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

PRI Headquarters

161 Thorn Hill Road, 

Warrendale, PA 15086
Agenda*
Thursday, 05 December 2013
8:00am – 5:00pm EST
	Participants
	Affiliation

	Von Kramer (WebEx)
	Accellent

	Ken Stopar (WebEx)
	Baxter Healthcare

	Dan Whalen (WebEx)
	Baxter Healthcare

	Simon Adam
	DePuy

	Vance Kyle (WebEx)
	DePuy

	Steve Niedelman
	King & Spalding

	Bruce Badger (WebEx)
	GE Healthcare

	Ravi Nabar 
	Philips Healthcare

	Jim Ahle
	Stryker

	
	

	Rebekah Gondek
	PRI

	Justin McCabe
	PRI

	Joe Pinto
	PRI

	Mark Aubele
	PRI

	Marcel Cuperman
	PRI

	Bill Dumas
	PRI

	Ian Simpson
	PRI

	Jon Steffey
	PRI


	Time
	Item

	08:00
	Welcome Coffee

Participants are invited to join us for pre-event coffee and breakfast snacks

	08:30
	Opening Address and Welcome
· Anti-Trust/Code of Ethics
Joseph Pinto, EVP & COO, Performance Review Institute

· Joe Pinto welcomed participants to the meeting

· Participants introduced themselves

· Rebekah Gondek reviewed agenda
· Participants were reminded of PRI’s guidelines for antitrust compliance
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	08:45
	MMC Sub-Team Activities: Recap and Discussion 
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· Proof of Concept Audits
· Bekah Gondek reviewed the status of PoC sub-team (see embedded PPT).  
· Cable & Harness PoC to be conducted in January/February 2014. 

· Program Documents

· The DRAFT PD1300 was presented during the October MMC f2f meeting and whole of MMC in early November for comment. 
· External Communications and Strategy

· Report out from meeting with the FDA’s Office of Compliance (3Dec13)

· Meeting Attendees:
· FDA: Steve Silverman, Francisco “Cisco” Vicenty, Jan Welsch, Ann Ferriter

· MedAccred Management Council: Jim Ahle (Stryker), Jason Clawson (Sanmina), Ravi Nabar (Philips Healthcare), Steve Niedelman (King & Spalding), Ken Stopar (Baxter Healthcare)

· PRI: Joe Pinto, Rebekah Gondek

· General observations from MMC participants:

· Meeting went well.  MedAccred was invited back to ask more questions.
· FDA asked probing questions.  

· The FDA’s level of confidence was very encouraging

· Steve Niedelman saw some small gaps (i.e., oversight in regard to audits and auditors).  We need to better explain how these are covered under the program.
· MedAccred to take a look at shoring up the oversight system in order to meet the FDA’s needs.

· FDA asked what they can do for MedAccred.  Challenged us to come back with a proposal for how to best utilize the program to use and leverage the information/accreditation we provide for critical manufacturing processes in lieu of auditing during an FDA inspection.

· The MedAccred concept is similar to the HACEP approach in Foods.  This concept needs to be clearly communicated to the FDA.
· Q: What did the FDA mean by “Independent Oversight”?  A: No different from 3rd party programs that FDA already has established.  E.g. Single Audit Program. 

· FDA wants to assure that there is appropriate oversight and no rubber stamping.  Making sure that auditors are doing their job and are appropriately trained.

· FDA wanted to know more about how the FAA uses Nadcap in their system.
· Steve Niedelman offered to meet with “Cisco” to further educate him.  
· Steve Silverman’s follow-up call with Steve Niedelman (5Dec13):
· Steve S is very enthusiastic about the program.

· FDA wants to do more than to just use our name, so that there will be some incentive for the industry to want to get involved.  If a supplier has a MedAccred accreditation, then FDA would not need to come in to look at that critical manufacturing process.
· Jeff Shurin wants to be at the follow-up meeting with FDA
· Others from FDA who were not in attendance at the 3Dec13 meeting want to attend the follow-up meeting
· FDA wants MedAccred to come back with our own proposal.  
· FDA is not going to approve any one program, and never will

· FDA asked why Heat Treating is being considered, since it is not directly connect to Recalls.  
· FDA needs to better understand the connection between SPs and impact on recalls.

· FDA seemed to resonate well with the early warning system through eAuditNet.  

· FDA has an RFI for Software

· ACTION: PRI to consider FDA’s RFI for Software (Due: 17Jan14)
· Future FDA Meeting (s):

1. FDA Office of Commissioners Meeting:
· Steve Niedelman will schedule this meeting in early 2014, based on MMC and PRI availability
· Steve Solomon will be in attendance 
· ACTION: MMC Strategy sub-team to send Steve N their non-availability for January to schedule the meeting (Due: 13Dec13) 

· Might need to modify the 3Dec13 presentation based on how the 3Dec13 meeting went

· Put together talking points according to the questions that were asked in the 3Dec13 meeting.  Have a feeling that the same questions will be asked again by others at FDA

· ACTION: Ravi Nabar to compile a list of FAQs based on the 3Dec13 (Complete)
2. Higher-level FDA Office of Compliance meeting

3. 3Dec13 Follow-up Meeting with Francisco “Cisco” Vicenty, and Ann Ferriter 

· MedAccred to provide more detailed answers to inquiries from 3Dec13 meeting and answer additional questions
· Details to consider for these upcoming meetings:

· Prepare to better explain details of oversight.  Explain what PRI’s oversight program looks like, and how it may need to be adjusted for MD industry.
· Prepare to better explain early warning system through a process flow.  Show how it works.

· Explain the difference between MedAccred and other programs in medical device and pharma industries (e.g. EXCiPACT, Rx-360, etc.)

· Utilize FAA contacts to assist with presenting our case.  FAA use of Nadcap.  FAA Contacts need to be vetted.
· ACTION: PRI to schedule an MMC External Communications and Strategy sub-team meeting to discuss previous FDA meeting and think about enticing ideas for presenting to FDA (Complete: meeting scheduled for 11Dec13)
· Q: How does the MMC communicate out regarding the meeting with the FDA?

· A: Less said is better at this time.
· “MedAccred met with the FDA on 3Dec13 to inform them about the MedAccred program and development activities taking place.  Future meetings with the FDA will be planned.”

· Rx-360 

· Xavier University is willing to be a springboard for MedAccred, and have volunteered to connect us with the Rx-360 BoD to get a dialogue going

· Marla Philips (Xavier) suggested that we meet with Pharmapat as well (similar event to MedCon)
· Rx-360 has said that they will have a medical device program up and running by January 2014
Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	09:30
	Task Group Activities: Recap and Discussion 
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· Electronic Circuits – PCBA

· SE Bill Dumas provided an overview (see embedded PPT)
· Q: Do we need an AC7004 (Nadcap) equivalent of 13485?

· Q: What if a supplier is also an aerospace supplier with Nadcap and has AS9100 certificate?  Would AS9100 be acceptable for MedAccred? 
· Q: Do we feel that 1 PoC audit is enough at this time?  A: Yes, I think it is enough to identify where the checklist needs to go.  After 6-9 months, we can conduct another audit at a test site.  
· Bruce Badger also feels that 1 has been sufficient. 

· Q: Raw Boards were not included in the original PoC audit scope, because they were not present during the audit.  How do we address in the future?

· A: PCBs is very important, but PCBAs was considered more important at the time this TG was initiated.  Supplier base is different between PCBAs and PCBs
· PCBs would be a potential element to add in the future, but would be completely separate from the PCBA TG activity

· Philips Concern – Want to get their sub-tier suppliers involved in the program, and to do this, we need to look at PCBs
· A new TG, with different SMEs, would be required in order be able to focus on the PCB side of electronics

· Potential new scopes for electronics: Flex Circuits, Control of Counterfeit parts
· Electronics – Cable & Harness
· Bill Dumas presented a summary of recent activity.

· Task Group is currently planning for a PoC audit in Q1 2014

· Heat Treating
· Marcel Cuperman presented an update on the Heat Treating TG.

· A request was made for MMC acceptance of AMS 2750

· Some concerns from participating OEMs regarding cost and because of smaller lots being batched.  
· The industry can voluntarily accept the standard. 

· However, in order for the FDA to accept, it would need to go through a strict validation process through the federal registry.  We want to avoid this.
· Q: Without acceptance of AMS 2750, how does this affect quality?  A: There is a current lower standard in place that actually looks to AMS 2750.  If suppliers do not embrace a strong common standard, then there will always be quality issues with the product.
· Stryker and DePuy feel that if AMS 2750 is accepted by industry, then supplier quality would be improved.
· MMC agreed to allow the TG SMEs to decide in which direction to go.  

· ACTION: PRI to distribute the FINAL PCBA and HT PoC report outs to MMC (Complete).

· Welding

· Ian Simpson provided an update on the Welding TG

· Requested more OEM support for TG

· ACTION: PRI and DePuy to reach out to Symmetry Medical to consider participation in the TG.

· ACTION: Stryker to ask if any of their suppliers can participate

· ACTION: PRI to include Vance Kyle on the WLD TG list (complete)
· ACTION: 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. (Due: 18Dec13)
· Suggested for MMC to consider the creation of an NDT TG, as NDT is not covered fully in current WLD checklist.
· PCBA may need NDT (e.g. X-ray).  The PCBA TG has already begun discussing this.

· Welding TG also requested some clarification on the base Quality System requirements

· Sterilization
· Mark Aubele presented an update on the Sterilization TG.

· Mark Aubele is concerned that he is not able to enter an OEM’s facility to witness the process.  How will this affect the progress of this TG? 
· ACTION: Stryker to contact Mark Aubele and invite him to witness an audit at their site.  Stryker has a facility in Phoenix. (Complete)
· ACTION: Simon Adam (DePuy) to work on a contact at Sterigenics to allow Mark Aubele to witness an audit
· General

· MMC & Task Group communication/feedback mechanisms

· PRI is planning to schedule a joint MMC and TG meeting to better improve communication between these levels.

· Q: Can we develop a 2014 Meeting Schedule so that it can be posted publicly?

· A: To be addressed in the afternoon session.

· Q: What is our European/Asian approach for 2014?

· Strategy: Connect with non-US based OEMs; non-US Supply bases; Chinese and Indian suppliers

· Goal: Outreach, increase awareness

· Option: Schedule supplier/OEM symposium in Europe – Identify industry forums in Asia and Europe
· Large # of suppliers in China – This would be a huge deal for industry, based on the current large cost 

· All current OEMs are currently global

· Q: Which suppliers will we be auditing next year?

· US Outreach
· ACTION: PRI to coordinate a small MedAccred booth at MD&M West (11-13Feb14)
· ACTION: 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)
· Auditor recruitment

· Supplier lists
· Addressed in the afternoon session
Justin McCabe, R&D Specialist, Performance Review Institute

	10:30
	Break

	10.45
	Program Documents
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· Review industry feedback
· Bekah Gondek provided an overview of the Program Document hierarchy (see embedded PPT)
· IMPD-1 – Industry Managed Program Document

· This Industry Managed Program Document defines the requirements for implementing industry consensus-based accreditation/certification programs.
· Defines PRI responsibilities
· PD 1300
· Attendees reviewed comments made to the document

· We need to better address the oversight concerns that the FDA raised during the 3Dec13 meeting.

