individual OEMs to review their position with regard to signature of LOIs 		7-Aug-13				PRI		Open		Closed		09-Aug-13 Discussions with OEMs are ongoing

		54		10-Jul-13		MMC members to volunteer with PRI the number of supplier site locations and names (if possible) they think that will be participating in this program, per technology, per region.		19-Sep-13				Industry Participants		Open		Open		See ACTION #114 for additional progress in this area.  

		55		10-Jul-13		Steve Niedelman to review Welding Proof of Concept audit report with regard to applicability for FDA submission and provide feedback to PRI 		31-Jul-13		19-Jul-13		PRI		Open		Closed		Review received and revisions in progress

		56		10-Jul-13		PRI to send reminder email to PMC members as a call for volunteers to support PMC External Communications sub-team 		17-Jul-13		16-Jul-13		PRI		Open		Closed

		57		10-Jul-13		PRI to include engaging European stakeholders in Marketing Strategy and begin new efforts in Q2 2014 		31-Mar-14				PRI		Open		Open

		58		10-Jul-13		PRI Marketing to use initial feedback to refine program name and logo suggestions and present back to PMC at next meeting  		24-Jul-14		24-Jul-13		PRI		Open		Closed		See 59 & 60

		59		24-Jul-13		PMC members to contact PRI if they have strong preference or concerns about the logos proposed		2-Aug-13				PMC Members				Closed

		60		24-Jul-13		PRI Marketing to incorporate any new feedback received from PMC and provide a final recommendation back to PMC at next meeting		7-Aug-13				PRI				Closed

		61		7-Aug-13		PRI Marketing to distribute alternative taglines for consideration offline by the MedAccred Management Council (MMC) 		14-Aug-13		16-Aug-13		PRI				Closed

		62		7-Aug-13		PRI Marketing to obtain appropriate trademarks and URLs		30-Sep-13		09-Oct-13		PRI				Closed		URLs have been obtained.  Trademarking is in progress.
SM mark currently being added to logos - will be available early next week

		63		7-Aug-13		PRI to update existing program literature with MedAccred name 		30-Sep-13		09-Oct-13		PRI				Closed

		64		7-Aug-13		Steve Niedelman to contact Steris to request their involvement in Task Group activities		31-Aug-13				Steve Niedelman				Closed

		65		21-Aug-13		PRI Marketing to create further alternative taglines for consideration and final decision at Pittsburgh face to face meeting on 28Aug13 		27-Aug-13		27-Aug-13		PRI				Closed

		66		21-Aug-13		PRI to follow-up with GE Healthcare on their attendance at Pittsburgh face to face meeting on 28Aug13 		27-Aug-13		23-Aug-13		PRI				Closed		Unable to send representation at this meeting but are continuing to support Task Group and sub-team activities

		67		21-Aug-13		PRI to issue copies of Welding Proof of Concept audit report to Welding TG and MMC PoC sub-team 		27-Aug-13		27-Aug-13		PRI				Closed

		68		21-Aug-13		PRI to follow up with Philips and Stryker to investigate software validation requirements 		6-Sep-13		11-Oct-13		PRI				Closed

		69		28-Aug-13		PRI to work with MMC participating companies to divide up and call interested companies to push selling the program internally within the next few months.  Ask, “Are you in or are you out?”  We need a head count.		Ongoing		12-Feb-14		Industry participants				Closed

		70		28-Aug-13		Steve Niedelman to touch base with new Abbott contact 		31-Dec-13				Steve Niedelman				Open

		71		28-Aug-13		PRI to ask Siemens of we can share redacted Siemens PPT with MMC members.  Participants want to see Internal Rates of Return.		1-Sep-13		30-Aug-13		PRI				Closed

		72		28-Aug-13		Participating OEMs to share with each other how they are selling MedAccred internally 		Ongoing				Industry participants				Open

		73		28-Aug-13		PRI to provide participants with data that can be used to better sell concept internally 		1-Sep-13		30-Aug-13		PRI				Closed

		74		28-Aug-13		PRI to provide the MMC with a breakdown of activities that contribute to costs  as the program matures		13-Sep-13		03-Oct-13		PRI				Closed

		75		28-Aug-13		Each company to look at their 2014 audit plans, and identify an audit plan between now and the end of 2014 so that MedAccred audits can be tailored to this schedule. This would require preparing suppliers now.  Start with currently participating Suppliers (Sanmina, Flextronics, Plexus, Symmetry, etc.)		31-Dec-13				Industry Participants				Open

		76		28-Aug-13		Ravi will share the Quality Congress overview with Ken 		9-Oct-13		04-Oct-13		Ravi Nabar				Closed

		77		28-Aug-13		Simon Adam to determine if there is any value in attending Enterprise Ireland						Simon Adam				Closed

		78		28-Aug-13		PRI to create a 1-page document (i.e. FAQ doc) that explains how MedAccred will be structured so that it can be easily explained to industry and can be included in the report to the FDA.  Relationships between industry participants.  Device Manufacturers roles and responsibilities, Supplier roles and responsibilities, contributions to the program, etc. (Due: prior to FDA meetings)		31-Oct-13		25-Oct-13		PRI				Closed		Single page Supplier orientated document produced for MD&M conference

		79		28-Aug-13		PRI to share Nadcap checklists with Kathy Bardwell of Steris		13-Sep-13		13-Sep-13		PRI				Closed

		80		9-Oct-13		PRI to provide presentation on aerospace experiences of supplier mandates during 31Oct13 MMC meeting 		31-Oct-13		31-Oct-13		PRI				Closed		Presented in Minneapolis meeting

		81		9-Oct-13		PRI to contact all Task Group members to request they provide details of key suppliers likely to be impacted by MedAccred in the future.  PRI will contact them to encourage their attendance at 31Oct13 MMC meeting  		11-Oct-13		11-Oct-13		PRI				Closed

		82		9-Oct-13		PRI to send link for MedAccred webpages to External Communications & Strategy Team for their review.  Team to submit feedback by 18 October 13 		18-Oct-13		18-Oct-13		PRI/External Comms & Strategy sub-team				Closed		Pages were approved by industry

		83		31-Oct-13		PRI staff to inform Task Groups to move towards FDA-recognized consensus standards before considering standards from other industries		Ongoing		12-Feb-14		PRI Staff Engineers				Closed

		84		31-Oct-13		PRI to present the list of eAuditNet enhancements that have been made over the last 2 years at the 20Nov13 MMC teleconference.		5-Dec-13		05-Dec-13		PRI 				Closed

		85		31-Oct-13		PRI to send a communication to OEMs requesting Software Validation experts to meet with PRI Informatics department for a discussion.  We need to understand how changes would be validated.  What is required?  What does PRI have to do?		5-Dec-13		12-Dec-13		PRI				Closed		This ACTION ITEM will be completed once PRI has spoken with industry consultants on this topic

		86		31-Oct-13		PRI to change Task Group Quorum requirement in PD1300 to a minimum of 3 in order to address the 2/3rds requirement when voting for failure		11-Nov-13		11-Nov-13		PRI				Closed

		87		31-Oct-13		PRI to distribute PD1300 to the MMC for a 21-day ballot by 11Nov13.  MMC to feedback by 2Dec13 so that comments can be discussed and finalized at the 5Dec13 MMC meeting in Pittsburgh.		11-Nov-13		11-Nov-13		PRI				Closed

		88		31-Oct-13		PRI to send the current Subscriber/Sub-tier Subscriber/Supplier definitions out to the MMC for feedback		11-Nov-13		11-Nov-13		PRI				Closed

		89		31-Oct-13		PRI to discuss with Informatics department how data protection will be addressed for MedAccred-specific needs.  How to address Sub-tier Subscribers, etc.? 		5-Dec-13		05-Dec-13		PRI				Closed

		90		31-Oct-13		PRI to send out the Subscriber and Supplier Agreements for feedback/comment 		11-Nov-13		11-Nov-13		PRI				Closed

		91		20-Nov-13		PRI to verify with internal Legal that any potential issues with anti-trust and sharing of proprietary information have been or will be comprehensively addressed.  Noted that information could be obtained from RX-360 experience in this area 		31-Dec-13		31-Dec-13		PRI				Closed

		92		20-Nov-13		MMC members to review Program Document PD1300, Subscriber and Supplier Agreement and provide comments to Rebekah Gondek: rgondek@sae.org		2-Dec-13		2-Dec-13		Management Council				Closed		Comments have been received and disussion is ongoing

		93		5-Dec-13		PRI to look at FDA’s RFI for Software		17-Jan-14		17-Jan-14		PRI				Closed

		94		5-Dec-13		MMC Strategy sub-team to send Steve N their non-availability for January to schedule  meeting with FDA Commissioners office		13-Dec-13		20-Dec-13		MMC Strategy sub-team				Closed		meeting scheduled for 27Jan14

		95		5-Dec-13		PRI to distribute the FINAL PCBA and HT PoC report outs to MMC		12-Dec-13		12-Dec-13		PRI				Closed

		96		5-Dec-13		PRI and DePuy to reach out to Symmetry Medical to consider participation in the WLD TG.		31-Jan-14		31-Jan-14		PRI and DePuy				Closed

		97		5-Dec-13		Stryker to ask if any of their suppliers can participate in the WLD TG		31-Jan-14		31-Jan-14		Stryker				Closed		Confirmation that Symmetry are likely to participate plus one other

		98		5-Dec-13		PRI to send a targeted e-mail to all MedAccred participants requesting participation from OEMs, Suppliers and CMs (outside of the minutes to raise awareness for increased participation).  Include brief description of recent activity with FDA, PoC audits, etc.		18-Dec-13		18-Dec-13		PRI				Closed

		99		5-Dec-13		Stryker to contact Mark Aubele and invite him to witness an audit at their site.  Stryker has a facility in Phoenix.		5-Dec-13		05-Dec-13		Stryker				Closed

		100		5-Dec-13		Simon Adam (DePuy) to work on a contact at Sterigenics to allow Mark Aubele to witness an audit		17-Jan-14		17-Jan-14		Simon Adam				Closed

		101		5-Dec-13		PRI to coordinate a small MedAccred booth at MD&M West (11-13Feb14)		20-Dec-13		20-Dec-13		PRI				Closed		Closed - no booths were avaialble in appropriate location at short notice.  PRI staff will be present at the conference promoting the program via word of mouth and walking around the event approaching key targets

		102		5-Dec-13		Ravi Nabar, Steve Niedelman and PRI to consider approaching Advamed in Q1 2014 (best to plan this meeting prior to Advamed’s meeting with FDA in Feb 2014)		10-Jan-14				Ravi Nabar, Steve Niedelman and PRI				Open

		103		5-Dec-13		PRI to incorporate proposed revisions to PD 1300 with Track Changes and circulate this document with the MMC.  Responses to be requested by January2014.		20-Dec-13		20-Dec-13		PRI				Closed

		104		5-Dec-13		PRI to create a 1-page flow chart/pictorial of all the areas of oversight within PRI		20-Dec-13		08-Jan-14		PRI				Closed		Completed for revision of FDA presentation  to Commissioners office.

