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JUNE 2, 2014
WEBEX / TELECONFERENCE CALL
These minutes are not final until confirmed by the MedAccred Management Council in writing or by vote at a subsequent meeting. Information herein does not constitute a communication or recommendation from the MedAccred Management Council and shall not be considered as such by any agency.
TUESDAY, JUNE 2, 2014
OPENING COMMENTS
Call to Order / Quorum Check
The MedAccred Management Council (MMC) WebEx & Teleconference Meeting was called to order at 10:00 a.m., 02-Jun-2014, with the following representatives in attendance:
Subscriber Participants Present
	
	NAME
	
	COMPANY NAME
	

	
	
	
	
	

	
	Thomas
	Karimpanal
	Philips Healthcare
	

	
	Vance
	Kyle
	DePuy
	

	
	Amy
	Sousa
	DePuy
	


Other Participants Present
	
	NAME
	
	COMPANY NAME
	

	
	
	
	
	

	
	Jim
	Ahle
	Stryker Corporation
	

	
	Robert
	Berger
	Covidien
	

	
	Edward
	Engelhard
	Solar Atmospheres Inc.
	

	
	Karen
	Meck
	Zimmer, Inc.
	

	
	Steven
	Niedelman
	King & Spalding
	


 PRI Staff Present 
	Jerry
	Aston

	Mark
	Aubele

	Bill
	Dumas

	Bekah
	Gondek

	Justin
	McCabe

	Kellie
	O’Connor

	Christine
	Sanz

	Ian
	Simpson



Anti-trust and Code of Ethics
Justin McCabe reviewed the Anti-trust and Code of Ethics policy.  For more information, please see the attached presentation.


The agenda was reviewed.  Minutes from the 02-May-2014 face-to-face meeting were discussed.
Motion made by Steve Niedelman and seconded by Ed Engelhard to approve and confirm the May 2014 MMC Minutes.  Motion passed and the May 2014 MMC Minutes are now confirmed.
Rolling Action Item List (RAIL)
The current RAIL was reviewed.  Item #131 is in currently in discussion.  Mark Aubele echoed Ian Simpson’s request from the last several meetings that MedAccred may want to consider a NonDestructive Testing (NDT) Task Group. Bill Dumas also considered that there may be a need for a Printed Boards Task Group in the future.
MMC Sub-Team Activities: Recap and Discussion


External Communications and Strategy
Justin McCabe gave an update of this team’s activities.  It was noted that Joe Pinto and Simon Adam are in Stuttgart, Germany this week presenting at MedTec.  
Program Documents 
It was noted that the Program Governing Document, PD 1300, is nearing completion.
MMC Face-to-Face Meetings
To date, we have had two face-to-face meetings of the MedAccred Management Council.  The next meeting is scheduled at PRI Headquarters in the fall of 2014.  A registration has been created, so all participants (whether attending in person or via WebEx) are highly encouraged to pre-register for this meeting by using the following link: http://events.constantcontact.com/register/event?llr=t4cxmocab&oeidk=a07e9bcf3ww6ecd9e00
Important Note: The meeting date has been changed to October 1, 2014.
TASk group activities