· ACTION: PRI to incorporate proposed revisions to PD 1300 with Track Changes and circulate this document with the MMC.  Responses to be requested by January2014 (Due: 20Dec13)
· ACTION: PRI to create a 1-page flow chart/pictorial of all the areas of oversight within PRI. (Due: 20Dec13)
· Roll-out strategy/plan (includes training, etc.)

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

	12:00
	Lunch
Participants are invited to join us for a complimentary lunch

	13:00
	Quality Systems – Next Steps


[image: image5.emf]5.0 Quality  Systems.pptx


· Bekah Gondek reviewed the embedded presentation

· What are the quality systems requirements of the MD industry?

· OEMs and CMs need to be compliant with FDA 21 CFR 820

· US-based suppliers do not need to be compliant with any specific QMS: however, they must meet all of the OEM’s requirements which are confirmed in the audit.  These sometimes go beyond 13485, 9001 and even CFR 820.

· 13485 would be a favorable baseline for most of the MedAccred suppliers, but cannot be enforced across the industry.

· ACTION: 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.  (Due: 20Dec13)
· These questions will feed to the QMS Task Group
· PCBA PoC Audit gaps:  Many of these things are not specific to QMS, but should be addressed in the PCBA checklist.

· Potential FDA concern: MedAccred might not go as “wide” as we go “deep”.  Without a verification of the QMS, we cannot go very wide.

· MMC does not want to deviate from what the Nadcap program does.  
· OEMs place informal weight on a supplier with 13485, but it is not a requirement

· MMC does NOT want to create a new QMS system, but DOES want to do MedAccred

· We cannot provide a MedAccred accreditation to a supplier with a bad QMS

· Suggestion: Each OEM Subscriber will need to recognize each other’s QMS

· Suggestion: Prior to a MedAccred audit, ask each supplier if they have a QMS recognized by a subscribing OEM.  Generic QMS requirements currently fall on OEMs and will continue to be this way.

· Q: What about the small OEMs?  They might not have the resources to provide oversight of an emerging market supplier?

· Q: Is QMS out of scope for a MedAccred Audit?  A: It might be.  MedAccred is focused on the special process only.  
· OEMs might be willing to provide a MedAccred accreditation if a supplier has any kind of valid QMS certificate…ISO 9001 or anything else (Industry would need to agree to a list).   If they have no QMS, then they cannot receive an accreditation without the completion of a QMS audit conducted to audit criteria developed by industry..
· If we do not agree to a baseline QMS, then we have to structure the MedAccred checklists to incorporate more QMS elements.  

· FDA will not have confidence in ISO 9001, but would have confidence in 13485

· Suggested path forwards: 
1) Ask supplier for a general QMS certificate (industry will need to decide on a list).  
2) If supplier does not have a QMS cert, determine if they are approved by any of the subscribing OEMs (assuming that OEMs would recognize each of their QMS audits)  
3) If OEMs do not want to recognize each other’s QMS audits, then PRI will conduct a short QMS audit in conjunction with the applicable critical process audit. (Note: this will require the formation of a QMS Task Group and a QMS checklist)

· ACTION: 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) (Due: 28Feb14)
· Include Paul Mehta from Philips in future discussions on this topic 

· ACTION: 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 (Due: 31Jan14)
Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	14.00
	eAuditNet Update
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· Development
· Jon Steffey provided a high-level overview of eAuditNet (see embedded PPT).

· Bekah Gondek proposed tiered-access to data sharing in eAuditNet for CMs.  Participants agreed with this approach.

· Participants also recognized a need for a NUCAP-like program for OEM Subscribers, who may also be suppliers to each other.  Participants agreed that this would work for the MD industry.  
· Each OEM can choose to share all of their information with the industry (MedAccred) or choose to share only with specific OEMs (i.e. NUCAP-like).  NUCAP program restricts audit data access between OEMs and CMs, when requested.  When participating in the NUCAP program, audit data access must be requested in granted.  This only would apply to an OEM or CM to restrict audit data from other OEMs or CMs that should not have this access. Supplier data is accessible to all OEMs.
· Impact on Contract Manufacturer (CM) model to Validation:
· If there are many downstream consequences, then may need to re-look at the process.

· Q: Should CMs ”vote” on audits or just “see” the audits? A: At this time, it’s been agreed to only let them see the audits.

· Q: Hypothetical: For those CMs with design authority, appropriate clearances (510K or PMAs) and are manufacturers, but do not put anything under their own name.  Where do they fall?  

· A: This would be as an OEM Subscriber.  If they want to participate in the MedAccred program, then they will need to become a subscriber.  

· A: OEMs would be classified as an OEM.  Default to the highest level classification.

· For 2 OEMs at the same level, each OEM declares who can see their data. (NUCAP model)

· NUCAP early warnings go to whichever OEMs were granted access to the audit data.

· ACTION: 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. (Due: 20Dec13)
· Software Validation

· Jon Steffey presented the ongoing enhancements that have been made to eAuditNet over the last 3 years.
· Validation is required based on its impact on quality.  Every time an enhancement is considered, develop a methodology that would evaluate the change to determine its impact on the system.  If there is an impact, then it needs to be validated.  If not, no validation is required. 

· If a separate instance of eAuditNet needs to be created for MedAccred, because of Validation requirements, then the cost of the system will increase significantly.  

· FDA 21 CFR 820.70i – States that you have to validate software impacting the QMS.

· FDA 21 CFR 820.30 – Validate software going into a device  

· Retroactive Validation of eAuditNet may be an option.  It is done all of the time in the MD industry.

· ACTION: 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. (Completed)
· 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

· Consider CFR Part 11 regulations
Jon Steffey, Program Manager Informatics Solutions, Performance Review Institute

	14:30
	Break

	14:45
	2014 Plans and Objectives
Including:
· Dates for 2014 MMC face to face meetings

· Q: Pairing with industry conferences?

· A: Only if PRI or MMC members are presenting at that conference

· MedCon runs from 7:00am – 7:00pm each day, so attendees are very busy.  Attempt to meet on Monday, 5 May.  Depends on whether Steve Silverman will be holding a Case for Quality meeting on 5 May.  Steve Niedelman will bring up for discussion with Martha Philips at 6Dec meeting.
· ACTION: 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. (Complete – see embedded e-mail)
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· ACTION: 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.  (Due: 28Feb14)
· Plan to hold supplier meetings 
· The program may not be mature enough to have a large f2f supplier symposium.  

· ACTION: PRI to develop a canned presentation that can be used to educate suppliers (Due: 31Jan14)
· 2014 Task Group face to face meetings

· Joe Pinto thinks that we should leave it up to the individual Task Groups to decide

· ACTION: Propose to have the MMC and TGs meet face to face together at least 1x in 2014, possibly during the September 2014 MMC meeting. (Due: 31Jul14)
· Strategy for obtaining supplier lists and 2014 audit plans

· Bekah Gondek presented a short list of suppliers for each of the 5 Task Groups.  
· ACTION: 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. (Complete)
· 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.
· ACTION: 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 (Complete)
· Review of 2014 timeline/milestones
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· PRI requires signed Program Agreements ASAP, so that we can get started on developing additional aspects of the program
· ACTION: 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.  (Due:20Dec13)
Bekah Gondek, Manager Nadcap Program Quality and NUCAP, Performance Review Institute

	16:00
	Other Business

· Q: How do we get more industry participation?

· A: Wait and see.  Allow industry to see the early successes of the program and then they will get involved

	16:30
	RAIL Review
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Justin McCabe, R&D Specialist, Performance Review Institute

	16:45
	Closing Remarks 

Joseph Pinto, EVP & COO, Performance Review Institute

	17:00
	Adjourn


           * Please note this agenda may be subject to change
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Industry Managed Program Document (IMPD) - Requirements for all industries





Operating Procedures (OP) - Multiple documents that detail specific requirements around the "day-to-day" operation of the program





Internal Procedures (IP) - Multiple documents that detail the implementation of "day-to-day" operation of the program and the relationships between PRI Staff responsibilities and Industry Member responsibilities.





Program Document (PD) - Unique details for each Industry





MedAccred Internal Procedures

MedAccred Operating Procedures









PD 1300 - MedAccred





































IMPD-1: Industry Managed Program Document

This Industry Managed Program Document defines the requirements for implementing industry consensus-based accreditation/certification programs.

Under these programs a supplier accredited product, process, or service is authorized to use the program’s mark (a mark of conformity) and a certificate to indicate that the accredited product, process, or service is in compliance with applicable standards, audit criteria, and/or specifications. 

Covered within this document and referenced documents are the operations of the Program Management Council (PMC) with its committees and task groups, staff and Industry Managed Program Auditors, procedures for conducting audits, awarding accreditation, and continuing surveillance of suppliers. Supported recognized consensus standards and/or audit criteria define requirements for supplier compliance to program requirements for each individual product, process, or service to be accredited. 
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IMPD-1: Industry Managed Program Document

General Industry Managed Program Description

Organization of an Industry Managed Program

PRI Board of Directors

Program Management Council

Task Groups

Supplier Support Committee

PRI Staff

Industry Managed Program Membership

Documentation

Meetings

Personal Code of Ethics, Conflict of Interest, Anti Trust

Administration and Operation

Mark of Conformity

Publicity by Accreditees  

Confidentiality

Misuse of Accreditation/Certification, Certificate or Mark

Suspension and Withdrawal of Accreditation

Corrective Action
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Microsoft_Excel_Worksheet1.xlsx

Sheet1


			Commenter Name:			Paragraph Number			Existing Verbiage			Proposed Verbiage			Question/Comment


			PRI			3.1			MedAccred (“Program”) is an industry managed, consensus-based, Supplier accreditation program focusing on reducing risk to patient safety, driving consistency, assuring quality products and verifying compliance with requirements as they apply to critical manufacturing processes. 			MedAccred (“Program”) is an industry managed, consensus-based, Supplier accreditation program focusing on reducing risk to patient safety, driving consistency, assuring quality products and verifying compliance with requirements as they apply to critical manufacturing processes in the Medical Device Industry.  			The concern is that the scope, without the reference to MedAccred, does not clarify what industry this applies to.  It appears that the scope if not fully defined.


			PRI			Definitions			Sub-Tier Subscriber: 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. (Also identified as simply “Supplier” within the Program Documentation) 						Need to ensure, however the definition ends up, to include the statement similar to "which is subject to a Subscriber Agreement" or "subject to a Supplier Agreement"


			PRI			5.4.3.7.2			Task Group Chairs shall be selected and confirmed by the MMC Chair in consultation with the MedAccred Program Manager, or designee. These confirmations shall be reflected in the meeting minutes of the MMC.			Task Group Chairs shall be selected by Task Group vote and confirmed by the MMC Chair in consultation with the  MedAccred Program Manager, or designee. These confirmations shall be reflected in the meeting minutes of the MMC.