		105		5-Dec-13		PRI to communicate to each TG to flag QMS-related issues to be addressed during the QMS audit rather than during the critical manufacturing process audit.  For example, medical record keeping, Part 11 compliance, broker process, etc.		20-Dec-13				PRI				Open

		106		5-Dec-13		Create a Task Group to: conduct a gap analysis between cGMP, 13485 and AC7004 (Nadcap); Write audit criteria to apply to those suppliers without an agreed upon QMS in place; Build a list of industry-agreed upon quality systems  (Jan/Feb 2014)		28-Feb-14				PRI and Industry Stakeholders				Open

		107		5-Dec-13		Ravi Nabar (Philips) volunteered to provide a 3-4 hour ISO 13485 awareness training to PRI Staff Engineers.  PRI to consider appropriateness and timing.  Aim for Jan/Feb14		31-Jan-14				PRI and Ravi Nabar				Open

		108		5-Dec-13		PRI to develop a visual that explains the data access relationships (MedAccred and NUCAP-like programs).  This will be very helpful for OEM Subscribers when describing this to their leadership.		20-Dec-13		20-Dec-13		PRI				Closed

		109		5-Dec-13		PRI to send out an e-mail to schedule a 1 or 2 day meeting between Software Validation experts from DePuy, Stryker, Philips, GE and Baxter and PRI’s Informatics department to discuss this topic in more depth.  Aim for early January 2014.   Proposed agenda: 1. PRI to share current eAuditNet practices; 2. Have 1 of the OEMs to describe the FDA’s expectations in regards CFR 820.70i and 820.30; 3. Find the gaps and PRI would manage the changes		12-Dec-13		12-Dec-13		PRI 				Closed

		110		5-Dec-13		PRI to send proposed meeting dates to MMC for comment, and receive feedback by end of December.  Publish meeting dates on MedAccred website by end of December, so that industry can plan for 2014 travel.		9-Dec-13		09-Dec-13		PRI				Closed

		111		5-Dec-13		Schedule 2 WebEx Supplier/OEM symposiums in 2014 (depending on timing.  OEMs will present their perspective, and PRI will provide their perspective.  SMEs should be invited.  OEMs will send targeted invitations to their suppliers.  Morning session will be general focused.  Afternoon session would be technically focused, where each supplier would split up into their respective commodity.		28-Feb-14				PRI				Open

		112		5-Dec-13		PRI to develop a canned presentation that can be used to educate suppliers		31-Jan-14				PRI				Open

		113		5-Dec-13		Propose to have the MMC and TGs meet face to face together at least 1x in 2014, possibly during the September 2014 MMC meeting.		31-Jul-14		31-Jul-14		PRI				Closed

		114		5-Dec-13		PRI to distribute list of suppliers to the MMC members.  MMC to include additional suppliers to the list, including site addresses (at least city and state) and contact person.  Send BCC.  This list will be used to identify the key suppliers to start the program.  This information will not be shared with anyone outside of PRI.		12-Dec-13		12-Dec-13		PRI				Closed

		115		5-Dec-13		Scrub MMC distribution list so that PRI only sending to 1 rep. from each company.  PRI to send list out to the MMC and ask them to make revisions if necessary		12-Dec-13		12-Dec-13		PRI				Closed

		116		5-Dec-13		PRI to ask TGs start to develop auditor requirements (Checklists are to be the priority). Determine if there any differences that need to be addressed. If aerospace Nadcap auditors are utilized, they will require training on Medical Device expectations.		20-Dec-13				PRI				Open

		117		8-Jan-14		PRI to research and approach FDA consulting organizations to see if any process experts are available and interested in auditing		31-Jan-14				PRI				Open

		118		8-Jan-14		PRI to provide a 1 page overview document which industry can distribute to potential auditor candidates		31-Jan-14		31-Jan-14		PRI				Closed

		119		8-Jan-14		PRI schedule quarterly introductory online training sessions for 2014 		17-Jan-14				PRI				Ongoing

		120		8-Jan-14		PRI plan to create a MedAccred handbook for new participants 		30-Jun-14				PRI				Open

		121		8-Jan-14		PRI to schedule quarterly MMC and Task Group meetings		17-Jan-14				PRI				Ongoing
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		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2005		Open		0		October		2005		Closed		0		October		2005		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		January		2006		Open		0		January		2006		Closed		0		January		2006		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		April		2006		Open		0		April		2006		Closed		0		April		2006		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2006		Open		0		July		2006		Closed		0		July		2006		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2006		Open		0		October		2006		Closed		0		October		2006		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		January		2007		Open		0		January		2007		Closed		0		January		2007		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		April		2007		Open		0		April		2007		Closed		0		April		2007		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2007		Open		0		July		2007		Closed		0		July		2007		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2007		Open		0		October		2007		Closed		0		October		2007		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		February		2008		Open		0		February		2008		Closed		0		February		2008		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2008		Open		0		July		2008		Closed		0		July		2008		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2008		Open		0		October		2008		Closed		0		October		2008		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		February		2009		Open		0		February		2009		Closed		0		February		2009		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2009		Open		0		July		2009		Closed		0		July		2009		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2009		Open		0		October		2009		Closed		0		October		2009		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		February		2010		Open		0		February		2010		Closed		0		February		2010		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2010		Open		0		July		2010		Closed		0		July		2010		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2010		Open		0		October		2010		Closed		0		October		2010		Tabled		0
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		January				2002				Open				Yes

		April				2003				Closed				No
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Sheet1


			


			7/10/08


						Denied Merit - Product Escapes			Met NOP-008 Criteria but Denied Merit under Justifiable TG Reason


			AQS			N/A			N/A


			Chemical Processing

Note: For column "B", these audits required customer notification of a violation of a customer/specification requirement. CP policy is to deny merit if customer notification is required. The reasoning is that the suppliers system is not sufficiently robust to justify merit.  The issues range from violation of specification imposed process control parameters to not performing testing as required by the specification. (The total=86 audits)			118911     121777     122895     123824
118958     121851     122983     123829
119020     121852     123023     123872
119062     121856     123159     123991
119295     121888     123287     124007
119449     122027     123297     124011
119847     122168     123421     124058
120026     122196     123474     124059
120027     122198     123475     124200
120075     122211     123514     124296 
120551     122295     123515     124625
120676     122404     123571     124656
120791     122438     123579     124679
120838     122517     123588     124939
120940     122581     123623     124941
120942     122602     123630     125573
121143     122644     123630     125615
121144     122648     123685     125664
121283     122757     123695     125772
121519     122780     123782     126229
121531     122800     123816     126414
121709     122802     123818			None in 2008


			Coatings			120229-Engineering Requirement Violation
120242-Engineering Requirement Violation
121257-Engineering Requirement Violation
122222-Engineering Requirement Violation
122651-Engineering Requirement Violation
122654-Engineering Requirement Violation
122995-Engineering Requirement Violation
123185-Engineering Requirement Violation
123208-Engineering Requirement Violation
123260-Engineering Requirement Violation
123393-Engineering Requirement Violation
123930-Engineering Requirement Violation
124078-Engineering Requirement Violation
124538-Engineering Requirement Violation
124665-Engineering Requirement Violation
124666-Engineering Requirement Violation
124914-Engineering Requirement Violation
125433-Engineering Requirement Violation
126552-Engineering Requirement Violation			None in 2008

Previously have used "Systemic Issue with operator compliance"


			Composites			123230 - Boeing notified PRI  that Supplier sent them a product escape notification due to NCR #4.  No Supplier Advisory was requested or issued.			123230 - This audit can fall under both columns.


			Elastomer Seals			N/A			N/A


			Electronics			N/A			N/A


			Fasteners			N/A			N/A


			Fluids			122970 - Level 2 advisory issued against previous audit 110559.			122971 - Audit exceeded failure criteria but was not failed.


			Heat Treat			121072 - Parts processed at a higher temperature
121882 - Parts processed at a higher temperature
123961 - Parts processed at a higher temperature

All the above received Advisories Level #2.			122936 - Number of major NCRs close to failure (5), but not enough to fail (6)
123424 - Number of major NCRs close to failure (4), but not enough to fail (6)
123961 - Number of major NCRs close to failure (5), but not enough to fail (6)
121289 - Too many majors
122192 - Too many majors
120936 - Too many majors
121174 - Too many majors
123290 - Too many majors
124545 - High number of NCRs close to failure
120953 - High number of NCRs close to failure (pyrometry problems)


			Materials			N/A			N/A


			NDT			125992 - Advisory issued.  Escape - Parts found to contain crack.			123357 - Satellite - number of NCRs
123356 - Satellite - number of NCRs
123355 - Satellite - number of NCRs
123354 - Main (55, 56 & 57) number of NCRs
126464 - Previous Audit Failed
126595 - Previous Audit Failed
124694 - number of NCRs
122999 - Non-reponsiveness
119576 - Failed Compliance
120093 - Failed Compliance
120161 - Non-responsiveness
119164 - Failed Compliance
120338 - Failed Compliance & Non-responsiveness
118775 - Failed Compliance


			NM			N/A			N/A


			NMM			N/A			N/A


			SE			121591 - Eng Req. Violation - Cust. notification			N/A


			Sealants			N/A			N/A


			Welding			N/A			N/A
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1.0
SCOPE:



The Supplier Merit Program awards reduced scope and/or extended frequency audits to suppliers complying with the requirements herein. 



Note:  This procedure does not apply to the Materials Testing Task Group or the Aerospace Quality System Task Group (AQS).



2.0
GENERAL REQUIREMENTS



2.1
At no time shall implementation of the Supplier Merit Program be allowed to impact the integrity of the Nadcap program.  