Electronics – Cable & Harness (C&H)
This Task Group is holding regular meeting and are making steady progress.  They currently expect to have Audit Checklists completed by early November, and plan to contract their first auditor in that same time frame.
Electronics – Printed Circuit Board Assembly (PCBA)
The PCBA group has completed their first pass of the checklist. A meeting is scheduled this week to develop a go-forward plan.  Current estimated completion date is August 2014, however it will depend on readiness for audit scheduling.
Heat Treating (HT)
The HT Task Group is gaining participation, and they have elected a Chairperson, Bruce Dall from Stryker.  Estimated date of completion for the checklist is late June.  Additionally, there are plans to take AMS 2750, and possibly also 2759, to the FDA for inclusion on the list of approved standards once the Task Group is functioning in an official capacity.
It was noted that the process to get a standard approved by the FDA could be a lengthy one, and therefore the group may want to consider putting AMS 2750 forward sooner than originally planned to avoid a work stoppage.  
Sterilization (STN)
The STN Group had a face-to-face meeting in mid-May, and good progress was made during this meeting.  The Task Group’s next meeting is a teleconference call scheduled for tomorrow, 03-Jun-2014.  Their estimated completion date at this time is October.
Welding (WLD)
The WLD Task Group has completed three checklist drafts and they are planning for a test audit to be conducted.  Estimated completion date is late July.  Two auditor candidates are in the review process.  
Other business and open discussion
The completion dates within the Task Groups are approaching very rapidly.  There is some concern with losing momentum during the period of time between completion of the audit criteria and the commencement of supplier audits. OEMs and Subscribers may want to begin thinking about what MedAccred will look like within their companies.  Additionally, if anyone knows of any Suppliers who would be good candidates to conduct some of the first audits, please contact Justin or Bekah so those Suppliers can begin the education process on how to prepare for an audit.
DePuy has become MedAccred’s second official program Subscriber.  Thank you and welcome to the DePuy team.
Rolling Action Item List (RAIL) Review
There were no additional actions recorded during this meeting.  Please find the current RAIL attached below.
ADJOURNMENT – 02-Jun-2014 – Meeting was adjourned at 10:45 a.m.
Minutes Prepared by: Kellie O’Connor, koconnor@p-r-i.org
RAIL: 
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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
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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
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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 RGandek@sae.org or Hannah.Godfrey@pri-europe.org.uk)



Personal Code of Ethics & Conflict of Interest
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3.0 Sub-Team Status Updates.pptx
External Communications and Strategy

Current Industry Members: 5

1

		Name		Company

		Amy Sousa		DePuy

		Jim Ahle		Stryker

		Ravi Nabar		Philips Healthcare

		Steve Niedelman		King & Spalding LLP

		Ken Stopar		Baxter Healthcare







© Performance Review Institute

External Communications and Strategy

3-5 June: MedTec (Stuttgart, Germany) - Simon Adam and Joe Pinto will be presenting on behalf of MedAccred.

9 June: MD&M East (New York, NY) - Ravi Nabar is presenting at Supplier Quality: Enforcing more stringent compliance

How is supplier quality becoming more complex?

Learning from past mistakes and the most common pitfalls in supplier quality management

Detailing best practices in supplier quality audit plans

Focusing on the areas of greatest risk by developing concrete plans to mitigate risk

26 June: FDA Forum (Washington, DC) - Justin McCabe will be presenting on behalf of MedAccred.  Chaired by Steve Niedelman.

21-22 July: Supply Chain Summit (Washington, DC) - Bekah Gondek presenting on behalf of MedAccred 

28-29 July: Q1 Productions - In Vitro Diagnostic Supplier Quality Assurance (Arlington, VA) - Currently no plans to present. 

27 September-1 October: RAPS 2014, The Regulatory Convergence (Austin, TX) - Currently no plans to present. 

6-8 October: AdvaMed 2014 (Chicago, IL) - Agenda appears to be set.  Is there an opportunity to present on behalf of MedAccred?

15-17 October:  – MedTech Forum EU (Brussels, Belgium) -  Currently no plans to present. 

10-12 February 2015: MD&M West (Anaheim, CA) - Currently no plans to present.  PRI chose to plan a booth for 2016.





© Performance Review Institute

Program Documents
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		Name		Company

		Jim Ahle		Stryker

		Bruce Badger		GE Healthcare

		Ravi Nabar		Philips Healthcare

		Daniel Whalen		Baxter Healthcare



Current Industry Members: 4

Team to complete the following Action Item: 

Program Document sub-team to redefine future rules of engagement for all participants in the MedAccred program (including small OEMs into the program) and evaluate associated voting rights and cost structure - Look at AdvaMed & MDMA voting levels and see how it could apply to MedAccred.





© Performance Review Institute

MMC Meetings 2014

Description: Face to face meetings that provide an overview of program development activity and work to gain broader industry participation.

Participants: Senior Executives from Quality/Supply Chain/Regulatory/Procurement etc.