			PRI			5.4.6			Quorum Requirements (MMC and Task Group)

a. MMC: A minimum of three (3) Subscriber Voting Members.

b. Task Groups: A minimum of three (3) Subscriber Voting Members, or at the Task Group's discretion, this requirement may be raised.
			Quorum Requirements (MMC and Task Group)

a. MMC: A minimum of three (3) Subscriber Voting Members representing three (3) different Subscribers.

b. Task Groups: A minimum of three (3) Subscriber Voting Members representing three (3) differnet Subscribers, or at the Task Group's discretion, this requirement may be raised.



			PRI			10.1			Table 2
			See Sheet 2			Shows when an audit expires when 12 or 18 month accreditation is granted.


			PRI			Appendix D, 1.1			d. to vote;
e. to hold a position as Chair, Vice Chair, Secretary or Voting/Alternate Voting Member.			Recommend Remove			The Program Document outlines the requiremetns for Voting and holding a position and it does not define these roles equally for both Suppliers and Subscribers.   


			PRI			Appendix D, 2.1			A quorum is the number of participants who must be present to transact business.  The purpose of a quorum is to prevent an unrepresentative group from taking action in the name of the organization.			A quorum is the number of required participants who must be present to transact business.  The purpose of a quorum is to prevent an unrepresentative group from taking action in the name of the organization.


			Simon Adam			Overall									PRI responsibilities: I think there should be more content in the document on PRI responsibilities, areas such as developing and maintaining e-audit net, contracting, training and certification of auditors, monitoring auditor performance etc


			Simon Adam			5.2.2.1						 Add responsibility for creating and initiating new task groups???


			Simon Adam			5.3									What is Liason/Specialist, should it be defined?


			Simon Adam			5.4.2.5.5 b									This section talks about product quality.  I think we need some discussion on the difference between product quality and process quality. My thoughts are that MedAccred should be focused on process quality where as the subscribers are responsible for product quality


			Simon Adam			5.4.2.5.5 c									Metrics are key, Who is responsible for generating them. My understanding is PRI have this responsibility and we should call it out


			Simon Adam			9.4.2 c									Similar to previous comment, I think we need some debate on product quality and what MedAccred’s responsibility is v’s subscribers. Audit report reviewers are responsible for identifying potential product impact as you state but should we add that subscribers are responsible for reviewing output of audits and assessing product risk and managing in line with their procedures and regulations


			Simon Adam			12.7									QML: What about adding a section on the QML to outline responsibilities, what it is, how it works etc?


			Simon Adam			9.3.3									I think we should specify a max timeframe after an audit when the report will be made available to subscribers


			Robyn Miller			2.0			Program Management Council (MMC)			MedAccred Management Council (MMC)


			Robyn Miller			5.4.2			Voting Members of the Program Management Council (MMC)			Voting Members of the MedAccred Management Council (MMC)
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1.0 PURPOSE





This Operating Procedure shall govern the operations of the Medical Devices Critical Manufacturing Process Accreditation Program. This document establishes the policies for how the Program shall meet industry requirements. Participants in the Program shall operate in accordance with this procedure and all referenced documents.
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2.0 DEFINITIONS





Audit Criteria (AC): A document that is published by PRI and contains an established set of questions or conditions which are used to assess an organization for accreditation to a set of requirements. The requirements for accreditation in each critical manufacturing process as approved by the Task Groups as defined and published in checklists.





Audit Report Reviewer:	Technical staff who are full-time or part-time employees of PRI or contracted consultants who process and review audits in accordance with Program requirements.





Auditor: An individual (Subject Matter Expert) qualified to carry out an assigned audit in compliance with the applicable standard and responsible for preparing and submitting the audit report to PRI 





Critical Manufacturing Process: Those processes which modify or change the inherent physical, chemical, electrical or metallurgical properties of an item, or non-conventional methods which remove or deposit material on an item during or after fabrication which cannot be fully evaluated by nondestructive means, or those used to maintain process control such as nondestructive testing. These processes may require a demonstration of operator or equipment capability or proficiency and require special controls for monitoring per specification. Means for compliance are contained in individual specifications.



Initial Audit: The first Program audit conducted for a specific critical manufacturing process at a facility.





Liaison/Specialist: Individuals who have specific technical knowledge or work on a daily basis with quality assurance activities or specific products, processes or services for which Suppliers are to be accredited.





Major Nonconformance: The absence of, or systemic breakdown of, the Process Control and/or Quality Management system or; Any non-conformance where the effect impacts or has the potential to impact the integrity of the product.





Minor Nonconformance: Any single system failure or lapse in conformance with the applicable standard or audit criteria where the effect does not impact or have the potential to impact the integrity of the product.





Non-Sustaining Corrective Action: A condition when corrective action fails to prevent reoccurrence of a finding in a subsequent audit due to a common root cause.





Program Document (PD): A document published by PRI defining or establishing requirements, guidelines, or methods of program operation. These documents are published in accordance with the requirements of the individual program. 





Program Management Council (MMC): The Program Management Council is a body composed of senior leaders and managers from industry, responsible for establishing and overseeing the implementation of the policies and procedures of the Program.





Quorum: The minimum number of Subscriber Voting Members required to be present during a meeting, or while taking a vote, to make an action valid.





Reaccreditation Audit:	Any audit of any length conducted after the initial audit to maintain accreditation.





Subscriber: 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.





Supplier: 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.





Sub-Tier Subscriber: 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. (Also identified as simply “Supplier” within the Program Documentation)



Task Group (TG): Each critical manufacturing process audited by the Program has a Task Group, composed of technical experts from industry in that critical manufacturing process and is supported by one or more PRI Staff Engineers. Each Task Group is responsible for determining the technical requirements as expressed in Audit Criteria, approval of Auditors, and providing oversight for the corrective action review and accreditation decisions.







3.0 PROGRAM SCOPE





3.1 MedAccred (“Program”) is an industry managed, consensus-based, Supplier accreditation program focusing on reducing risk to patient safety, driving consistency, assuring quality products and verifying compliance with requirements as they apply to critical manufacturing processes.  





3.2 The Program is administered by the Performance Review Institute (PRI) for the benefit of the general public, industry, and government.  The requirements for the operation of the Program are defined herein and also in documents referenced herein, and shall be made available to interested parties by PRI. 





4.0 CRITICAL MANUFACTURING PROCESS ACCREDITATIONS





4.1 The Program offers the Critical Manufacturing Process Accreditations shown in Table 1. The governing requirements documents are published as Audit Criteria (AC).





	Table 1





			Critical Manufacturing Process (Commodity)


			Abbreviation





			Electronic Circuits	Comment by Rebekah Braun: Recommended name for what is currently being referred to as the PCBA Task Group.  


			EC





			Cable and Harness


			CH





			Heat Treating


			HT





			Sterilization


			STN





			Welding


			WLD











Note: Revisions to Table 1 shall be handled as administrative 





5.0 PARTICIPATION: 





5.1 Program participation is strictly voluntary and encouraged. 





5.2 Individuals participate at two levels: Task Group and the MedAccred Management Council 





5.2.1 Task Group 





a. Where audit criteria are developed and the accreditation process is maintained. The target participants at the Task Group level are quality and engineering technical personnel.





5.2.1.1 Task Groups have specific responsibilities as follows:





a. Accreditation Process - Oversee the accreditation process including the final decision to accredit the Supplier.





b. Auditor Approval and Training - Review candidates and make contracting and training recommendations.





c. Audit Criteria Development - Prepare, maintain, and approve audit criteria, with PRI support.





d. Metrics - Develop and maintain metrics to measure the health of the Task Group activities and the Suppliers of the Task Group.





e. Continuous Improvement - Continually identify, develop and encourage improvement to the processes of the Program internally, as approved by the Task Group and/or as directed by the MMC.





5.2.1.2 Each Task Group shall operate in accordance with this Program Document and all other referenced, applicable documents. Each Task Group may also provide additional operational guidance and define methods for compliance with policies and procedures in Task Group specific appendixes.





5.2.2 MedAccred Management Council (MMC) 





a. Where policy and procedural decisions are made for the operation of the Program, Task Group coordination and development occurs, and oversight of the accreditation process is accomplished.





5.2.2.1 The MedAccred Management Council has specific responsibility for the following:





a. Oversight - Oversee the operation of Program from a customer perspective and verify that Program is achieving its objectives.





b. Self-Governance - Appoint committees, as necessary, to monitor Program operations.





c. Policy and Procedures - Establish and implement policy and procedures for the Program process.





d. Task Group Coordination & Development – Drive Standardization of Task Group activities to reduce variability.





e. Appeals - Rectify appeals of unresolved issues concerning accreditation.





f. Continuous Improvement - Continually identify, develop and deploy improvement to the processes of Program.





g. Supplier Involvement – support activities designed to provide suppliers appropriate input into Program operations.





5.3 Program participants are categorized as Subscriber, Sub-Tier Subscriber, Supplier or Liaison/Specialist. Issues pertaining to Supplier accreditation decisions are limited to Subscriber members only.  (For Program Participant duties, see Appendix A.)





Subscriber:	Subscribers shall be granted Subscriber Voting/Alternate Voting Membership on the Task Group to which they subscribe in addition to the MMC;





Subscriber shall have access to audit results of all Suppliers participating in the Program.  This may include Sub-Tier Subscribers. 





Sub-Tier Subscriber: 	Sub-Tier Subscribers may be granted Supplier Voting/Alternate Voting Membership in Task Groups.	Comment by Rebekah Braun: Further discussion is required to better understand what a Sub-Tier Subscriber may “look like” to completely understand the appropriate Program participation and data restrictions for this type of participant.  





	Sub-Tier Subscribers shall:


	- be identified in the Program as a Supplier


	- have the ability to request access to audit results of those Suppliers who they utilize.	Comment by Rebekah Braun: eAuditNet will control this process.  The Supplier Subscriber will send a request to another Supplier who is participating in MedAccred.  This Supplier would then need to approve the Supplier Subscriber before they could access any audit information.  





Supplier: 	Suppliers may be granted Supplier Voting/Alternate Voting Membership in Task Groups.


	


	Suppliers shall:


	- participate in the program by furnishing technical information and expertise, attending meetings, answering questionnaires and assisting in the development of audit criteria.





Liaison/Specialist:	A Liaison/Specialist shall not have Voting Membership. 





	Liaison/Specialists may participate in the program by furnishing technical information and expertise.





5.4 Voting/Alternate Voting Members, Officers and Participation:





5.4.1 Companies/agencies participating in the Program may identify individuals, who are to be named Voting Members, to represent their company/agency at various levels within the Program.