2.2
Suppliers are eligible for participation in the Supplier Merit Program after satisfying all requirements contained herein. The Supplier Merit Program allows suppliers to undergo reaccreditation audits of a reduced scope and/or extended frequency as determined by the Task Group.



2.2.1
Initial audits shall have an accreditation period of 12 months from the first quarter in which it is eligible for review. The first reaccreditation audit shall have an accreditation period of 12 months from the previous expiration.  Subsequent reaccreditation audit accreditations shall be either 12, 18, or 24 months based on supplier ability to meet eligibility criteria.



2.3
Determination of eligibility shall be made at each audit review. This review shall be   documented in eAuditNet.



2.4
Each Nadcap Task Group shall reach consensus on supplier’s eligibility for participation in the Supplier Merit Program.  If consensus cannot be achieved, the supplier shall be denied eligibility at that review.



2.4.1   A delegated Staff Engineer may grant merit consistent with NOP-003 .



3.0
PROCEDURE:



3.1
To be eligible for an 18 month accreditation, the supplier must meet the following criteria:  



· Successfully completed Initial and 2 Reaccreditation audits (Merit may be granted for accreditation of 2nd reaccreditation audit)


· No Non-Sustaining Corrective actions identified on current or previous audit


· No VCA Audits as a result of current or previous audit


· No Product Escapes or Level 2 or 3 Supplier Advisories during
current or previous audit


· No more than 14 Days of Cumulative Supplier Delinquency


-    Any other justifiable reason agreed to by Task Group 


3.2
To be eligible for a 24 month accreditation, the supplier must meet the following criteria: 



· Previous two accreditations must have been for a minimum of 18 months each


· No Non-Sustaining Corrective actions identified on current or previous audit


· No VCA Audits as a result of current or previous audit


· No Product Escapes or Level 2 or 3 Supplier Advisories during
current or previous audit


· No major findings


· No more than 7 Days of Cumulative Supplier Delinquency


· Any other justifiable reason agreed to by Task Group 


			 


			18-Month Criteria


			24-Month Criteria





			Number of audits


			2nd Reaccred Audit


			2 Consecutive 18-month accreditations





			No Non-Sustaining CA


			Current and 1 previous audit


			Current and 1 previous audit





			No VCA Audits


			Current and 1 previous audit


			Current and 1 previous audit





			No Product Escapes or Level 2/3 Supplier Advisories


			Current and 1 previous audit


			Current and 1 previous audit





			Cumulative Supplier Delinquency


			No more than 14 Days


			No more than 7 Days





			Number of Findings


			


			No Major NCRs





			Other


			Any justifiable reason identified by Task Group


			Any justifiable reason identified by Task Group








Table 1



Summary of Merit Criteria



3.3
Each supplier reviewed by the Task Group shall be evaluated for consideration for the Supplier Merit Program. This review shall be documented in eAuditNet.  Disapprovals for Supplier Merit Program require a summary documenting rationale for disapproval and subsequent communication to supplier.



3.4
The Nadcap Management Council shall overview the Supplier Merit Program and shall audit the determination of eligibility.  



Document Revision History



			21-Oct-05


			Addition of Document Revision History.





			17-Aug-07


			Removal of GIDEP’s from paragraph 3.1 b.





			1-Oct-07


			Replaced follow up with Verification of Corrective Action Audit (3.1.b)





			3-Apr-08


			Revised to new merit criteria for 18 and 24 months for all Task Groups



Added that procedure does not apply to MTL TG



Added that merit may be granted by Delegated Staff Engineer





			6-Jun-08


			Editorial only - added clarification for effective date of this procedure in the header.





			10-Jul-08


			Editorial only - added Table 1, Summary of Merit Criteria, Added Appendix A and Figure 1, Merit Timeline











APPENDIX A



MERIT TIMELINE






Figure 1



Merit Timeline



 





Issued By:  PRI/Nadcap Program Director: Arshad Hafeez [signature on file]
    Date: 10-Jul-08


Approved By: Nadcap Management Council Chair: Mark Rechtsteiner [signature on file]  Date: 10-Jul-08


Distribution:  Nadcap Management Council Chair



Nadcap Management Council                                                                     



PRI/Nadcap Staff
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Subscriber and Supplier Agreements

Rebekah Gondek, PRI Staff
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© Performance Review Institute

Mandating MedAccred to Supply Chain

Future Subscribers to the MedAccred program need to begin considering the following:

How will MedAccred be used internally to oversee Supply Chain?

Which Critical Manufacturing Processes will be addressed first, second, etc.?

What Suppliers will be addressed first, second, etc.?

When will Suppliers be expected to be compliant to the MedAccred criteria?

How will the answers to the previous four questions drive the method in which a mandate is communicated/flowed out to the Supply Chain?
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© Performance Review Institute

Mandating MedAccred to Supply Chain

Each MedAccred Subscriber is responsible for evaluating the utilization of MedAccred within their Supply Chain Management structure.

“What” and “Who” is mandated is decided by each individual Subscriber.

How the Supply Chain is mandated is also decided by each individual Subscriber.

Some examples of methods that can be used to communicate a mandate to receive MedAccred accreditation:

3
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The Boeing Company

Approved Processor List/Process Code/Spec Number

D1-4426: Approved Process Sources

Composite processes and their respective Nadcap accreditation requirements, transition details, and answers to frequently asked question may be addressed by accessing D1-4426

The D1-4426 list is open to public access

http://www.boeingsuppliers.com/d14426/index.html
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5





Link to Mandate Letters that were sent to Supply Chain 
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Rolls Royce
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Mandate via Supplement Purchase Order Condition

SPOC 300 (Supplemental Purchase Order Conditions) appears on the purchase order.  

Timeline Requirements:

Audit must be scheduled by end of 31 Dec 2014

Audit must be performed by 30 April 2015

Accreditation must be received by 31 Dec 2015
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Subscriber Application and Agreement
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Supplier Agreement
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Approved Process Sources D1-4426

Document D1-4426 - Nadcap Accreditation

Boeing Approved Process
‘Sources D1-4426 Home

Nadcap Accreditation
Notes & Exceptions

D1-4426 Approval Report updated October 29, 2013
Revision HZ - effective October 1, 2013

Revision Summary
A Condition for Boeing Approval
User Instructions /
S roe For details of Boeing's decision to require Nadcap accreditation as a pre-requisite for Boeing approval as a special
processor, see the following information links:
Approved Sources
Fow Chart « The following letters were sent to all companies listed in Document D1-4426, "Approved Process Sources.” These letters have been issued in
e the following phases:
Phase 1 - on April 5, 2002
Geoaraphic APL United States & Canada:

Process Code Listing
‘Speification Index Listing

Heat Treat, Non-Destructive Testing and Chemical Processing
Phase 2 - on January 30, 2004
United States & Canada:

Welding, Brazing, Shot peening, and Material Testing
Europe & Asia:

Heat Treat, Non-Destructive Testing, Chemical Processing, Welding, Brazing, Shot Peening and Material Testing
Phase 3 - on October 8, 2004
Worldwide - United States & Canada, Europe & Asia

‘Composite Manufacturing and Inspection
Phase 4 - on August 28, 2013
Worldwide - United States & Canada, Europe & Asia

Composites - Nonmetallic Materials Manufacturing and Certification Testing

« Implementation Plan - A summary of the scope and timing for implementation as described in the above letter.
« Boeing Surveillance Strategy — A summary of the Boeing strategy concerning its management of D1-4426 Special processors utiizing

Nadcap accreditation

« Erequently Asked Questions
« D1-4426 Process Codes Requiring Nadcap Accreditation — Refer to the ‘Nadcap Commodity’ column i the D1-4426 Specification Index or

Process Code Index.

This list defines the correlation between Boeing process codes and Nadcap checklists. For example, a company that has process code 411
(Penetrant per ASTM-E-1417) with the 'NDT' annotated in the Nadcap column will need to ensure that they have accreditation to Nadcap
nondestructive testing specification AS7114/1

Nadcap AC list

« Nadcap web site — (http:/www pri-network org/PRI/)
« Nadcap QUIL web site. - (eAuditNet com) Nadcap's QML lists all sources currently Nadcap accredited and to which special processes they are

accredited. Itis publicly available and requires no fee, but does require registration
Have a specific question? Send it to: Nadcap@boeing com







August 28, 2013

Subject: Boeing Intent to Require Nadcap Accreditation of D1-4426 Approvals for
Nonmetallic Raw Material Manufacturing and Inspection.

Dear Boeing Raw Material Supplier:

Through our involvement in Nadcap and working closely with the leaders in the
International Aerospace Quality Group (IAQG) we are convinced a shared, industry
managed and controlled approach to supplier accreditation offers benefits to Boeing
and the aerospace industry. Boeing is now ready to require Nadcap accreditation for
nonmetallic raw material manufacturing and inspection as a condition for Boeing
approval and listing in D1-4426, “Approved Process Sources”.

The date your Nadcap accreditation will be required depends on when your Boeing
process audit is scheduled. Please contact your Boeing process representative for
information specific to your company’s needs. Beginning April 1, 2014, companies are
expected to be Nadcap accredited at the time of their next scheduled Boeing process
audit and no later than September 30, 2014 for the following raw materials and
inspection processes:

Resins

Adhesive Films and Surfacing Films

Prepreg (reinforcement impregnated with resin)
Nonmetallic Materials Testing

D1-4426 Process Codes: 1000 Series with a Nadcap Commodity = COMP
Examples of specifications with a Nadcap mandate: BMS5-137 (Code 1000E), BMS5-
154 (Code 1001C), BMS8-79 (Code 1024A), BMS8-256 (Code 1021D)

Nadcap accreditations for nonmetallic raw material manufacturing and inspection may
be accepted as early as July 1, 2013, provided Boeing was identified to Nadcap as one
of your company’s customers at the time of the Nadcap audit.

We encourage you to begin the accreditation process as soon as possible. It is the
intent of The Boeing Company to maintain D1-4426 approval with only those companies
that have obtained Nadcap accreditation. Experience has shown it will take 4 to 6
months to achieve initial accreditation.

Participating companies will be responsible for obtaining and maintaining their Nadcap
accreditation. Please let us know when you will be prepared to obtain Nadcap
accreditation by completing and returning the attached form by

October 31, 2013. Your response will help in forecasting the resources needed to
ensure a smooth transition.