4

		Quarter		Meeting Location		Dates		Notes

		1		Anaheim, California		Wednesday February 12 2014		MD&M West 2014  February 11-13, 2014

		2		Cincinnati, Ohio		Monday May 5 2014		MedCon May 6-9 2014

		3		Pittsburgh, Pennsylvania		Wednesday September 17 2014		PRI offices

		4		Pittsburgh, Pennsylvania		Wednesday December 3 2014		PRI offices







© Performance Review Institute

Dates to Avoid:

Nadcap Meetings

24-28Feb14 – London, UK

23-27Jun14 – Dublin, Ireland

20-24Oct14  - Pittsburgh, PA
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4.0 Task Group Progress Update 2Jun2014.pptx
Task Group Progress Update



















Cable and Harness

Bill Dumas – Senior Staff Engineer

Melanie Petrucci – CSR



Level of Support

Active Industry Participants    		5

OEM Subscriber 		4

Baxter Healthcare

GE Healthcare

Philips Healthcare

Stryker 

Contract Manufacturer 		0

Supplier			1

Global Technologies 



Key Projects Active

Ongoing meetings considering checklist revision/ upgrade

Regular scheduled meeting to complete checklist revisions

Last meeting 29 May 14





Key Accomplishments since last report (6 May 14)

Continued checklist  revision/ upgrade process



Expected Audit Checklist completion date(s): 1 November 14



Expected date to contract 1st and subsequent auditors: 1 November 14



Issues Requiring MMC Support

None at this time



Improvement Suggestions

None at this time



Other Comments/Concerns

None at this time
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Electronic Circuits - Printed Circuit Board Assemblies

Bill Dumas – Senior Staff Engineer

Melanie Petrucci – CSR



Level of Support

Active Industry Participants		6

OEM Subscriber 		4

Baxter Healthcare

GE Healthcare

Philips Healthcare 

Stryker 

Contract Manufacturer 		0

Supplier			2

Plexus 

Sanmina 



Key Projects Active

Task Group meeting scheduled, 3 June,  to define next steps for Checklist implementation 

Last meeting 29 May 14





Key Accomplishments since last report (6 May 14)

First pass checklist  revision/ upgrade complete



Expected Audit Checklist completion date(s): 1 August 14



Expected date to contract 1st and subsequent auditors: 1 August 14



Issues Requiring MMC Support

None at this time



Improvement Suggestions

None at this time



Other Comments/Concerns

None at this time
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Heat Treating
Chair: Bruce Dall - Stryker

Marcel Cuperman – Senior Staff Engineer

Brittany McSorley – CSR



Level of Industry Support

Total Active Industry Participants    	7

OEM Subscribers	 	3

DePuy 

GE Healthcare

Stryker 

Contract Manufacturer 		0

Suppliers			4

Applied Thermal Technologies

Harterei Gerster

Lake City Heat Treating

Solar Atmospheres



Key Accomplishments since last report (07April14)

Elected the Task Group Chairperson (Bruce Dall from Stryker)

Finalized the Draft of the Baseline checklist AC8102 Rev. NA



Key Projects Active for the This Year

Ballot & issue the Baseline checklist AC8102 Rev. NA

Perform ten (10) audits

Develop checklist slashes



Expected Audit Checklist completion date(s): June 30th, 2014



Expected date to contract 1st and subsequent auditors: June 30th, 2014



Issues Requiring MMC Support

Flow down to Suppliers the Mandates for HT audits



Improvement Suggestions

Standardize across the board process Validation requirements



Other Comments/Concerns

Minimum quality requirement:

ISO13485 or

AS9100 or

AC8004
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Sterilization 
Chair: Cheryl Work – Becton, Dickinson & Co.
Vice Chair: Donna Gallagher -Stryker

Mark Aubele – Senior Program Manager

Stacey McKinley – CSR

Kellie Roach – CSR 



Level of Industry Support

Total Active Industry Participants     	8

OEM Subscriber 		                          5

Baxter Healthcare 

Becton, Dickinson & Co 

DePuy

Philips Healthcare

Stryker

Contract Manufacturer 		2

DSM Biotech

Flextronics

Supplier			1

Synergy Health



Key Accomplishments since last report (9Apr14)