5.4.1.1 Alternate Voting Member(s) may also be identified.  Alternate Voting Members represent the company/agency on behalf of the Voting Member. This may be due to the absence of the Voting Member, inability of the Voting Member to participate, or by request of the Voting Member.





5.4.2 Voting Members of the Program Management Council (MMC)





5.4.2.1 Each Subscriber to the Program shall have one Subscriber Voting Member on the MMC.  Subscribers with multiple participants (Voting Member plus one or more Alternate Voting Members) shall have only one vote.  





5.4.2.2 All MMC Voting Members/Alternate Voting Members shall be confirmed by the MMC Chair, and their voting membership shall be noted in the MMC meeting minutes.  The Chair is assisted by the MedAccred Program Manager, or designee, in confirmations. Confirmations and resignations from the MMC shall be noted in MMC meeting minutes.  





5.4.2.3 Alternate Voting members cannot be confirmed prior to the confirmation of the Voting Member. 





5.4.2.4 Each Task Group may have one confirmed Supplier Voting Member with full voting privileges, except on matters pertaining to Supplier accreditation, to represent the Task Group at the MMC.  (see Appendix C – Supplier Support Committee)





5.4.2.5 MMC Officers





5.4.2.5.1 A MMC Chair and Vice Chair shall be identified.  The Vice Chair may represent the Program on behalf of the Chair.  This may be due to the absence of the Chair, inability of the Chair to participate, or by request of the Chair.


  


5.4.2.5.2 The MMC Chair shall be confirmed and/or reconfirmed annually by the Governing Board. For additional duties of Chairpersons, see Appendix B.  





5.4.2.5.3 The Vice-Chair of the MMC shall be confirmed by the Chair in consultation with the MedAccred Program Manager, or designee. This confirmation shall be reflected in the MMC meeting minutes





5.4.2.5.4 The MedAccred Program Manager, or designee, shall serve as Secretary to MMC, but shall have no vote. The MMC Secretary is responsible for the MMC meetings, minutes, and the day-to-day operation of Program. 





5.4.2.5.5 The MMC may establish Committees to best manage the program.  Committees of the MMC may include:





a. Ethics and Appeals Committee:  Only MMC Voting/Alternate Voting Members may participate in this committee.  Other persons may be invited at the discretion of the MMC Chair.  Supplier Voting/Alternate Voting Members may not participate in the Ethics and Appeals Committee when the issues identified pertain to accreditation.  The Ethics and Appeals Committee shall validate the effectiveness of the Ethics and Appeals Process (section 14.0) through standardization of the process and promoting awareness of issues raised from Suppliers and Subscribers. This committee shall also facilitate the Ethics and Appeals Process to ensure that individuals are available to review the issues and that a variety of individuals participate to assure there is a broad representation.  





b. Oversight Committee:  Only MMC Subscriber Voting/Alternate Voting Members may participate in this committee.  Other persons may be invited at the discretion of the MMC Chair.  The Oversight Committee shall be convened to provide oversight of the accreditation process in accordance with the requirements contained herein. This committee shall oversee operation of the Program from a customer perspective, and verify that the Program is achieving its objectives relative to product quality. Through oversight of Task Group operations, they shall ensure uniformity of Task Group decisions and consistency in rulings between Task Groups of different commodities. 





c. Metrics Committee:  Only MMC Voting/Alternate Voting Members may participate in this committee.  Other persons may be invited at the discretion of the MMC Chair.  The Metrics Committee shall periodically review Program Operational Performance Metrics. This committee shall establish measurable goals that are consistent with the expectations of the MMC and the Governing Body, review progress against the goals, help develop recovery plans as well as strategic improvements to meet the goals and make recommendations to MMC for implementation of recovery plans and strategic actions.





d. Standardization Committee:  Only MMC Voting/Alternate Voting Members may participate in this committee.  Other persons may be invited at the discretion of the MMC Chair.  This Committee shall monitor and review Task Group operations by determining how each Task Group operates, comparing and understanding operational differences, assessing best practices, driving operation standardization where needed, and making recommendations to Task Groups and MMC for implementation of plans and strategic actions.





5.4.3 Task Groups





5.4.3.1 [bookmark: _GoBack]Each company/agency (Supplier or Subscriber) participating in the Program may be represented on a Task Group by only one Voting Member.  Multiple Alternate Voting Members may be identified for a single company/agency.  Companies/agencies with multiple participants (Voting Member plus one or more Alternate Voting Members) shall have only one vote.  	Comment by Rebekah Braun: Do we need to qualify those members that participate in the Task Group before they can have voting membership in a Task Group?





5.4.3.2 Before being considered to be a Task Group Voting Member or Alternate Voting Member, Subscribers and Suppliers must attend a minimum of two (2) Task Group meetings. 





5.4.3.3 Voting Members and Alternate Voting Members of Task Groups are confirmed by the Task Group Chair in consultation with the PRI Staff Engineer. Individual members will be confirmed by acceptance by a majority of existing Task Group Voting Members, and confirmations shall be reflected in the Task Group meeting minutes.





5.4.3.4 Alternate Voting members cannot be confirmed prior to the confirmation of the Voting Member. 





5.4.3.5 Suppliers are granted a vote in Task Groups on Task Group audit criteria documents, issues not related to accreditation decisions and, at the Task Group's discretion, on Auditor staffing decisions.





5.4.3.6 Subscriber only votes may be called at the discretion of the Chair.





5.4.3.7 Task Group Officers





5.4.3.7.1 A Task Group Chair and Vice Chair shall be identified.  The Vice Chair may represent the Task Group on behalf of the Chair.  This may be due to the absence of the Chair, inability of the Chair to participate, or by request of the Chair.





5.4.3.7.2 Task Group Chairs shall be selected and confirmed by the MMC Chair in consultation with the MedAccred Program Manager, or designee. These confirmations shall be reflected in the meeting minutes of the MMC.





5.4.3.7.3 Vice-Chairs and Secretaries shall be confirmed by the Task Group Chair in consultation with the applicable Task Group Staff Engineer. These confirmations shall be reflected in the Task Group meeting minutes.





5.4.4 Proxy (MMC and Task Group)





5.4.4.1 If the Voting Member or Alternate Voting Member is not used for formal voting purposes, an alternate designation may be made by written proxy.  





5.4.4.1.1 Subscriber Voting Members of the MMC may only give proxy to another person from the same Subscriber or to another MMC Subscriber Voting/Alternate Voting Member.





5.4.4.1.2 Supplier Voting Members of the MMC who represent a Task Group may only give proxy to another Supplier Voting /Alternate Voting Member from the Task Group that they represent.





5.4.4.1.3 Subscriber Voting Members of a Task Group may only give proxy to another Subscriber Voting/Alternate Voting Member of the same Task Group.





5.4.4.1.4 Supplier Voting Members of a Task Group may only give proxy to a Voting/Alternate Voting Member (Subscriber or Supplier) of the same Task Group.





5.4.5 Maintaining Voting Membership (MMC and Task Group)





5.4.5.1 To maintain Voting Member privileges, the following criteria shall be met unless the MMC Chair or Task Group Chair determines that other circumstances warrant retention:





a. Voting Member shall not be absent without approved alternate representation (i.e. Alternate Voting Member or written proxy) from three consecutive regular MMC/Task Group meetings.	Comment by Rebekah Braun: Additional requirements will be added in the future, once program matures.  For example, “Voting Member, or approved alternate representation (i.e. Alternate Voting Member or written proxy), shall not miss a vote on 2 consecutive letter ballots. A waive shall count as a vote. When multiple letter ballots are issued on the same date, to the same audience, this will count as one ballot towards maintaining voting membership.“





5.4.6 Quorum Requirements (MMC and Task Group)





a. MMC: A minimum of three (3) Subscriber Voting Members.





b. Task Groups: A minimum of three (3) Subscriber Voting Members, or at the Task Group's discretion, this requirement may be raised.





6.0 MEETINGS (MMC AND TASK GROUP)





6.1 Program activities require the active participation of a broad spectrum of volunteer participants and Voting/Alternate Voting Members. The preparation of consensus audit criteria must be public and open to any interested participant. 





6.2 The confidential nature of the accreditation process also requires that some meetings be limited to only those Subscribers responsible and liable for their products. Therefore, it is necessary that the Program conducts both Open and Closed meetings (as defined below).  Unless there is a compelling reason to conduct a Closed meeting, all meetings should be Open. 





6.3 Program meetings are held as decided by the MMC Chair. Meeting announcements shall be sent to all participants in sufficient time to arrange attendance. 





6.4 Program meetings shall include a review of the PRI Antitrust Policy and the Program Code of Ethics and Conflict of Interest at each meeting to reinforce awareness and compliance.





6.5 Open Meetings:





6.5.1 Open meetings may be attended by all Voting/Alternate Voting Members of Program or any interested party.





6.5.2 All meetings discussing Program audit criteria shall be Open. On occasion, the Chair may call for a Closed meeting and the reason shall be stated in the meeting minutes.





6.5.3 All meetings discussing Program policies, procedures, or operations shall be Open.





6.6 Closed Meetings:





6.6.1 Closed meetings may only be attended by Subscribers. At the invitation of the Chair; Liaison/Specialist, Suppliers or observers may attend Closed meetings in an advisory capacity.





6.6.2 Due to the proprietary nature of the audit review process, all meetings where audit reports are reviewed or accreditation status is discussed shall be Closed meetings.





6.7 Ad Hoc Meetings:





6.7.1 Ad Hoc meetings may be called at the discretion of the Chair. These meetings will be called to address specific issues as deemed necessary by the Chair. The nature of these meetings will determine whether they are Open or Closed.





6.8 Voting at Meetings





6.8.1 Votes at meetings will generally be by a voice vote or a raise of hands. Ordinarily, the votes of all those present at meetings will be counted when voice voting. However, if in the judgment of the Chair the objectives of Program would be better served, the vote may be restricted to only Voting Members or to only Subscribers. If the Chair deems it necessary or beneficial when discussing sensitive issues, a roll call of Voting Members or Subscribers may be taken. 





6.8.2 Voice votes may also be used to approve Audit Criteria and other operating documents provided the document was circulated to all members at least two weeks prior to the meeting. 





6.8.3 Normal business votes require no less than a simple majority of votes cast to be approved.  Audit Criteria and other operating documents require 75% of the votes cast to be approved.  





6.8.4 Votes taken during meetings shall be detailed in the minutes of the meeting.





6.9 Minutes of Meetings:





6.9.1 Minutes of all meetings shall be issued within 8 weeks of the last day of the meeting. The applicable Task Group and MMC meeting minutes shall be made available to all participants of Program.





7.0 DOCUMENT CONTROL





7.1 Program controlled documents shall be issued and revised in a controlled manner, maintaining revision control, identification of changes, and a document balloting process to assure all technical changes are adequately reviewed and approved by the appropriate Program Voting Members, if applicable, and all comments are addressed prior to issuance.