Nonmetallic raw materials and their respective Nadcap accreditation requirements,
transition details, and answers to frequently asked questions may be addressed by
accessing the following Boeing website:

www.boeing.com/companyoffices/doingbiz/d14426





https://wsso-support.web.boeing.com:2016/redirect.html?URL=http://www.boeing.com/companyoffices/doingbiz/d14426





August 28, 2013

To learn more about Nadcap visit their Web site at: http://www.pri-network.org

For questions or additional information, please contact Lance Loeks at:

Lance.L.Loeks@Boeing.com

Respectfully,

[signature on file]

John E.Lunardi

Director, Supplier Quality
Boeing Commercial Airplanes

[signature on file]

William T. Shaffer

Director, Supplier Management
Boeing Commercial Airplanes

[signature on file]

Lawrence A. Weng

Divison Director, Regional Operations
Supplier Quality

Boeing Defense, Space & Security

[signature on file]

Thomas A. Peterson

Director, Supplier Management
Boeing Defense, Space & Security




http://www.pri-network.org/
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August 28, 2013
Attachment to Boeing Letter dated August 28, 2013

Intention to become Nadcap Accredited for Nonmetallic Raw Materials

<Company Name>
<Supplier code>

Note: Information provided on this form is for tracking purposes. If you have specific questions, please
contact your Boeing Process Representative or send the questions to Nadcap@boeing.com.

[] 1) Our company is currently Nadcap accredited for the following raw materials and inspection
processes and will maintain this accreditation (check all that applies):
] a) Resins (AC7124/1)
] b) Adhesive Films and Surfacing Films (AC7124/3)
] c) Prepreg (AC7124/2)
] d) Nonmetallic Materials Testing (AC7122-R)

[] 2) Our company is not currently Nadcap accredited but will obtain accreditation for the following raw
materials and inspection processes by the date indicated (check all that apply):
a) Resins (AC7124/1) Date audit is/will be scheduled:
b) Adhesive Films and Surfacing Films (AC7124/3)
Date audit is/will be scheduled:
c) Prepreg (AC7124/2) Date audit is/will be scheduled:
d) Nonmetallic Materials Testing (AC7122-R)
Date audit is/will be scheduled:

(I

[] 3) The requirement for Nadcap accreditation of nonmetallic raw material manufacturing and
inspection does not apply to our company because of the following:
] a) The D1-4426 materials that our company is approved to, do not require Nadcap
accreditation.
] b) Our company no long manufactures or inspects nonmetallic raw materials to the
specifications in D1-4426 that require Nadcap accreditation.

[] 4) Our company does not intend to obtain accreditation for the composite processes covered by this
mandate now or in the future.
Checking this box acknowledges that by not obtaining accreditation your company will no
longer be in the Boeing list of approved process sources (D1-4426) for those processes
which require Nadcap accreditation.

Signed by, Date:
Print name: Print title:

Send completed forms by any one of the following methods:

Electronically (scanned form in .pdf format only) Fax
Nadcap@boeing.com 425-865-4089
Mail

The Boeing Company

Attention — Lance Loeks

P.O. Box 3707; Mail Code 5E-67
Seattle Washington, 98124




mailto:Nadcap@boeing.com
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Revision HZ - effec
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About the Nadcap approval status

Nadcap brings together technical experts from prime
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Notice to Suppliers Rolls-Royce

Gas Turbine Services (Repair and Overhaul) Supply Chain Nadcap requirements

Originator: Paul Childs NTS Number: 319
Job Title: GRS Global Quality Manager Issue 1
Business Unit: Gas Turbine Services Date: December 2011

For the attention of the Managing Director and Quality Manager.
Dear Sir or Madam,

Scope / Applicability:

Clarification of Nadcap requirements for Gas Turbine Services (Repair and Overhaul) suppliers as detailed in
SABRe Supplier Approvals. The requirement is applicable to all suppliers performing special processes covered
by Nadcap, overhauling and repairing aerospace product on behalf of Rolls-Royce.

Introduction:

SABRe Supplier Approvals currently mandates the requirement of Nadcap for suppliers performing special
processes on Rolls-Royce Aerospace product. Although this requirement has been focused on the original
equipment manufacturing supply chain, the intent was that the Gas Turbine Services (Repair and Overhaul)
suppliers should also follow this approach. With the increasing pressure from our customers to improve special
process compliance in our Gas Turbine Services (Repair and Overhaul) supply chain, Rolls-Royce has taken
the decision to formally mandate the requirement of Nadcap for Gas Turbine Services (Repair and Overhaul)
suppliers.

SABRe Supplier Approval requirements are to be updated during 2012, adding a Nadcap requirement for Gas
Turbine Services (Repair and Overhaul) suppliers. This requirement is applicable to all suppliers who perform
repair and overhaul services in line with R-R purchase orders.

Action Required:
Gas Turbine Services (Repair and Overhaul) suppliers are expected to achieve Nadcap accreditation for special
processes performed on Rolls-Royce aerospace product where the following Nadcap commodities apply:

Non Destructive Testing Coatings Composites Chemical Processing
Heat Treatment Welding Non Conventional Machining Surface Enhancement

Accreditation will be conducted against the requirements of the baseline checklist for each special process
commodity specified above. A phased approach to Nadcap accreditation (at all levels of the Gas Turbine
Services [Repair and Overhaul] supply chain, including special process sub tiers) will be achieved starting with
the Gas Turbine Services (Repair and Overhaul) Supply Chain gaining accreditation in one, as a minimum, of
the three processes detailed below by the end of 2012, with accreditation to all three process commodities being
achieved by the end of 2013: -

1. NDT (MPI; FPI; XRAY)
2. Heat Treatment
3. Chemical Processing (including Paint)

Additional guidance on the phasing of other special process commodities will be provided in 2013. Please
contact the GRS Supply Chain Special Process Team to review timescale commitments to meeting this
requirement by 31* March 2012 via CR000775@Rolls-Royce.com.

Contact details for Nadcap can be found at the following IP address:
http://www.pri-network.org/Nadcap/

Authorised by:
NTS Category Type: Special Process
Steve Hunt
Head of Laboratories, GTS




mailto:CR000775@Rolls-Royce.com


http://www.pri-network.org/Nadcap/







image8.wmf

Subscriber 


Application and Agreement




MedAccred SUBSCRIBER APPLICATION AND AGREEMENT

MedAccred is an industry-managed critical manufacturing process supply chain quality oversight program for the
Medical Device industry administered by the Performance Review Institute Inc. (PRI).

To become a subscriber of the MedAccred program, please complete the following MedAccred Subscriber Application
(Section 1) and carefully read the terms and conditions outlined in the MedAccred Subscriber Agreement (Section 2).

e Please submit the completed and signed Application and Agreement to PRI

e PRI will furnish applicant a copy of the MedAccred Program Document (PD1300), a countersigned copy of this
agreement, and an invoice for the applicable fees (see Article Il of the MedAccred Subscriber Agreement).

SECTION 1: MedAccred SUBSCRIBER APPLICATION

Company Information:

COMPANY: DIVISION: (see Appendix A on page ##)
ADDRESS:
CITY: STATE/ ZIP/

) COUNTRY: POSTAL CODE:
REPRESENTATIVE NAME: TITLE:
E-MAIL: PHONE: FAX:

Subscription Program(s):

Please indicate the critical manufacturing processes Task Groups to which you wish to subscribe. You may subscribe
to more than one critical manufacturing process Task Group:

Electronic Circuits - PCBAs Sterilization
Electronic Circuits — Cable and Harnesses Welding
Heat Treating

Per PD1300, each MedAccred Subscriber is entitled to have a voting member on the MedAccred Management
Council (MMC).

Do you elect to have an MMC voting member? [ ] Yes [l No

Fees (see Article 1l or the MedAccred Subscriber Agreement):

1° Subscribing Year 2" Subscribing Year Onwards
New Subscribers St-t?sﬁ(r:itti)\;?s stutgﬁr?ltalgri Szlblsércig\é?s
Annual Subscription Fee $60,000 $55,000 $50,000
Program Development Fee $90,000
Total Annual Subscriber Fees $90,000 $60,000 $55,000 $50,000

Fees are due and payable as per the terms and conditions defined in Article Il of MedAccred Subscriber Agreement.

By signing below, applicant affirms that he/she is vested with such authority to act in this capacity on behalf of
Subscriber organization. Applicant further acknowledges having read the MedAccred terms and conditions and
agrees, on behalf of subscribing organization, to abide by the same as a condition of program participation for the
term of their subscription.
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SIGNATURE - SUBSCRIBER REPRESENTATIVE:

DATE:
PRINTED NAME: TITLE:
SIGNATURE - SUBSCRIBER REPRESENTATIVE: DATE:
PRINTED NAME: TITLE:
BILLING PURCHASE ORDER NUMBER:
SIGNATURE - PRI: DATE:

© 2013 Performance Review Institute
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SECTION 2: MedAccred Subscriber AGREEMENT

THIS AGREEMENT is made by and between the Performance Review Institute, Inc. a Pennsylvania not-for-profit corporation having a
principal place of business at 161 Thornhill Road, Warrendale, Pennsylvania, 15086-7527 ("PRI"), and ,a corporation having a
principal place of business at ("Subscriber").

WITNESSETH:

WHEREAS, PRI is the administrator of various Supplier Accreditation Programs designed to serve industries where safety and quality are
shared goals.

WHEREAS, PRI has developed MedAccred (“Program”) to support the medical devices industry

WHEREAS, Subscriber has submitted to PRI an application for access to accreditation information pursuant to the Program, together with the
applicable fee and information;

WHEREAS, PRI is agreeable to supplying information obtained pursuant to the Program, the regulations and standards promulgated in
accordance with Program Document 1300 (“PD 1300”) and the terms and conditions of this Agreement;

WHEREAS, Subscriber acquires products manufactured or services performed pursuant to the Program; and supports the goals and purposes
of the Program and encourages the integrity of the Program and its regulations through ethical standards of conduct;

WHEREAS, Subscriber understands and supports the process of accreditation ("Audit”) pursuant to the Program and the limitations inherent
therein, the regulations promulgated in accordance with the Program and the terms and conditions of this Agreement:

NOW, THEREFORE, in consideration of the mutual promises set forth hereinafter and intending to be legally bound hereby, the parties agree
as follows:

ARTICLE | - SUPPLIER PARTICIPATION

1.01. Definitions. For the purposes of this agreement: A "Supplier" is an entity, providing goods or services, which is subject to a Supplier
Agreement pursuant to the Program. A "Supplier Agreement" is an agreement between a Supplier and PRI regarding audits, accreditation, and
Program regulations as defined in PD1300. A “Subscriber” is an entity that subscribes to the Program information and accreditation services which
is subject to a Subscriber Agreement. A "Subscriber Agreement” is an agreement between a Subscriber and PRI regarding audits, accreditation,
and Program regulations as defined in PD1300.