Elected a Chair (Cheryl Work – Becton, Dickinson & Co.) and a Vice Chair (Donna Gallagher - Stryker) 

F2F Meeting took place at Stryker facility in Malvern, Pennsylvania on 13-14 May 2014



Key Projects Active 

Develop Ethylene Oxide and Radiation checklists (Gamma and Electron Beam)



Expected Audit Checklist completion date(s):

AC8113 (Base) – August 2014

AC8113/1 (Radiation) - August 2014

AC8113/2 (Ethyleneoxide) – October 2014



Expected date to contract 1st and subsequent auditors: 

First – August 2014

Subsequent (as needed) – October 2014



Issues Requiring MMC Support

None at this time



Improvement Suggestions

None at this time



Other Comments/Concerns

None at this time
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Welding

Ian Simpson – Associate Program Manager

Stacey McKinley – CSR

Kellie Roach – CSR 



Level of Support

Total Active Industry Participants    	4

OEM Subscriber 		3

GE Healthcare

DePuy

Stryker 

Contract Manufacturer 		0

Supplier			1

Symmetry Medical



Key Accomplishments since last report 

Draft checklists for base requirements,   fusion weld and welder qualification checklists complete

Reviewed applications for 2 Auditors and agreed to interview



Key Projects Active for the Coming Year

Approve checklists for base, fusion and welder qualification

Hire At least one Auditor

Write Handbooks



Expected Audit Checklist completion date(s):

	31st July 2014



Expected date to contract 1st and subsequent auditors: 

	31st July 2014



Issues Requiring MMC Support

None

Improvement Suggestions

Consider the need for NDT Task Group

Other Comments/Concerns

None
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MedAccred Management Council RAIL.xlsx
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				20-Mar-14		Industry Participants
PRI				Closed		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 conducted for March 17-20 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				14-Apr-14		Industry Participants				Closed		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				14-Apr-14		Industry Participants				Closed		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				14-Apr-14		Ravi Nabar, Philips
Jose Luis Estrada, GE Healthcare
Jim Ahle, Stryker
Matt Binkley, GE Heatlhcare
Vance Kyle, DePuy
PRI				Closed		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.				14-Apr-14		Industry Participants				Closed

		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		14-Apr-14		Steve Niedeleman				Closed

		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		15-May-14		Industry Participants		Open		Closed		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		15-May-15		PRI		Open		Closed		14APR14 - RJG - MedTec Europe (3-5 June) will be attended by Ravi Nabar, Simon Adam and Joe Pinto

		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				Closed

		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				Closed

		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				Closed

		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		05-Mar-14		Ravi Nabar, Steve Niedelman and PRI				Closed		Presentation given to AdvaMed 05-Mar-14

		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				Closed

		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		15-May-14		PRI and Industry Stakeholders				Closed		15MYAY14 - See Action Item 131

		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				Closed

		112		5-Dec-13		PRI to develop a canned presentation that can be used to educate suppliers		31-Jan-14		15-May-14		PRI				Closed		15MAY15 - Topic included in the timeline of things to complete before/after program has three subscribers.

		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		14-Apr-14		PRI				Closed

		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		14-Apr-14		PRI				Closed

		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		15-May-14		PRI				Closed		Session 1 conducted 12-Mar-14
Session 2 scheduled for 4-Jun-14


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

		121		8-Jan-14		PRI to schedule quarterly MMC and Task Group meetings		17-Jan-14		14-Apr-14		PRI				Closed		Q2 meeting April 9 2014.  Further dates to be determined

14APR14 - RJG - Meetings scheduled for remainder of year.  8 January, 9 April, 11 July, 3 October

		122		9-Apr-14		PRI Staff to raise issue of appropriate checklist terminology (eg complaince vs conformance) to Task Groups for discussion so it can be consistent across the program.		31-May-14		15-May-14		PRI				Closed		14APR14 - RJG - Meeting scheduled for 17 April

		123		9-Apr-14		Individual Task Groups to discuss and evaluate what Quality Systems are acceptable for their commodity, and a matrix will be formed once information is received from all Task Groups.  Results to be presented during the 6 May face-to-face MMC meeting.		6-May-14		06-May-14		All Task Groups				Closed		15MAY14 - Task Group provided feedback and MMC is further investigating.  See Action Item 131.