8.0 OVERSIGHT OF THE ACCREDITATION PROCESS





8.1 The MMC shall be responsible for the oversight of the accreditation process with consideration of the following elements:





a. Review of any applicable procedures and the implementation thereof and compliance thereto.





b. Effectiveness of the PRI Internal Audit program per PRI “Continual Improvement Process”.





c. Prior survey activity results.





d. Analysis of Supplier Feedback of Auditors.





e. Analysis of Task Group meeting feedback.





f. Alignment of Audit Reviewer dispositions on NCR review with TG expectations.





8.2 Audit Observations





8.2.1 Subscribers are encouraged to observe audits.  The purpose of the observation of audits is to observe the audit and auditor process with the intent of identification of potential improvements to the audit process. The selected Supplier may refuse the request of a Subscriber to observe their audit with appropriate justification.  At no time should the observer attempt to independently assess the Supplier or their processes.  The Auditor is solely responsible for conducting the audit.  Audit Observers shall be limited to current Subscribers, unless otherwise approved by MMC.   Reasonable accommodations shall be made for the Audit Observer; however, under no circumstances shall the Audit Observer interfere with the audit.  Feedback from the observation should be directed to the applicable Task Group for the purposes of continual improvement.





9.0 PROGRAM ACCREDITATION PROCESS





9.1 Application for Accreditation (Auditee)





9.1.1 A Supplier desiring accreditation shall register in eAuditNet.





9.1.2 Suppliers are able to schedule their audit in eAuditNet. The Supplier shall have access (in eAuditNet) to a copy of all pertinent program documentation including a copy of the Audit Criteria for the particular commodity to be accredited and additional preparatory instructions.





9.2 Audit Process (Auditor)





9.2.1 The Auditor shall conduct the audit in accordance with the audit criteria.





9.3 Documenting Audit Results and Submitting for Review (Auditor)





9.3.1 The Auditor shall complete the audit report and document NCRs in eAuditNet. Upon submittal of the audit report from the Auditor, the responsible Audit Report Reviewer and Supplier Audit Contact shall be notified of this submittal via eAuditNet.





9.3.2 During the exit interview, the Auditor shall provide the auditee with a draft written or electronic document detailing all Nonconformances (NCRs). The Auditor shall discuss all NCRs with Supplier management to ensure complete understanding of any NCRs.





9.3.3 Within three (3) working days of the exit interview for the audit or series of conjoined audits, the auditor shall post the audit results to eAuditNet. Conditions accepting extenuating causes for late submittal shall be documented. 





9.4 Audit Report Review (Audit Report Reviewer)





9.4.1 Audit reports shall be reviewed by the Audit Report Reviewer.  Audit Report Reviewers shall be assigned by PRI based on their background, knowledge, experience, and/or training related to the scope of their responsibilities. Audit Report Reviewers are Technical Staff who are full-time or part-time employees of PRI or contracted consultants. 





9.4.2 Audit Report Reviewers shall review the electronic audit report for completeness and adequacy by:





a. Identifying any unanswered items or explanations, as required by the individual Task Groups.





b. Assuring technical accuracy and consistency.





c. Reviewing for potential product impact.





d. Reviewing for possible failure triggers.





e. Assuring adequacy of Supplier corrective action responses once they are submitted.





f. Conducting and documenting Auditor performance evaluations.





g. If applicable, verifying that the scope verification has been accomplished by the Auditor.





9.5 Corrective Action Responses/Submittal of Objective Evidence (Auditee)





9.5.1 The Supplier shall notify the applicable Audit Report Reviewer, in writing, of any disagreements/concern with the NCRs identified by the Auditor before initial Supplier response to the applicable NCRs.





9.5.2 When there are no NCRs assigned to an audit, the Supplier is required to complete the Supplier Feedback Survey in eAuditNet and submit for review within three (3) business days from the date of electronic audit submittal by the Auditor. eAuditNet will notify the Supplier when the response is past due.





9.5.3 When there are a number of NCRs assigned to an audit, the Supplier is required to submit responses to all NCRs in eAuditNet within fourteen (14) calendar days of the audit results being posted in eAuditNet. If a second round of response is required by the Audit Report Reviewer or Task Group, the Supplier will have fourteen (14) additional calendar days to respond. If subsequent rounds of responses are required by the Audit Report Reviewer or Task Group, the Supplier will have seven (7) calendar days to respond. No extensions shall be granted for response due dates.





9.5.4 Suppliers shall submit objective evidence of implementation, as a file attachment, for all corrective actions. For evidence that cannot be attached to the Audit, such as Export Controlled / Proprietary data, this shall be submitted as directed by the Audit Report Reviewer and a note entered that the evidence has been submitted outside of eAuditNet.





9.5.5 Receipt of Supplier's corrective action responses shall be acknowledged by eAuditNet e-mail notification to the responsible PRI Staff.





9.5.6 eAuditNet shall track the number of cumulative late days when the Supplier is past due for the required audit response per the established due date. When an audit has accumulated ten (10) days of Supplier Cumulative Delinquency, eAuditNet will send an email to the Supplier audit contact and to that commodity’s Subscriber Voting Members. A second email reminder will be sent to the same parties at twenty (20) days of Supplier Cumulative Delinquency.





9.5.7 After thirty (30) days of Supplier Cumulative Delinquency, the audit shall be considered for Failure (see section 11, below).





9.5.8 Supplier Cumulative Delinquency may also affect consideration for Supplier Merit (see section 10.7, below).





9.6 NCR Review (Audit Report Reviewer)





9.6.1 Upon submittal for review, the Audit Report Reviewer shall review the audit package and disposition the response within fourteen (14) calendar days of the receipt of the response. Suppliers shall be notified via eAuditNet if additional responses are required.





9.6.2 Audit Report Reviewers shall be responsible to follow-up with the Supplier, as necessary, to obtain resolution for all reported NCRs or items which require clarification. 





9.6.3 NCRs may be voided by the Audit Report Reviewer or the Task Group. A NCR is voided when it is determined that the NCR was issued in error. This “voided” status is identified in eAuditNet and shall have an explanation as to the reasoning for voiding.





9.6.4 Audit Report Reviewers may make recommendations to the Task Group for a Verification of Corrective Action (VCA) audit and/or other applicable actions prior to the issuance of accreditation. (Task Group concurrence via quorum shall be obtained.)





9.6.5 A VCA audit is a supplemental audit to verify that corrective actions have been implemented for a limited number of findings on an audit under review as identified by the Task Group and/or Audit Report Reviewer. The VCA audit shall reference the related audit under review and accreditation shall be withheld until the VCA audit is closed.





9.6.6 Reasonable actions shall be taken to schedule, conduct and close the VCA audit as soon as possible.





9.7 Audit Failure may be enforced at any time during the audit review process (see Section 11).





9.8 Audit Closure (Task Group)





9.8.1 Once all NCRs are resolved by the Audit Report Reviewer, the completed electronic audit report shall be submitted to the appropriate Task Group for review in eAuditNet. 





9.8.2 The audit report shall remain in Task Group Review for a minimum of (7) calendar days.  





9.8.3 All comments pertaining to supplier accreditation made within an audit package (Task Group Discussion, Audit Ballot Screen, Notes, Forum, etc.) will have documented acknowledgement, and where necessary, evidence of action or resolution will be attached in eAuditNet.





9.8.4 Items requiring Task Group resolution must be resolved by the Task Group prior to closure of the audit.





9.8.5 Closure of all NCRs shall be documented prior to the Task Group issuing the accreditation.





9.9 Granting Accreditation (PRI Staff)





9.9.1 Accreditation shall be granted in accordance with section 10, below.





9.10 Program Accreditation is granted by the MMC, although they delegate authority for the accreditation decision to the Task Groups. 





9.10.1 Within five (5) working days of the accreditation decision, PRI staff shall prepare a certificate and letter of accreditation and send it to the supplier, and PRI shall include the supplier’s accreditation in the Accredited Manufacturers List in eAuditNet.





10.0 PROGRAM ACCREDITATION TERMS





10.1 A Supplier's term of accreditation begins on the first business day following Task Group approval of the final audit report, and continues according to the following schedule:



Table 2





			Audit Start Date falls within:


			Accreditation Continues Through:





			Dec-Jan-Feb


			30 April of following year 
(subsequent calendar year for audits begun in Dec)





			Mar-Apr-May


			31 July of following year





			Jun-Jul-Aug


			31 October of following year





			Sep-Oct-Nov


			31 January of year
following subsequent calendar year














10.2 The requirements of the Audit Criteria to which an accreditation is granted shall apply throughout the term of accreditation. 



10.3 Accreditation extensions may be granted up to a maximum of three months beyond the date of expiration of current certification by the applicable Staff Engineer. Extensions beyond three months may only be granted when approved by the applicable Task Group.





10.4 Reasons for accreditation extension may include, but are not limited to:





a. Aligning the audit schedule to allow for multiple audits to be conducted at the same time.





b. Unusual circumstances which caused temporary postponement of an audit or delay in responses (i.e., natural disaster, personnel emergencies, death, relocation of a facility, etc.).





c. Audit scheduling issues that are not initiated by the Supplier.





d. Allow time for closure of open nonconformances by responsive Supplier.





e. Allow time for Task Group ballot closure.





10.5 PRI Staff is responsible for revising the expiration date in eAuditNet.





10.6 Accreditation extension authorization will be forwarded by eAuditNet to the Supplier, Scheduling Staff and applicable Task Group Subscriber Voting Members.





10.7 Supplier Merit





10.7.1 The Audit Report Reviewer shall submit a recommendation for merit in eAuditNet in accordance with Supplier Merit Program as defined herein (see section 10.7).





10.7.2 A Supplier Merit Program awards reduced scope and/or extended frequency audits to Suppliers complying with the requirements specified below:



10.7.3 Initial audits shall have an accreditation period per Table 2 above. The first reaccreditation audit shall have an accreditation period of twelve (12) months from the previous expiration. Subsequent reaccreditation audit accreditations shall be either 12 or 18 months based on the Supplier’s ability to meet the eligibility criteria for merit.





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





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





10.7.6 Suppliers shall be eligible for Merit if they have met the following criteria:





				Comment by Rebekah Braun: It is recommended that for a new program, 24 month merit should not be implemented until after the Program has matured.  This decision is up for discussion at the MMC.


			18-Month Criteria


			24-Month Criteria





			Number of audits


			2nd Reaccred Audit


			2 Consecutive accreditations of at least 18-months





			No Non-Sustaining Corrective Action


			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 (Special Process Escapes) or Type P/C Supplier Advisories	Comment by Rebekah Braun: Need to apply terminology that is applicable to the medical device industry.  Possibly “recall”?


			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 more than 50% of major NCRs and 60% of total NCRs per failure threshold


			No Major NCRs





			Other


			Any justifiable reason identified by Task Group


			Any justifiable reason identified by Task Group











11.0 SUPPLIER ADVISORY





11.1 A Supplier Advisory is a notification process for Subscribers, used to notify them of issues of conformance of products, services, or quality systems of Suppliers. 