1.02. Accredited Suppliers. Subscriber shall be entitled to a list of all Suppliers accredited by PRI under the Program named on the front of
this agreement pursuant to a Supplier Agreement. The terms of the Supplier Agreement as well as PD1300 are incorporated herein, and the
Subscriber shall be entitled to access of the same upon request.

1.03. Process of Accreditation. Subscriber understands that accreditation by Program is upon application submitted to PRI by a Supplier.
Supplier is required pursuant to a Supplier Agreement to undergo such Audits and to comply with all rules and regulations of the Program. The
Audit process is defined in PD1300. The results of the Audit are the sole and exclusive property of PRI and PRI has the sole right to publish, sell or
otherwise distribute audit documentation.

1.04. Accreditation Term. In the event that a Supplier is accredited pursuant to the Program, the term of the Accreditation is as detailed in the
Program Accreditation Terms section of PD1300.

1.05. Other Audits. It is understood that during the term of the Accreditation, PRI may conduct other Audits to assure a Supplier is maintaining
its operation in accordance with the Program, but there is no obligation, expressed or implied, that PRI is required to do so even if notified by a
Subscriber that such Subscriber believes that a Supplier is not in conformance with the Program.

ARTICLE Il - PROGRAM DEVELOPMENT AND ANNUAL SUBSCRIPTION FEES

2.01. Term. The term of this Agreement is one (1) year from the date of this signed Agreement and may be renewed each year by submitting
the Annual Subscription Fee as set forth in Section 2.03 and completing the MedAccred Subscriber Application and Agreement.

2.02. Program Development Fee. During the Term of this Subscriber Agreement, Subscriber shall pay Program Development Fee, only for
the first subscribing year. The program development fee shall be payable thirty (30) days from the date of this Agreement.

2.03. Annual Subscription Fee. During the Term of this Subscriber Agreement, Subscriber shall pay an Annual Subscription Fee for the
second subscribing year and each subsequent subscribing year. The Annual Subscription Fee will vary dependent on total number of active
Program subscribers as of the first calendar day of the year of this signed Agreement. The Annual Subscriber Fee shall be payable sixty (60) days
prior to the end of the term of the existing Agreement. The Annual Subscription Fee shall be invoiced to a Subscriber ninety (90) days prior to the
end of the existing Agreement.

2.04. Taxes. Any applicable taxes are the responsibility of the Subscriber.

ARTICLE Ill - TERMINATION

3.01. PRI Termination. PRI shall have the right to terminate this Agreement upon twenty (20) days written notice of any breach of the terms of
this Agreement or any of the rules and regulations promulgated pursuant to the Program in effect as of the date of this Agreement which are not
cured or corrected during such twenty (20) day period.

3.02. Subscriber Termination. Subscriber may terminate this Agreement upon giving PRI thirty (30) days prior written notice of the
termination. Termination pursuant to this Section or Section 3.01, shall not entitle a Subscriber to any refund of Subscriber Fees.

ARTICLE IV - PROPRIETARY INFORMATION AND CONFLICT OF INTEREST

4.01. Proprietary Information. In the course of the PRI Audit it may be necessary for Supplier to provide information which could include, in
whole or in part, information concerning confidential or proprietary information belonging to Subscribers, PRI or Supplier or relating to Supplier's
business affairs including the confidential information of contractors with whom Supplier is working or who are soliciting business; all such
proprietary or confidential information which is marked with an appropriate legend or notice and disclosed by any party to this Agreement of a
Supplier agreement shall be referred to as "Proprietary Information.” The party receiving such Proprietary Information ("Receiving Party") agrees
that it will not use such Proprietary Information within its company except in connection with its transactions with the party disclosing such
Proprietary Information ("Disclosing Party"), and that it will not disclose such information to third parties; provided, the Receiving Party shall have no
liability for its use or disclosure of Proprietary Information which is:

(1) inthe public domain at the time of disclosure, or subsequently made available to the public by other than Receiving Party;

(2) known to the Receiving Party at the time of disclosure or independently developed by Receiving Party, and there is adequate evidence to

so demonstrate;

(3) disclosed to third parties inadvertently despite the exercise of the same degree of care that Receiving Party takes to preserve or

safeguard its own proprietary information of like nature;

(4) used or disclosed with the prior written approval of the Disclosing Party;

(5) disclosed to representatives of government pursuant to law or regulation; or

(6) used or disclosed more than three (3) years after receipt by the Receiving Party.

4.02. Conflict of Interest. Subscriber and PRI further recognize and acknowledge that it is essential for the proper and successful functioning
of the Program and Audits that Subscriber and PRI avoid all conflicts of interest and appearances of conflicts with respect to PRI Audits, PRI
Auditors, and Suppliers. In such regard, Subscriber shall restrain (a) from any attempt to solicit or influence any PRI employee engaged in the
Program or any PRI Auditor regarding the outcome of an Audit or information concerning accreditation data and (b) from any business association
with PRI Auditor during the Auditor's term of engagement with PRI.
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ARTICLE V - SUBSCRIBER'S COVENANTS AND AGREEMENTS

5.01. Waiver of Liability. Subscriber hereby waives any and all rights it may have against PRI or PRI Auditors under any claim, whether in
contract or tort, for damages caused by a product made or a service provided by any supplier participating in program. Subscriber further waives
any right it may have against PRI for any negligence or failure to exercise due care by any PRI Auditor, unless PRI was aware of such negligence
or failure and failed to act after such notice. Finally, Subscriber agrees to defend, indemnify, and hold harmless PRI, PRI’s officers, directors,
employees, and agents from and against any claims liabilities, or expenses arising out of services performed under this agreement.

5.02. Undertakings. Subscriber agrees to support the Program accreditation process as detailed in PD1300. This includes, but is not limited
to audit reviews, audit observations, etc. Additionally, Subscriber will contribute to the development of various program resources, including, but not
limited to program documents, audit checklist criteria, etc. Subscriber agrees that during the term of this Agreement, Subscriber shall not make any
representations which state that participation in program constitutes PRI's approval of Supplier's product or service and shall not use PRI's name or
trade or service marks in any promotional material without written approval.

5.03. Use of Information. Subscriber agrees that any Supplier information obtained from PRI pursuant to this agreement will be for its own
internal use and that any such information will in no way be sold or otherwise distributed. This section is in addition to, and does not limit, the
provisions of Section 4.01.

5.04. Intellectual Property. Subscriber acknowledges that by virtue of their participation in the Program, Subscriber will contribute to the
development of various program resources, including, but not limited to program documents, audit checklists, training materials, etc. Subscriber
further agrees that the ownership and usage rights to all such resources or any adaptation thereof resulting from this Agreement, shall be retained
in full by PRI. All electronic systems and software utilized by PRI for purposes of administering the Program shall be the sole and exclusive property
of PRI.

5.05. Code of Conduct. Subscriber agrees to comply with the PRI Code of Conduct, including but not limited to, those policies related to conflicts of
interest, export control, and antitrust.

ARTICLE VI - PRI'S REPRESENTATIONS AND WARRANTIES

6.01. Best Efforts. PRI represents that it will use its best efforts to conduct all Audits in accordance with the Program and to carry out the audit
process in a consistent, fair manner.

ARTICLE VII - MISCELLANEOUS

7.01. Authorization to Modify Restrictions. It is the intention of the parties that the provisions of this Agreement shall be enforceable to the
fullest extent permissible under applicable law, but that the unenforceability (or modification to conform to such law) of any provision or provisions
hereof shall not render unenforceable, or impair, the reminder thereof. If any provision or provisions hereof shall be deemed invalid or
unenforceable, either in whole or in part, this Agreement shall be deemed amended to delete or modify, as necessary, the offending provision or
provisions and to alter the bounds thereof in order to render it valid and enforceable.

7.02. Parties Not Agent of Other. In the execution of this Agreement, neither party shall be deemed to be an agent of the other and shall have
no power to bind such other.

7.03. Contract Entire Agreement. This Agreement constitutes the entire agreement between the parties and shall supersede all prior
understandings and agreements, whether written or oral. The Agreement shall not be varied in its terms by any oral agreement or representation or
otherwise than by an instrument executed in writing by both parties by their duly authorized representatives.

7.04. Non-Assignment. Subscriber shall not assign this Agreement or the obligation and responsibilities thereunder.

7.05. Governing Law. This Agreement shall be governed by and construed in accordance with the laws of the Commonwealth of
Pennsylvania.

7.06. Counterpart, Section Headings. This Agreement may be executed in any number of counterparts, each of which shall be deemed to be
an original, but all of which together shall constitute one and the same instrument. The section headings of this Agreement are for convenience of
reference only and shall not affect the construction or interpretation of any of the provisions hereof.

7.07. Non-Solicitation. During the term of this agreement, and for a period of one (1) year following the expiration or termination thereof,
neither party will directly or indirectly (a) solicit for hire or engagement any of the other party’s personnel who were involved in the provision or
receipt of Services under this Agreement or (b) hire or engage any person or entity who is or was employed or engaged by the other party and who
was involved in the provision or receipt of Services under this agreement until one hundred eighty (180) days following the termination of the
person’s or entity’s employment or engagement with the other party.
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Appendix A
(Please list below all business units / divisions which should be included in the MedAccred Subscription)

Site / Business Unit / Division Location eAuditNet ID (Staff Use)
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SUPPLIER AGREEMENT - INDUSTRY MANAGED ACCREDITATION PROGRAMS

Company Name:

(for completion by PRI)

Audit Commodity:

(for completion by PRI)

PRI will formally notify the supplier of all associated fees through scheduling correspondence and/or invoice

CANCELLATION/POSTPONEMENT CLAUSE

= Applicants have a twenty-one (21) day grace period from the date of the original eAuditNet
scheduling email to request that an audit be canceled or rescheduled without financial charge.

= Applicants scheduling an audit within forty-five (45) days or less of the audit start date forfeit the
above-referenced grace period.