		124		6-May-14		PRI Staff to add expected completion date of checklists to TG Update slides as well as when they contract their 1st and subsequent auditors 		Ongoing		02-Jun-14		PRI (Justin)				Closed		15MAY14 - Justin will flow request down to Task Groups

28MAY14 - Included in monthly Task Group updates to MMC.

		125		6-May-14		Sub-Team to create a matrix of quality systems listing all requirements to analyze if it’s worthwhile to create an 8004 checklist		On-going, with monthly updates				Sub-Team				Open		Sub-Team Members: Ken Stopar, Paul Mehta, Steve Niedelman, Justin McCabe (staff lead), Pete Kucan (as an observer)

		126		6-May-14		PRI Staff to ask all Task Groups if they are willing to accept applicable sections of all the quality systems on the list, including the newly added TS16949, and are they willing to accept an AC8004, if created		Pending completion of item #125				PRI (Justin)				Open

		127		6-May-14		PRI to gather testimonials about increased business and improved process & quality from Nadcap accredited suppliers who are involved with Medical Devices - Can also pull from existing Nadcap testimonials. 		31-Jul-14				PRI (Bekah & Justin)				Open

		128		6-May-14		Joe Pinto to discuss the MedAccred program during the next Nadcap SSC Meeting		21-Oct-14				PRI (Joe)				Open

		129		6-May-14		PRI Staff to investigate what trade associations exist, particularly in the areas which MedAccred is currently focusing - Create a list.		10-Jul-14				PRI (Justin)				Open

		130		6-May-14		Program Document sub-team to redefine future rules of engagement for all participants in the MedAccred program (including small OEMs into the program) and evaluate associated voting rights and cost structure - Look at AdvaMed & MDMA voting levels and see how it could apply to MedAccred.		31-Dec-14				PRI (Bekah)				Open

		131		6-May-14		PRI Staff and External Communication & Strategy Sub-Team to bring forward discussion on strategy for adding new task groups to the MedAccred program 		31-Oct-14				PRI and External Communication & Strategy Sub-Team				Open		15MAY14 - Bekah will schedule meeting to discuss.

20MAY14 - Team met and will begin evaluating the addition of a "plastics" Task Group.  

		132		6-May-14		Heat Treating Task group, with support from Elisabeth George, to take the AMS2750 to FDA for addition to the list of approved standards - Will not submit to FDA until the Task Group and Program are offical.		30-Jun-14				PRI (Justin)				Open
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		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		January		2003		Open		0		January		2003		Closed		0		January		2003		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		April		2003		Open		0		April		2003		Closed		0		April		2003		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2003		Open		0		July		2003		Closed		0		July		2003		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2003		Open		0		October		2003		Closed		0		October		2003		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		January		2004		Open		0		January		2004		Closed		0		January		2004		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		April		2004		Open		0		April		2004		Closed		0		April		2004		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2004		Open		0		July		2004		Closed		0		July		2004		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		October		2004		Open		0		October		2004		Closed		0		October		2004		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		January		2005		Open		0		January		2005		Closed		0		January		2005		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		April		2005		Open		0		April		2005		Closed		0		April		2005		Tabled		0

		Quarter		Year		Status				Quarter		Year		Status				Quarter		Year		Status

		July		2005		Open		0		July		2005		Closed		0		July		2005		Tabled		0

		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





List Data

		January				2002				Open				Yes

		April				2003				Closed				No

		July				2004				Tabled

		October				2005

						2006

						2007

						2008

						2009

						2010

						2011

						2012

						2013

						2014

						2015

						2016

						2017

						2018

						2019

						2020
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			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
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