11.1.1 Subscribers shall be responsible for reviewing Supplier Advisories for impact to their respective products.





11.2 When an issue affecting delivered product/service is discovered during an audit, the auditor must notify the Staff Engineer.  





11.2.1 The supplier is responsible to directly notify their customers.





11.3 Supplier Advisories shall be documented in eAuditNet as Type P (Potential Product Impact), C (Confirmed Product Impact) or F (Failed Audit).





11.3.1 Type C Advisory - Confirmed Product Impact





11.3.1.1 A product alert, used to report a discrepancy which impacts delivered product function or safety.





11.3.2 Type F Advisory - Audit Failure





11.3.2.1 An advisory used to report an audit failure based on the criteria identified in Section 13.0.





11.3.3 Type P Advisory - Potential Product Impact





11.3.3.1 An advisory used to report a product, process or quality system discrepancy which potentially impacts the performance of a product or service.





11.4 The Supplier associated with the Supplier Advisory, MMC Subscriber Voting Members, the applicable Task Group Subscriber Voting Members and applicable PRI Staff shall be forwarded an e-mail notification when a MedAccred Supplier Advisory is issued.





11.5 A Supplier Advisory may result in suspension or withdrawal of accreditation at the discretion of the applicable Task Group.





11.6 Issuing Supplier Advisory – Discovered as the result of a MedAccred Audit





11.6.1 During the audit report review process, the Audit Report Reviewer shall review the audit for any potential issues warranting Supplier Advisories.





11.6.2 Potential Product Impact and/or Confirmed Product Impact conditions shall have concurrence with the Task Group Chair, Vice Chair, or designee prior to issuance of a Supplier Advisory. Evidence of concurrence shall be documented in the audit report package or Supplier Advisory.





11.7 Issuing Supplier Advisory – Discovered outside of a MedAccred Audit





11.7.1 When a Subscriber determines that a Supplier Activity may adversely affect any product or process that the Supplier provides for any Subscriber participating in the Program, the Subscriber may notify PRI.





11.7.2 Upon notification of a significant Potential Product Impact and/or Confirmed Product Impact conditions from a Subscriber or Supplier, PRI Staff shall review the information and obtain concurrence with the Task Group Chair, Vice Chair, or designee to issue a Type P or Type C Supplier Advisory. Evidence of concurrence shall be documented in the Supplier Advisory.





12.0 SUSPENSION OR WITHDRAWAL OF ACCREDITATION





12.1 The applicable Task Group may suspend or withdraw accreditation based on the evaluation of the significance/seriousness of an issue and/or the lack of an effective and/or timely response. 





12.2 Suspension of Accreditation:





12.2.1 Accreditation is suspended until the reason for the suspension has been adequately addressed by the Supplier. Suspension of Accreditation can last a maximum of 90 days unless otherwise approved by the Task Group Chair, Vice Chair or designee. If the reason for the suspension is not adequately addressed by the Supplier, proceed to Withdraw Accreditation.





12.2.2 Suspension of Accreditation can be imposed for the following reasons:





a. A nonconformance to the accreditation requirements or an issue which could affect processing that is judged by the Task Group to be sufficient to warrant suspension





b. Misuse of the accreditation certificate or mark of conformity that is not suitably retracted and corrected with measures instituted to prevent recurrence





c. Not capable of meeting requirements of accreditation (such as fire, loss of equipment, etc.)





d. Non-payment of fees





e. Any other violation of the procedures of the Program.





12.3 Withdrawal of Accreditation:





12.3.1 Accreditation is withdrawn until the Supplier re-enters the Program. Suppliers who have had their accreditation withdrawn must wait a minimum of three (3) months from the date the accreditation was withdrawn before another audit will be conducted. 





12.3.2 Withdrawal of Accreditation can be imposed for the following reasons:





a. By written request of the Supplier





b. A nonconformance to the accreditation requirements or an issue which could affect processing that is judged by the Task Group sufficiently serious to warrant withdrawal





c. Not capable of meeting requirements of accreditation (such as fire, loss of equipment, etc.)





d. Corrective action taken for restoration of suspended accreditation is insufficient





e. Failure of an audit 





f. Any violation of Supplier’s agreement, including non-payment of fees.





12.4 For suspension or withdrawal of accreditation for a Supplier not being capable of meeting requirements of accreditation, only Task Group Chair, Vice Chair or designee approval is required.





12.5 For suspension or withdrawal of accreditation due to non-payment of fees or other violations of the Supplier’s agreement, no Task Group approval is required.





12.6 When accreditation is suspended or withdrawn, the Supplier shall be informed of the accreditation status.





12.7 The Supplier is to be removed from the Qualified Manufacturers Listing (QML) upon accreditation suspension or withdrawal.





13.0 PROGRAM AUDIT FAILURE 



13.1 An audit may be failed for any number of reasons including but not limited to; severity of Nonconformances (NCRs), number of NCRs, any violation of Supplier agreement, failure to pay prescribed fees, etc.  Failure is when Task Group has stopped the audit review because the supplier did not meet Program requirements, as defined below.  



13.2 Modes of Failure





13.2.1 Audit Failure  Mode “A” – Supplier Stops Audit or The Accreditation Process:


	Comment by Rebekah Braun: During Program Document Sub-Team Review, this Failure Mode was questioned.  Further discussion at MMC is needed to determine if this Failure Mode should be used for MedAccred.   Team also recommended allowing a Supplier to stop an audit but not identify it as a “Failure”.  This process would need to be defined in adopted. 


Audit Failure in this case may take place when the supplier, either by choice or by failure to meet the terms of the Supplier Agreement, stops an audit that is in progress; that has just been completed; or, is in the accreditation process.  





13.2.2 Audit Failure Mode “B” – Excessive Number of NCRs (Non-conformance Report):  





Audit Failure may take place when the supplier has more Major or Total NCRs per audit day than the Task Group determines permissible. Each Task Group shall determine the number of NCRs allowed per auditor day.  Task Groups are requested to define this failure criteria, once a statistically valid number of audits (e.g. 32 audits) have been conducted or at the second anniversary of their checklist publication.  Review and evaluation for revisions to this criteria shall be completed every 12 months.  





Establishment of or changes to Mode B Failure Criteria require Task Group approval prior to incorporation into this procedure but do not require balloting to MedAccred Management Council. (Task Group approval may be by voice vote at a regularly scheduled meeting as evidenced by the meeting minutes)





13.2.3 Audit Failure Mode “C” – Severity of NCRs:  





Audit Failure in this case may take place when the supplier has issues severe enough to warrant failure.   Issues that could be considered for Mode C are:





a. Potential or actual product impact


b. Gross systems breakdown


c. Lack of management control


d. Falsification of documents


e. Others issues severe enough to warrant failure





13.2.4 Audit Failure Mode “D” – Too Many Review Cycles to Complete:  


Audit Failure in this case may take place when the supplier exceeds six (6) review cycles. The Audit Reviewer and Task Group Chair must concur regarding responsibility for excessive cycles and that audit failure is warranted.  





13.2.5 Audit Failure Mode “E” – Non-Responsiveness by Supplier:  


Audit Failure in this case may take place when the supplier is non-responsive as identified below:





a. After thirty (30) days of Supplier Cumulative Delinquency (see above)





13.3 Failure Process





13.3.1 Actions by PRI:





a. Stop the Audit review process by submitting the audit for Task Group Review.





b. Task Group Subscriber Voting Members are notified via audit failure ballot in eAuditNet.  





c. The Task Group Subscriber Voting Members have 7 days to review the NCRs and vote on audit failure. The decision to Fail or Not Fail is determined by a 2/3 majority of responding Task Group Subscriber Voting Members.  A quorum must be established. 





i. If the Task Group Subscriber Voting Members do NOT vote to fail, the audit review process continues.





ii. If the Task Group Subscriber Voting Members vote to fail, the audit is classified as “Failed”, any current accreditation for the commodity is withdrawn (unless otherwise approved by the Task Group Subscriber Voting Members), and a Type F Supplier Advisory is issued. (See Section 11.0).





d. Formal notification is provided to the Supplier via eAuditNet detailing the requirements for re-entry into the Program.





13.4 After an Audit has been identified as Failed, the accreditation process has stopped and the supplier must comply with the re-entry conditions to be readmitted into the Program.  





13.5 Supplier Requirements for re-entry into the Program:





a. Must wait a minimum of 3 months, from the date of failure classification, before another audit will be conducted. At such time, it will be considered an Initial audit.





b. Demonstrate corrective actions to the auditor on site at the time of the new audit.





14.0 PROGRAM ETHICS AND APPEALS PROCESS





14.1.1 Should the Supplier not agree with the accreditation decision of the Task Group (this includes granting or not granting Merit and/or audit failure), the Supplier shall, within ten (10) calendar days after receipt of the Task Group decision, submit written notification and a statement of the reasons to the PRI staff. The PRI Staff shall attempt to resolve the disagreement, assisted by the Task Group Chair, which may result in the withdrawal of the appeal. If the issue cannot be resolved, the Task Group shall review the appeal and notify the Supplier of the decision within twenty one (21) calendar days from the date of receipt of the appeal. The Supplier may participate in a discussion with the Task Group at the discretion of the Supplier. The Supplier shall not be present when a decision is being made. 





14.1.2 When the Task Group appeal decision is received and is still unresolved, the Supplier may submit a new appeal with reference to the Task Group Appeal within ten (10) calendar days to the MMC and PRI Staff.  The ruling of the MMC shall be final.   





15.0 DOCUMENT REVISION HISTORY





			Effective Date


			Summary





			


			Initial Version.












APPENDIX A





DUTIES OF PROGRAM PARTICIPANTS





1. Be a Subject Matter Expert on one or more critical manufacturing process technologies. 





2. Attend meetings and contribute to further the interests of the Program





3. Reply to surveys, questionnaires, document ballots that are circulated.





4. Ensure participation in sponsorship and coordination of individual projects as assigned.





5. Ensure that the highest quality standards are maintained for the benefit of industry, government and the general public.





6. Ensure that all government and individual Subscriber requirements are met.





7. Be ethical and consistent.





8. Program participants are required to comply with the PRI Antitrust Policy, Program Personal Code of Ethics and Conflict of Interest Policy. 









APPENDIX B





DUTIES OF MMC AND TASK GROUP CHAIRS





1. Prepare or review agenda for meeting; submit agenda to PRI for distribution.





2. Contact Voting Members/Alternate Voting Members to assure adequate representation.





3. Chair the meeting, taking into consideration the Basic Rules of Parliamentary Procedure. (Appendix D).	Comment by Rebekah Braun: Added as a recommendation.  





4. Designate a participant to take and prepare minutes if a Secretary has not already been identified.





5. Review all agenda items.





6. Ensure that sufficient approval votes are documented to proceed with action.





7. Call for a hand-vote to resolve all issues, comments, or disapprovals.





8. Call for a "Voting Member Only" or a "Subscriber Voting Member Only" vote when necessary to resolve a sensitive issue.