= Applicants who reschedule or cancel an audit twenty-one (21) days after the original eAuditNet
scheduling email will be assessed a charge of $3000 / £2000 / EU3000.

The applicant certifies, to the best of his/her knowledge and belief that the Applicant and/or any of its;
Principals (1) are not presently debarred (or proposed), suspended, or declared ineligible for the award of
contract by any Federal Agency, (2) Have not within a three year period preceding this application, been
convicted of or had a civil judgment rendered against them for commission of fraud or a criminal offense in
connection with obtaining, attempting to obtain, or performing a public contract or subcontract violation of
Federal or state antitrust statutes relating to the submission of offers; or commission of embezzlement, theft,
forgery, bribery, falsification or destruction of records, making false statements, or receiving stolen property;
and (3) are not presently indicted for or otherwise criminally or civilly charged by a governmental entity with
commission of any of the offenses above.

APPLICANT AGREES TO THE TERMS AND CONDITIONS REFERENCED HEREIN. THIS AGREEMENT IS NOT
EFFECTIVE UNTIL AN AUDIT DATE HAS BEEN SCHEDULED AND ACCEPTED BY PRI. THIS SUPPLIER
AGREEMENT SHALL REMAIN IN EFFECT FOR DURATION OF APPLICANT’S PARTICIPATION IN THE
RELEVANT INDUSTRY MANAGED PROGRAM UNLESS REVOKED BY PRI, SUPPLIER IN WRITING
TERMINATES PARTICIPATION IN THE SAME PROGRAM, OR SUPERSEDED BY SUPPLIER ACCEPTANCE
OF TERMS AND CONDITIONS OTHERWISE ASSOCIATED WITH SUBSEQUENT VERSION OF SUPPLIER
AGREEMENT. THE SUPPLIER AGREEMENT SHALL SUPERSEDE ALL OTHER AGREEMENTS BETWEEN PRI
AND SUPPLIER, BOTH ORAL AND WRITTEN,

THIS AGREEMENT is made by and between the Performance Review Institute, Inc., (PRI) a Pennsylvania not-for-
profit corporation having a principal place of business at 161 Thorn Hill Road, Warrendale, Pennsylvania, USA
15086-7527, and the company making application for accreditation (“"Supplier").

WITNESSETH:

WHEREAS, PRI is the administrator of the Accreditation Program ("Program");

WHEREAS, Supplier has submitted to PRI an application for accreditation pursuant to the Program together with the
applicable fee and information;

WHEREAS, PRI is agreeable to initiating the process of accreditation ("Audit") pursuant to the Program, the
regulations and standards promulgated in accordance with the Program and the terms and conditions of this
Agreement; and

WHEREAS, Supplier desires to continue the accreditation services and understands and agrees that the Audit shall
be conducted pursuant to the regulations and standards of the Program, such that application for accreditation shall
constitute implied acceptance of all relevant operating procedures and program documents, the terms of which are
hereby incorporated by reference, and shall be upon the terms and subject to the conditions of this Agreement.

NOW, THEREFORE, in consideration of the mutual promises set forth hereinafter and intending to be legally bound
hereby, the parties agree as follows:

© 2013 Performance Review Institute Page 1 of 5 DRAFT 29-OCT-13







ARTICLE | -= ACCREDITATION

1.01

1.02.

1.08.

1.04

. Process of Accreditation. In accordance with this application submitted to PRI by Supplier, Supplier hereby
confirms its desire to undergo the electronic Audit, through eAuditNet, and to participate in the accreditation
process defined in the current revisions of PD 1300 ("Program Operation") and other applicable formal program
documents and PRI hereby agrees to undertake the accreditation of Supplier. Supplier understands and agrees
that all reports and accreditation arising out of the accreditation process shall be the sole and exclusive property
of PRI, and that PRI shall have the right to publish, disseminate or otherwise distribute such reports and
accreditation information and results, provided that nothing herein shall affect Supplier's proprietary rights as set
forth in this Agreement. Supplier understands that possible outcomes of an audit are: failure, supplier advisory
issuance, and/or follow-up audit required (as defined by operating procedures and the Task Group(s))

Term. In the event that Supplier is accredited pursuant to the Program, the term of the Accreditation shall be as
described in Operating Procedures, unless such Accreditation is earlier revoked or suspended in accordance
with the terms of this Agreement. Accreditation terms longer than one-year may require additional annual
testing as defined in the Operating Procedures. During the term of the Accreditation, PRI may conduct other
Audits to assure the Supplier is maintaining its operation in accordance with the Program. In the event that
Supplier does not receive Accreditation and concludes any appeals unfavorably, this Agreement shall be
deemed terminated. During the existence of the Program, the term of the Accreditation shall be extended from
year to year upon Supplier's timely payment of the Audit Fee set forth in Section 1.03 of this Agreement,
passing the Audit, and being in compliance with the regulations and standards of the Program in existence at
the time of the annual Audit. Supplier agrees as a condition of accreditation that subsequent reaccreditation
audits may be scheduled by PRI and that Supplier is subject to cancellation or rescheduling fees for these
audits as specified in the Cancellation/Postponement Clause.

(a) Audit Fee. During the term of Supplier's Accreditation hereunder, Supplier shall pay all Audit Fees as
referenced within eAuditNet. The Audit Fee shall be payable forty-five (45) days prior to the Audit. The Audit
Fee shall be invoiced to Supplier seventy-five (75) days prior to the Audit, and may be increased after the first
year to reflect any cost increases experienced by PRI in the administration of the Program. PRI shall have the
right to adjust the number of audit days and audit fees for currently scheduled audits based on published price
changes (or) when changes to scopes, checklist revisions, addition of satellites, failure of supplier to respond to
audit-related requests in a timely manner, or other program modifications warrant changes to audits.

(b) Reaudit Fee. In the event that a Supplier does not pass an initial Audit or Supplier's Accreditation is
terminated, revoked or withdrawn and Supplier requests PRI to conduct an Audit for compliance and
accreditation or reaccreditation, a reaudit fee shall be imposed.

. Taxes. Any applicable taxes are the responsibility of the Supplier.

ARTICLE Il - TERMINATION

Reguirements set forth under this article are intended to apply in any instance not otherwise addressed

with

in a program document. In the event of a conflict between the Supplier Agreement and any program

document, the applicable program document shall prevail.

2.01

2.02.

. Suspension or Revocation. If during the term of Supplier's Accreditation hereunder Supplier is found by PRI to
be in violation of this Agreement or any of the conditions of the Program, then PRI shall have the right to
suspend or revoke the Accreditation. In the event that PRI determines that Supplier is in violation of this
Agreement or any conditions of the Program, PRI shall notify Supplier thereof in writing and Supplier shall have
five (5) working days to respond to PRI. Such response of Supplier shall set forth facts showing that PRI's
determination was incorrect, or that PRI's determination was correct and that Supplier has taken or is taking
corrective action to cure the default, including the time required to effect the cure, or has remedied the
conditions giving rise to such violation of the Program or Agreement. Non-payment by supplier of any
outstanding audit and/or penalty fees shall constitute grounds for suspension or revocation of accreditation
under this clause.

Final Determination. PRI shall make a final determination pursuant to Supplier's response under Section 2.01
of this Article within twenty (20) working days of receipt thereof. Final determination shall be made in
accordance with the Program standards and shall include the reasons therefore. If such determination
concludes that there is a default or noncompliance with the conditions of the Program which was disputed by
Supplier, Supplier shall have the right to Appeal in accordance with the Program regulations or agree to correct
such violation or noncompliance. Failure to correct or appeal within the applicable time shall result in the
revocation of the Accreditation and termination of this Agreement. PRI shall have the right to suspend
Accreditation during any period in which Supplier is effecting corrective action, if in PRI's sole discretion, such
noncompliance is of such substantiality to affect Supplier's ability to meet the Program standards.
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2.03.

2.04.

PRI Termination. If PRI determines that Supplier has failed to respond to PRI's determination of a violation or
noncompliance pursuant to Section 2.01 of this Article, has not appealed a final determination thereof or has
failed to meet the conditions of any appeal determination, then PRI shall revoke the Accreditation and
terminate this Agreement. PRI shall notify Supplier in writing of the termination and shall notify each User
participating in the Suppliers Accreditation Program of the revocation of Supplier's Accreditation. PRI shall not
be required to notify Supplier of any termination or revocations resulting from Supplier's failure to pay any audit,
penalty, or other fee. PRI shall have the right to notify Users of any such suspension, revocation or failure to
renew any Accreditation.

Supplier Termination. Supplier may terminate its Accreditation by giving PRI thirty (30) days prior written notice
of the termination. PRI shall notify each Subscriber participating in the Accreditation Program of the termination
by the Supplier.

ARTICLE Ill - SUPPLIER'S ACKNOWLEDGMENTS

3.01.

3.02.

3.03

3.04

3.05

Proprietary Information. Supplier recognizes and acknowledges that: (a) in the course of the PRI Audit it may
be necessary for Supplier to provide information which could include, in whole or in part, information
concerning confidential and/or proprietary information belonging to Supplier or relating to Supplier's business
affairs including the confidential information of contractors with whom supplier is working or who are soliciting
business (collectively referred to herein as the "Proprietary Information”); (b) that while the Proprietary
Information is recognized as the property of Supplier or the contractors or their suppliers, such confidentiality
shall not be a reason for nondisclosure to PRI Auditors; and that it shall be the responsibility of Supplier to
identify to PRI Auditors all Proprietary Information, and in particular that which the use, misappropriation or
disclosure of could cause irreparable injury to the owner thereof, and to mark all such written information as
"Proprietary"”.

Conflict of Interest. Supplier further recognizes and acknowledges that it is essential for the proper and
successful functioning of the Program and Audits that Supplier avoid all conflicts of interest and appearances of
conflicts with respect to PRI and PRI Auditors. In such regard, Supplier shall restrain (a) from any attempt to
solicit or influence any PRI employee engaged in the Program or any PRI Auditor regarding the outcome of an
audit or information concerning accreditation data and (b) from any business association with PRI Auditor
during the Auditor's term of engagement with PRI and for a reasonable period following the termination of
Auditor's engagement with PRI.

Import/Export Controls. Supplier acknowledges their responsibilities associated with the control of restricted
data, information, and/or products under the International Traffic and Arms Regulations (ITAR), the Export
Administration Regulations (EAR), and all other applicable international export control laws. Prior to and at the
beginning of an audit, Supplier shall identify any restricted specifications, processes and drawings (referred to
as "auditable material") and manage access to that data in accordance with all applicable export control laws
and regulations. The Supplier is responsible for notifying the PRI Staff Engineer and assigned auditor when the
Supplier does work governed by the ITAR ,EAR, and/or any other applicable international export control
regulation. The Supplier shall contact the owner of any information for clarification when unsure about whether
information is restricted under the ITAR, EAR, or any other applicable international export control regulation. In
the event "auditable material” is restricted under the ITAR and/or EAR or any other export control regulation, the
Supplier can either: request an Unrestricted Auditor (if available), or limit the audit to "auditable material” that is
unrestricted. Throughout the audit process, Supplier shall undertake all efforts to ensure that data or information
which is restricted under ITAR, EAR, and/or any other international export control regulation or information shall
not be posted on eAuditNet. In the event that restricted data is posted in eAuditNet by Supplier in violation of
ITAR, EAR, and/or any other international export control regulation, Supplier assumes responsibility for (1)
notifying PRI in a timely manner, (2) ensuring restricted data is removed from eAuditNet, and (3) initiating any
necessary reporting action to affected organizations and/or government authorities.

Code of Ethics. Supplier agrees to conduct themselves respectively, responsibly, ethically, and lawfully as it
pertains to the accreditation process. The Supplier shall be an advocate of conditions that safeguard the rights
and welfare of all PRI employees or contractors.

Health and Safety. Supplier shall comply with all relevant laws related to workplace safety and take reasonable
steps to ensure the health and safety of any PRI staff member or representative while on-site at Supplier facility
for purposes of conducting an audit.
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ARTICLE IV - SUPPLIER'S COVENANTS AND AGREEMENTS

4.01.

4.02.

4.03.

4.04.

4.05.

4.06.

Cooperation. Supplier agrees that it shall provide all information and documents reasonably requested of it by
PRI or PRI's representative(s) to conduct or complete the Audit. Supplier understands that PRI may conduct its
Audits and any investigations without prior notice during business hours of Supplier.

Undertakings. Supplier agrees to maintain the conditions which gave rise to Accreditation and to notify PRI of
any changes in any such condition that would have an effect on such Accreditation in accordance with Program
standards. Supplier shall use its best efforts to adhere to the performance of the obligations under this
Agreement, to the obligations imposed by the regulations and standards of the Program, and to comply with all
rules and regulations established or issued by PRI under the applicable industry-managed Program.

Misuse of Accreditation Certificate or Mark. Supplier has the right, as defined in the Program Operation, to use
in its promotional efforts the Program Accreditation Mark. Supplier agrees that Supplier shall, when using the
Mark, make reference only to the specific products, processes, or services for which the Accreditation applies
and shall not, directly or indirectly, make any improper or misleading references to the Program, the
Accreditation Certificate, or the Program Mark in any advertisements, brochures, test reports, or other
presentations. Supplier also agrees that Supplier retains responsibility for its products, processes, or services
and will not make any representations or statements concerning Accreditation which imply or impute any
approval of any specific Supplier product or service or acceptance of responsibility by the Program, PRI or the
United States Government. Supplier further agrees that misuse of the Accreditation Certificate or Mark will
subject Supplier to suspension or revocation of Accreditation, as addressed in Section 2.01 hereof.

Nonsolicitation of PRI Employees or Auditors. Unless otherwise agreed by the parties in writing, Supplier
agrees that during this Agreement it shall not, directly or indirectly, solicit or hire any PRI Employee engaged in
the activities of the Program or any PRI Auditor, either as an employee, consultant or expert witness.

Indemnity. Supplier shall indemnify and hold PRI harmless from a claim or action arising out of breach of
Supplier's Covenants and Agreements or based upon a product made by Supplier and pay any damages and
costs, including any attorneys' fees arising out of such claim or action. PRI agrees to notify Supplier promptly
and in writing of any such claim or action and Supplier shall have the right to settle, compromise or defend any
such claim or action; provided, however, that PRI shall have a right to participate therein at its own cost.

Authorization to Bind. By accepting the terms herein referenced, Supplier representative confirms his/her
authority to bind the Supplier organization.

ARTICLE V - PRI'S REPRESENTATIONS AND WARRANTIES

5.01.

5.02.

5.08.

Best Efforts. PRI represents that it will use its best efforts to conduct all Audits and investigations in accordance
with the Program and to carry out the accreditation, suspension, failure, or revocation processes in accordance
with due process.

Non-Disclosure of Proprietary Information. PRI agrees to hold and safeguard the Proprietary Information in
trust for Supplier or owner, its successors and assigns and agrees that PRI shall not, without the prior written
consent of Supplier or such owner, misappropriate or disclose or make available to anyone for use outside
PRI's organization or to anyone not authorized to receive such Proprietary Information at any time, either
during the term of this Agreement or subsequent to the termination of this Agreement for any reason, including
without limitation termination by PRI, any of the Proprietary Information, whether or not developed by Supplier,
except as required in the performance of PRI's obligations under the Program, pursuant to Court order or if
such time as the Proprietary Information is in the public domain or disclosed to PRI by a third party not under
an obligation of confidentiality to Supplier.

Nonsolicitation of Supplier Employees. PRI agrees that during this Agreement it shall not, directly or indirectly,
solicit or hire any Supplier Employee, either as an employee, consultant, or expert witness, unless Supplier
otherwise agrees in writing

© 2013 Performance Review Institute Page 4 of 5 DRAET 29-OCT-13







ARTICLE VI - MISCELLANEOUS

6.01.

6.02.

6.03.

6.04.

6.05.

6.06.

6.07.

6.08.

6.09.

© 2013 Performance Review Institute

Authorization to Modify Restrictions. It is the intention of the parties that the provisions of this Agreement shall
be enforceable to the fullest extent permissible under applicable law, but that the unenforceability (or
modification to conform to such law) of any provision or provisions hereof shall not render unenforceable, or
impair, the remainder thereof. If any provision or provisions hereof shall be deemed invalid or unenforceable,
either in whole or in part, this Agreement shall be deemed amended to delete or modify, as necessary, the
offending provision or provisions and to alter the bounds thereof in order to render it valid and enforceable.

PRI Violation Not a Defense. In an action by PRI to enforce this Agreement any claims asserted by Supplier
against PRI shall not constitute a defense to PRI's action unless arising out of a claim for breach of this
Agreement.

Parties Not Agent of Other. In the execution of this Agreement, neither party shall be deemed to be an agent of
the other and shall have no power to bind each other.

Contract Entire Agreement. This Agreement and application constitute the entire agreement between the
parties and shall supersede all prior negotiations, proposals and purchase orders, whether written or oral. The
Agreement shall not be varied in its terms by any oral agreement or representation or otherwise than by an
instrument executed in writing by both parties by their duly authorized representatives.

Non-Assignment. Supplier shall not assign this Agreement or the obligation and responsibilities there under.

Governing Law. This Agreement shall be governed by and construed in accordance with the laws of the
Commonwealth of Pennsylvania.

Remedies. If PRI prevails in a proceeding for damages or injunctive relief, Supplier agrees that PRI, in addition
to other relief, shall be entitled to reasonable attorneys' fees, costs and the expenses of litigation incurred by
PRI in securing the relief granted by the Court. In the event that PRI shall fail in obtaining such relief, Supplier
shall be entitled to reasonable attorneys' fees, costs and expenses of litigation incurred by it in defending such
action.

Counterparts, Section Headings. This agreement may be executed in any number of counterparts, each of
which shall be deemed to be an original, but all of which together shall constitute one and the same instrument.
The section headings of this Agreement are for convenience of reference only and shall not affect the
construction or interpretation of any of the provisions hereof.

Force Majeure. Any delay or failure in the performance by either Party hereunder shall be excused if and to
the extent caused by the occurrence of a Force Majeure. For purposes of this Agreement, Force Majeure shall
mean a cause or event that is not reasonably foreseeable or otherwise caused by or under the control of the
Party claiming Force Majeure, including acts of God, fires, floods, explosions, riots, wars, hurricane, sabotage
terrorism, vandalism, accident, restraint of government, governmental acts, injunctions, labor strikes, other
than those of PRI or its contractors / affiliates, that prevent PRI from furnishing the services outlined herein,
and other like events that are beyond the reasonable anticipation and control of the Party affected thereby,
despite such Party's reasonable efforts to prevent, avoid, delay, or mitigate the effect of such acts, events or
occurrences, and which events or the effects thereof are not attributable to a Party's failure to perform its
obligations under this Agreement. Force majeure shall not serve as grounds for maintaining Supplier
accreditation in the event Supplier is unable to perform a process for which they had previously attained
accreditation.
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Defining Relationships and Audit Data Access

To allow MedAccred to add value to all of the Medical Device Industry, the relationships between the key stakeholders must be clearly understood.

A level of complexity is introduced when considering the relationships between Suppliers, OEMs and Contract Manufacturers. 

Audit data access must be granted or restricted based upon these relationships. 

The following slides outline one proposed method for controlling audit data access.   

2





© Performance Review Institute

Definitions

OEM Subscriber (OEM): A Manufacturer or Specification Developer of a finished medical device who subscribes to the Program information and accreditation services which is subject to a Subscriber Agreement and; is accountable for conformance to critical manufacturing process specifications and; receives a product or service from a Supplier.

Sub-Tier Subscriber (CM): A Contract Manufacturer of a finished medical device who meets the Program definition of a Supplier and; is accountable for conformance to critical manufacturing process specifications and; receives a critical manufacturing process and/or service from a Supplier. 

Supplier (S): A company which performs/provides a critical manufacturing process and/or service and; is subject to a Supplier Agreement and; is currently/will have, one or more critical manufacturing processes accredited by MedAccred.

3
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Audit Data Access – The Big Picture

4



OEM 1



CM 1



OEM 2



OEM 3



OEM 4



CM 2



CM 3



CM 4



CM 5



S 1



S 2



S 7



S 5



S 6



S 4



S 3

Can See Audit Data

Provides a Critical Process



OEM can see all audit data

OEM may share audit data with other OEM.

OEM may have access to audit data of other OEM.

OEM shall have access to audit data of CM and S.

CM shall share audit data with OEM.

CM may share audit data with other CM.

CM may have access to audit data of other CM.

CM shall have access to audit data of only their S.