9. Establish any Committees necessary to resolve significant issues.





10. Ensure that accurate minutes are forwarded to PRI in a timely manner for circulation to the entire committee.





11. For Task Groups or committees reporting to the MMC, provide a summary of action taken at the MMC meeting.






APPENDIX C





SUPPLIER SUPPORT COMMITTEE





1.0 PURPOSE





1.1 The Supplier Support Committee (SSC) reports to the MMC and shall operate in accordance with Program Documents. 





1.2 The SSC has specific responsibility for the following:


· Representation - Represent the supplier community on non-technical issues which are systemic to the supplier base as a whole.


· Support - Provide a forum for suppliers to support the Program on a proactive and continuous basis.


· Communication - Provide opportunities for suppliers to be appraised of recent developments in the Program and other matters of interest to the supplier community.


· Continual Improvement - Lead and encourage suppliers to participate in the Program by continually identifying, developing and recommending improvements to the Program to the MMC.





1.3 Supplier Support Committee Mission:





1.3.1 The goal of the SSC is to represent the Supplier community and work with the MMC to enhance the effectiveness and economical value of the Program for the mutual benefit of the Suppliers and Subscribers.





2.0 PARTICIPATION





2.1 [bookmark: _Ref347140753]The Supplier Support Committee (SSC) is comprised of:





a. Chair


b. Vice Chair 


c. Secretary 


d. The Supplier Task Group Representatives to the SSC 


e. PRI Staff Representative





2.2 The Supplier Support Committee Chair shall be identified and confirmed by the MMC Chair in consultation with the MedAccred Program Manager, or designee. This confirmation shall be reflected in the meeting minutes of the MMC.





2.3 The SSC Vice Chair and Secretary shall be confirmed by the SSC Chair MMC Chair in consultation with the MMC Chair. These confirmations shall be reflected in the meeting minutes of the SSC and reported to the MMC.





2.4 Each Task Group may have one Task Group Representative to the SSC. They shall be confirmed by the SSC Chair in consultation with the Task Group Chair and Staff Engineer. These confirmations shall be reflected in the meeting minutes of the SSC.





2.5 SSC Chair’s Duties include:





a. Participation in the MMC as a Supplier Voting Member representing the SSC.


b. Regularly report SSC metrics and other appropriate SSC activities to MMC and the entire SSC.





3.0 MEETINGS





3.1 All participating Suppliers in the Program may attend and participate in SSC meetings and sub teams.





3.2 SSC meetings shall be Open in accordance with paragraph 6.5 above.





3.3 Minutes of all meetings shall be issued and made available to all participants of Program.





3.4 Quorum Requirements for SSC Meetings: A minimum of three 3 SSC Members and 1 PRI Staff Representative. 





3.5 The SSC may support the Program by providing orientation meetings for new Suppliers which are supported by PRI Staff.






APPENDIX D





GUIDELINES ON THE BASIC RULES OF PARLIAMENTARY PROCEDURE





1.0 ALL PARTICIPANTS ARE EQUAL AND THEIR RIGHTS ARE EQUAL





1.1 Those rights are:


a. to attend meetings;


b. to make motions and speak in debate;


c. to nominate;


d. to vote;


e. to hold a position as Chair, Vice Chair, Secretary or Voting/Alternate Voting Member.	Comment by Rebekah Braun: Need to consider the use of subscribers to identify a chair or vice chair.  Supplier cannot be a Chair or Vice Chair. 





2.0 A QUORUM MUST BE PRESENT TO DO BUSINESS





2.1 A quorum is the number of participants who must be present to transact business.  The purpose of a quorum is to prevent an unrepresentative group from taking action in the name of the organization.	Comment by Rebekah Braun: Need to consider the use of quorum in this statement to clarify what quorum is for this program. 





3.0 THE MAJORITY RULES





3.1 The minority has the right to be heard, but once a decision has been reached by a majority of the participants present and voting, the minority must then respect and abide by the decision.





4.0 SILENCE IS CONSENT





4.1 Those participants, who do not vote, agree to go along with the decision of the majority by their silence.





5.0 ONE QUESTION AT A TIME AND ONE SPEAKER AT A TIME





5.1 No motion is in order which does not directly relate to the question under consideration.  In addition, once a participants has been recognized, they have been granted "the floor" and another participants may not interrupt them.





6.0 DEBATABLE MOTIONS MUST RECEIVE FULL DEBATE





6.1 The presiding officer may not put a debatable motion to vote as long as participants wish to debate it.  





7.0 PERSONAL REMARKS IN DEBATE ARE ALWAYS OUT OF ORDER





8.0 The presiding officer must rule all personal remarks out of order. Debate must be directed to motions and not motives; principles and not personalities.
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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 Enhancements

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

In late 2011, PRI created a separate system to support another industry-managed program; since the, over 100 improvements made to the Nadcap implementation of eAuditNet 

PRI recommends 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

Need to determine/finalize scope, depth, approach, and cost, to any software validation requirements

PRI has discussed software validation with parties within industry

FDA 21 CFR 820 does expect manufacturers to validate software used in QS implementation (of which MedAccred would be a part) to intended use

“Intended use” for eAuditNet would be principally defined to be for records of audit occurrences and for tracking of CAPA resolution

MMC and PRI must determine most cost-effective approaches to one-time validation and to any impact from ongoing system enhancements
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Microsoft Excel 
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Microsoft_Excel_Worksheet1.xlsx

Sheet1


			eAuditNet Enhancements, July 2011 - Oct 2013


			Date			Description			Application(s)			Constituent


			24-Oct-13			Supplier Advisory Concurrence			Supplier Advisory			Staff Engineer


						NUCAP Subscriber Identification			NUCAP Scope Exception			Subscriber Suppliers


						NUCAP Scope Exception - added a reference number field			NUCAP			Supplier


						Added Cycle Time and Staff Days to the SE/Supplier Review List			SE Review			Staff Engineer


						Enhanced visibility for audits when cycle reaches 4			SE Review			Staff Engineer


						Added note for Non-Sustaining findings on Edit NCR page and Auditor Evaluation page			NCR, Auditor Evaluation			Staff Engineer, Auditor


						Legal alert per session when users access public documents			Public Documents			All


						EC removal email content change			Export Control			All


						EC - Also Remove Original Nonconformance			NCR			SE, Admin


						Added Internal Approver Comments history on the NUCAP Scope Exception page			NUCAP Scope Exception			Subscriber Supplier


						Supplier Merit Changes			Supplier Merit			Staff Engineers


			24-Sep-13			Print audit certificates and letters in A4 format			Audit Certification Manager			CSR, Suppliers


			23-Jul-13			Supplier Merit Assignment			Supplier Merit			SEs


			18-Jun-13			Document Search by Title and/or Keywords			Document Manager			All


			7-May-13			Supplier Quality System - OIN Number			Company Quality System, Audit Scheduling			Suppliers, Auditors


			4-Apr-13			Smart Checklist			Audit Checklist Completion, Offline Checklist Completion, Audit Manager, SE Review, TG Review			Auditor, SEs, Subscribers, Suppliers


						Document Manager – Expand/Collapse All			Document Manager			All


			12-Feb-13			AQS Scheduling			Auto - Scheduling			Supplier, Scheduling


			15-Jan-13			Certificate Suspension			Online QML, Subscriber QML, Audit Details, Email			Supplier, CSR, SE, Task Group Reviewer


			2-Jan-13			Adding a new quality system and removing three old ones			Supplier Quality System Certifications			Supplier, Staff


						Supplier Subscriber Customer Identification			Scheduling, Audit Manager, Audit Checklist Manager, Subscriber QML, Audit Details, Supplier Audits, Scheduling Reminder Email to Supplier			Suppliers, Subscribers


						Hardware Upgrade			All			All


			27-Nov-12			Show Target Quarter for Audits			Supplier Audits, Audit Manager, Audit Details			Supplier, SE


						QML Search Results - Display address of the certificate			Online and Subscriber QML			All


						System Email - initiated audits (auditor removal)			Audit Scheduling			Scheduling


						Implement "Consecutive Weeks" auditor preference (CCSS) in Manual Assignment			Manual Scheduling			Supplier, Scheduling


						Implement "Consecutive Weeks" auditor preference (CCSS) in Batch Assignments			Batch Scheduling			Supplier, Scheduling


						Auditor priority and language match in manual scheduling (CCSS)			Manual Scheduling			Supplier, Scheduling


						Equitable Audit distribution in each distance slot in batch (CCSS)			Batch Scheduling			Supplier, Scheduling


						Level Loading in Scheduling quarter (CCSS)			Batch Scheduling			Supplier, Scheduling


			6-Nov-12			Auditor Expense Cost Centers			Expense Claims			Auditor, SE, Accounting


						Distance Maintenance			N/A			Scheduling, Auditor Selection


			16-Oct-12			Self Printing – Audit Invoice			Audit Details			Supplier, Staff


						Auditor Profile – emergency contact			Auditor Profile			Auditor, Staff


			25-Sep-12			Supplier Audits – update contact			Supplier Audits			Supplier, Staff


						History of changes			Audit Manager, Company Manager, User Manager			Staff


						Audit Changed to Auditor			System Email			Auditor


			11-Sep-12			Set parent audit for reacrreds			Audit Scheduling			Scheduling, Supplier


						Batch Scheduling			Batch Scheduling			Scheduling, Supplier, Auditor


			28-Aug-12			Self Network Audits			All			All


						CCSS -- profiles and calendar 			All			All


						Contact Us Updates			Contact Us			All


			7-Aug-12			NUCAP Supplier lateness emails			Audit Review			Subscriber-Supplier


						Audit Scheduling – MRO designation			Audit Scheduling			Supplier, Subscriber, Auditor, Staff


			3-Jul-12			Selective text on Start Ballot Notification Email for voting / comment only recipients			System Email			Ballot email recipients


						Add confidential wording to Subscriber QML search results			Subscriber QML			Staff, Subscribers, Auditors


						Contact Us update			Contact Us			All


			12-Jun-12			When audits are linked – unable to change auditors on only one audit			Audit Scheduling			Staff


						Supplier Advisory emails in View emails			Audit Email			SE, Auditor, Subscriber, Staff


						New task groups have ability to see Task Group Documents			Task Group Documents			Staff, Subscriber, Supplier


						Double clicking a comment box will open up an note area that can be expanded			Offline Audit Completion			Auditors


			22-May-12			Deactivate Pending Users			User Manager			Company / eAuditNet Administrator


						New Document Type 'OTHER' added in Ballot Manager. 			Ballot Manager			Staff 


						Added additional check for ITAR/EAR or export restricted data in the Supplier Advisory attachment and posting.			Supplier Advisory			Supplier, SE