S shall share audit data with OEM.

S shall share audit data with only their CM.

S shall access only their own audit data.
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OEM Relationship with other OEM

5

Access requested by OEM 1 and approved by OEM 2



OEM 1



OEM 2

OEM can only see audit data of other OEM if permission is granted:

OEM 1 can see OEM 2 audit data

OEM 2 cannot see OEM 1 audit data

OEM 1 and 2 cannot see audit data for OEM 3 and vice versa



Note: OEM can request access to any OEM audit data; however, access will likely only be granted if a Critical Process is being provided.  (i.e. OEM 1 does not provide a Critical Process to OEM 2; therefore, it is likely that OEM 1 would not approve OEM 2 to see their audit data.  However, this is a decision that would be left up to OEM 1.)

Can See Audit Data

Provides a Critical Process



OEM 3
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OEM can see all audit data of CM and S (if the CM and/or S provides a critical process or not).

OEM Relationships with CM and S

6



OEM 1

Can See Audit Data

Provides a Critical Process



CM 1



OEM 2



OEM 3



OEM 4



CM 2



CM 3



CM 4



CM 5



S 1



S 2



S 7



S 5



S 6



S 4



S 3
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S Relationship with other S

7



S 1



S 2



S 4



S 3



S 5

Suppliers can never see other Supplier’s audit data and they do not have the ability to request audit data access.



Can See Audit Data

Provides a Critical Process
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CM Relationship with other CM

8



CM 2

CM can only see audit data of other CM if permission is granted:

CM 2 can see CM 3 audit data

CM 3 cannot see CM 2 audit data

CM 2 and 3 cannot see audit data for CM 4 and vice versa



Note: CM can request access to any CM audit data; however, access will likely only be granted if a Critical Process is being provided.  (i.e. CM 2 does not provide a Critical Process to CM 3; therefore, it is likely that CM 2 would not approve CM 3 to see their audit data.  However, this is a decision that would be left up to CM 2.)





CM 3

Can See Audit Data

Provides a Critical Process

Access requested by CM 2 and approved by CM 3



CM 4
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CM Relationship with S (Sub-Tiers)

9



CM 1



S 1



S 7



S 5



S 6



CM 2



CM 3



CM 4



CM 5

CM can only see audit data of the S that provides a Critical Process:

CM 1 and CM 2 can both see the audit data for S1

CM 4 can see the audit data for S5 and S6

CM 5 can see the audit data for S7

CM cannot see audit data of a S that does not provide a Critical Process:

CM 3 cannot see any S audit data

CM 1, CM 2, CM 3 and CM 4 cannot see audit data for S7

CM  3, CM 4 and CM 5 cannot see audit data for S1

Etc.

Can See Audit Data

Provides a Critical Process
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Proof of Concept Audits

Current Industry Members: 6













1

		Name		Company

		Jim Ahle		Stryker

		Bruce Badger		GE Healthcare

		Joe Gendron		Paragon Medical (Supplier)

		Vance Kyle		DePuy

		Ravi Nabar		Philips Healthcare

		Ken Stopar		Baxter Healthcare
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Proof of Concept Audits – Status Summary

2

		WLD		PCBA		HT		C&H		STN

		PoC audit conducted at Microtech (23-25 Apr 13)

Report finalized
		PoC audit conducted at Sanmina (9-12 Sept 13)

Report finalized		Audit conducted at Gerster (23-25 Oct 13)

Report finalized		Audit scheduled at Global Technologies, MI 17-20 March 2014

		No discussion to date



Anticipated timeframes for completion - late 2013 onwards
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Program Documents

3

		Meetings held: 21Jun13/09Jul13/23Jul13/19Aug/29Aug/8Oct		

		Key Decisions/Outcomes		Next Steps

		Comments collected from informal ballot sent on 11 November 2013.
		Incorporate all comments received and re-circulate to MMC for further comment and revision.
Anticipated release of document, Q1 2014



		Name		Company

		Jim Ahle		Stryker

		Bruce Badger		GE Healthcare

		Ravi Nabar		Philips Healthcare

		Daniel Whalen		Baxter Healthcare



Current Industry Members: 4
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External Communications and Strategy

Current Industry Members: 5

4

		Name		Company

		Amy Sousa		DePuy

		Jim Ahle		Stryker

		Ravi Nabar		Philips Healthcare

		Steve Niedelman		King & Spalding LLP

		Ken Stopar		Baxter Healthcare



		Last meeting held 27JAN14		

		Key Decisions/Outcomes		Next Steps

		Meeting with Commissioners Level on 27 January 2014 (including Time McGinnis as a representative for the Suppliers)		No immediate action.
Follow-up with individuals as necessary
Update to FDA once Subscriber Agreements are signed
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MedAccred Task Group Chair Report – 12 Feb 14

Printed Circuit Board Assemblies – SE Bill Dumas



	



Issues Requiring MMC Support

Recommend consideration for a required Quality System Certification/ Accreditation potentially based on ISO 13485



Improvement Suggestions

None at this time



Other Comments/Concerns

Checklist revision slower than anticipated so face to face meeting scheduled

Key areas of Checklist Expansion and Revision recognized from PoC Audit:

Medical record keeping 

Part 11 Compliance 

Broker process / counterfeit prevention 

Risk mitigation and quality planning

Rigorous and timely MRB program  







Level of Support

Active Industry Participants     7

OEM Subscriber 		4

Contract Manufacturer 	1

Supplier			2



Key Accomplishments since last report (29Jan14)

Core Checklist review complete



Key Projects Active

Ongoing weekly meetings to complete checklist revision/upgrade

Last meeting 6Feb14

Face to face meeting held 28/29 January hosted by Baxter

Future meeting to address additional checklist items and enhancements

Began review of auditor requirements using Nadcap form as start point





*
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MedAccred Task Group Chair Report – 12 Feb 14

Cable and Harness – SE Bill Dumas

(no change from previous report)

	



Issues Requiring MMC Support

None at this time







Improvement Suggestions

None at this time









Other Comments/Concerns

Task Group in its development stages, comments and concerns have not been identified







Level of Support

Active Industry Participants     5

OEM Subscriber 		4

Contract Manufacturer 	-

Supplier			1





Key Accomplishments since last report (29Jan14)

Proof of Concept audit scheduled: March 17-20 2014 at Global Technologies, MI





Key Projects Active

Preparation for Proof of Concept Audit

Begin checklist revision/upgrade





*
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MedAccred Task Group Chair Report – 12 Feb 14

Heat Treating – SE Marcel Cuperman

	



Issues Requiring MMC Support

Flow down to Suppliers the Mandates for HT audits









Improvement Suggestions

None at this time









Other Comments/Concerns

None at this time







Level of Support

Active Industry Participants     4

OEM Subscriber 		3

Contract Manufacturer 	-

Supplier			1





Key Accomplishments since last report (29Jan14)

Finalized the first Draft of the Baseline checklist

AMS2750 adopted as Pyrometry specification in the checklist



Key Projects Active for the This Year

Complete the Baseline checklist

Perform ten (10) audits



*
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MedAccred Task Group Chair Report – 12 Feb 14

Sterilization – (SE) Mark Aubele

	



Issues Requiring MMC Support

Staff Engineer has now received several tentative offers to witness processes, considering options





Improvement Suggestions

None at this time







Other Comments/Concerns

None at this time







Level of Support

Active Industry Participants     8

OEM Subscriber 		5

Contract Manufacturer 	3

Supplier			0



Key Accomplishments since last report (29Jan14)

Finished initial review of the “BASE” checklist 



Key Projects Active for the Coming Year

Develop Ethyleneoxide and Gamma/Electron Beam  audit checklists.



*
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MedAccred Task Group Chair Report – 12 Feb 14

Welding – Ian Simpson

	



Issues Requiring MMC Support

	- None







Improvement Suggestions

	 - Consider the need for NDT 	Task Group









Other Comments/Concerns

	- None







Level of Support

Active Industry Participants     4

OEM Subscriber 		3

Contract Manufacturer 	0

Supplier			1





Key Accomplishments since last report (29-Jan-14)

	- Support for weekly meetings 	to accelerate checklist 	development



Key Projects Active for the Coming Year

	- Complete fusion, welder 	qualification and base 	checklists





*
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Anti-Trust / Code of Ethics







© Performance Review Institute



© Performance Review Institute

PRI Policy Statement - Antitrust



It is the policy of the Performance Review Institute (PRI) to comply strictly with the letter and spirit of all applicable federal, state, and international trade regulations and antitrust laws. 

Supplemental Activities Related to Antitrust

Antitrust addressed within PRI Code of Conduct

Antitrust statement included in each Industry Managed meeting attendees guide



Industry Working Together

2
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Fixing or setting prices for selling products or services



Allocating geographic markets or customers between or among competitors



Bid rigging, bid rotation or otherwise distorting the bid process



Boycotting customers, suppliers or vendors



Agreeing upon levels of production or output



Conspiring to exclude competitors or customers from the market



Discussing specific R&D, sales or marketing plans, or any company’s confidential product, development or production strategies

Industry Working Together

Antitrust Compliance – Prohibited Activities

3
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All individuals involved with the MedAccred activity shall exhibit acceptable professional standards of conduct and uphold and advance the integrity of MedAccred.   



Each individual is expected to exercise impartial professional judgment to assure confidence in the integrity of MedAccred by avoiding conflicts of interest in all MedAccred related activities. When a competing interest has the potential to preclude or impair exercising one’s independent professional judgment or unreasonably jeopardize the integrity of the MedAccred activity, the individual should disassociate themselves from that particular activity. Any person associated with the MedAccred activity who believes that continued participation by any other person may jeopardize the integrity of MedAccred should bring the matter to the attention of the MedAccred Management Council.  



All MedAccred Staff, its Auditors, MedAccred Management Council and Task Group Members shall maintain proprietary or confidential information with which they become familiar as a result of their exposure to the supplier and/or reports during the accreditation process, including the proof-of-concept audits, appropriately. Information of this type shall not be shared with individuals or organizations having no right to this information.



All individuals associated with the MedAccred audit and review process shall avoid using undue influence or personal conversation to influence the audit results or the review process.

Any known violations to the above policy may be reported to the MedAccred Management Council  (Contact RGondek@sae.org or Hannah.Godfrey@pri-europe.org.uk)



Personal Code of Ethics & Conflict of Interest
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Anti-Trust / Code of Ethics