						Reformatting certs for updated design			Audit Certification			CSR, Supplier


						Added edit access to NMC members and certain subscribers for NMC Dashboard projects			Dashboards			NMC Members


						Re-entry audits			Checklist Completion (Online/Offline), Audit Details			Staff Engineer, Auditor


						CCSS Auditor Staffing Visualization module			Auditor Staffing (new module)			Staff


						Contact Us / Terms and Condition Updates			Contact Us / Welcome Page			All


			24-Apr-12			Scope exception sections relabeled and moved			Scope Exceptions			Subscriber-Supplier, Staff


						Finalize Comments button only displayed after ballot past end date, reopen ballot button created			Ballot Manager			Staff


						Verbiage change on Misc Expense Receipts			Expense Claim			Auditors, Staff


						Go to links in Advisory Emails			Systems Emails			Suppliers, Subscribers, Staff


						CCSS Geocoding & Visualizations			Company Manager, Audit Manager, Audit Scheduling			Auditors, Staff, Subscribers, Suppliers


			10-Apr-12			Remove field limit on project name and summary			Dashboards			SE


						Add a tooltip on the ‘Archive’ button			Dashboards			SE


						Auto Email to Scheduling – remove calendar attachment			System Email			Scheduling


						Remove restricted auditors from ITAR audits			Audit Scheduling			Scheduling


						CSR role provided same privileges on Ballot Manager as Staff Rep			Ballot Manager			CSR


						Max length on scope exception page for various input elements			Create / Edit Deviation			NUCAP Admin, Supplier


						Multiple NUCAP Supplier Advisories don’t get sent to the same person			Supplier Advisory			Supplier, Subscriber, Staff


						Contact Us Updates			Contact Us			All


			20-Mar-12			Ability to emulate internal users			Emulate User			Staff


						Cancel button while creating a new ballot			Ballot Manager			Staff


						Link Nadcap audits to AQS audits when editing			Audit Scheduling			Staff


						Automatic Audit Scheduling to link site audits with HQ audit			Automatic Audit Scheduling			Staff


						Reopening a closed/voided audit NCR			Audit NCR Tracking			SE


						Audit changed email to Supplier when ITAR/EAR info is reset			Audit Scheduling			Scheduling, Supplier


						Audit Manager for Subscribers generated all audits in result list when criteria had been selected			Audit Manager			Subscribers


						Dashboards			Dashboards			SE, NMC


						Export Control Tracking			Export Control			Subscribers, Supplier, SE


						NUCAP Reviewer having access to NUCAP commodity audits			SE Review			NUCAP Reviewers


			13-Feb-12			Mass email to retain older job records			Mass Email			Staff


						No submittal with blank NCR responses			Supplier Review, SE Review			Supplier, SE


						NUCAP Phase 2			All			All


						Adding form number to editable scope of accreditation form			Certification Manager			CSR


						Notes field now editable on QPL Part Page			QPL Part			QPL


						Email notification sent to supplier when an NCR is added / voided after the audit has been sent to Supplier Review			NCR Edit Page			Supplier


						Sort by manufacturer name on QPL Search results			QPL Search			All


						QPL attributes column move			QPL Search			All


						Staff Engineers and Staff Reps have access to TG chairs			Ballot Manager			Staff Engineers, Staff Representative


			9-Jan-12			Added verbiage explaining blank search			User Manager			Supplier, Subscriber, Staff


						Allow Super User to view scheduled emails			View Emails			Super Users


						Changed verbiage on failure ballot screen			View Failure Ballot			Staff


						Changed button to Remove EC Data			NCR Details			Audit Report Reviewers


						Fixed Auditor language preference function			Audit Scheduling			Staff, Supplier


						Attached calendar export file to email when audit is scheduled / rescheduled			System Email			Supplier, Auditor


						Ballot quorum to go by voting members only			Ballot Manager			Staff


						Supplier Advisory Notification			Supplier Advisory			Staff, Supplier, Subscriber


						Supplier Advisory – Mandatory Supplier Response			Supplier Advisory			Staff, Supplier, Subscriber


						Contact Us updates			Contact Us			All


			22-Nov-11			NUCAP Phase 1 release			NUCAP Review Team Manager, Task Group Manager, Auditor Profile, Company Manager, User Manager			Subscriber-Supplier, Staff


						Contact Us, FAQ, Login Page updates			Contact Us, FAQ, Login			All


						Privacy Policy Link			Terms and Conditions			All


			11-Oct-11			Supplier Audits table made sort able – Cancelled audits no longer showing			Supplier Audits, Company Manager			Supplier, Staff


						Company Search more dynamic			All Auto-completer areas			All


						Added TG Review Option			NCR			Staff, Subscriber, Supplier


						Offline Audit Completion – Restore from back-up			Offline Audit Completion			Auditor


						Audit Checklist Completion – NCR disabled when Yes is selected			Online / Offline Audit Completion			Auditor


						Supplier Audits – EC Material			NCR Responses, Online / Offline Audit Completion			Auditor, Supplier, Staff


						Checklist collapsing online			Online Audit Completion			Staff, Supplier, Auditor, Subscriber


			15-Sep-11			Added New Quality Type - Rev C AS/EN/JISQ 9100			Supplier Quality Systems			Supplier, Auditor, Staff


						Updated Forgot Password text for clarification			Forgot Password			All


						Added certificate numbers and certificate graphic to certificates			Audit Certification Manager			CSR, Supplier


						Forum disclaimer message added to new forums before initial post			General Audit Forum			SE, Supplier, Subscriber


						Security			All			All


						Updated Contact Us Page			Contact Us			All


						Change Associate Subscriber to Pending Subscriber			Company Manager			Pending Subscriber


			20-Jul-11			Ballot Manager 			Ballot Manager			Task Group Members, Staff


						Remove TG Resolution button in SE Review			SE / TG Review			Staff, Subscriber
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All,


 


Below you will find the proposed dates and locations for the 2014 MedAccred Management Council Face-2-Face meetings.


 


			Suggested Meeting Location


			Suggested Dates


			Notes





			Anaheim, California


			Wednesday, February 12, 2014


			MD&M West 2014 February 11-13, 2014 at the Anaheim Convention Center in Anaheim, California 





			Cincinnati, Ohio


			Monday, May 5, 2014


			MedCon May 6-9 2014





			Pittsburgh, Pennsylvania


			Wednesday, September 17, 2014


			PRI offices





			Pittsburgh, Pennsylvania


			Wednesday, December 3, 2014


			PRI offices








 


These dates were reviewed and discussed during the latest MMC meeting that was held in Pittsburgh, PA on 5 December.  It was agreed that these dates would be circulated for feedback.  


 


If you have any comments or concerns with the proposed dates, please submit your feedback to me by 19 December.


 


I will send a follow-up email after this date and confirm the final dates for 2014.


 


If you have any questions, please contact me at your convenience.


 


Best regards,


Bekah


 


~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~


Bekah Gondek


Nadcap Program Quality Manager/NUCAP Manager/MedAccred Co-Lead


Industry Managed Programs


Performance Review Institute


161 Thorn Hill Road


Warrendale, PA 15086-7527


Phone: + 1 724.772.7116


Fax: + 1 724.772.1699


Email:  rgondek@sae.org


Website:  www.pri-network.org


 


Online pre-registration for the February 2014 Nadcap Meeting in London, United Kingdom is now available.  To register for the meeting, please click here or visit our website at http://www.pri-network.org/nadcap-meeting-in-london-uk-24-28-february-2014/ for more information. 


 


If you have not yet taken the 2013 Nadcap Supplier Survey, please click here and share your thoughts to help improve Nadcap for all stakeholders.


 






Start
Wed 8/28/13

Finish
Fri 12/19/14

4th Quarter



1st 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 - Thu 12/5/13

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 (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
Fri 1/31/14 - Fri 12/19/14

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

(ASK) OEMs issue supplier mandates as applicable
Fri 1/31/14 - Fri 12/19/14



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





FDA Meetings (CDRH and OGROP)
Tue 10/1/13 - Tue 10/29/13



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



Release MedAccred Program Document (PD1300)
Thu 12/5/13



(PRI) Present strategy for supplier engagement
Thu 12/5/13



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



MMC Meeting (Location TBD)
Wed 3/19/14





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 (Location TBD)
Wed 6/18/14



MMC Meeting (Location TBD)
Wed 9/17/14



MMC Meeting (Location TBD)
Wed 12/3/14

Today



Key

       OEM Responsibility

       PRI Responsibility

       Joint Responsibility

MedAccred Development Plan       (5Dec13-19Dec14)
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Start
Wed 8/21/13

Finish
Fri 12/19/14

4th Quarter



1st Quarter



2nd Quarter



3rd Quarter



4th 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
Mon 9/9/13 - Fri 9/27/13

(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
Mon 9/30/13 - Fri 10/18/13

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

PoC
Mon 12/2/13 - Fri 12/20/13

(CH) Ongoing checklist review
Mon 12/23/13 - Wed 4/30/14

(CH) Define auditor requirements/hiring
Mon 12/23/13 - Wed 4/30/14

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

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

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

Pilot Audit
Tue 4/1/14 - Thu 5/1/14

(CH) Pilot audit of revised checklists
Thu 5/1/14 - Wed 9/17/14

(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

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

(CH) Release checklists for supplier preparation
Thu 9/18/14 - Fri 12/19/14

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



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



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



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



MMC Meeting (Location TBD)
Wed 3/19/14



MMC Meeting (Location TBD)
Wed 6/18/14



MMC Meeting (Location TBD)
Wed 9/17/14



MMC Meeting (Location TBD)
Wed 12/3/14

Today



Task Group Development Plan         (5Dec13 – Q4 2014)
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Key

       Electronic Circuits - PCBA

        Electronics – C & H

        Heat Treating

        Sterilization

        Welding
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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


		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				Industry Participants
Vance Kyle, DePuy
Ravi Nabar, Philips 
Jim Ahle, Stryker				Ongoing		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				Ken Stopar, Baxter				Open		09AUG13 Suggested that Mark visitis a facility to observe sterlization process if formal training course is not available.  Due date extended.

		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.		30-Jun-13				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

		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				Industry participants				Open

		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				PRI				Open

		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				PRI Staff Engineers				Open

		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				PRI 				Open

		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				PRI				Open		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				PRI				Open

		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				PRI				Open

		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				Management Council				Open

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

		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				MMC Strategy sub-team				Open

		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.						PRI and DePuy				Open

		97		5-Dec-13		Stryker to ask if any of their suppliers can participate in the WLD TG						Stryker				Open

		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				PRI				Open

		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				Simon Adam				Open

		101		5-Dec-13		PRI to coordinate a small MedAccred booth at MD&M West (11-13Feb14)		20-Dec-13				PRI				Open

		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				PRI				Open

		104		5-Dec-13		PRI to create a 1-page flow chart/pictorial of all the areas of oversight within PRI		20-Dec-13				PRI				Open

		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				PRI				Open

		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				PRI				Open

		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
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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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Quality Systems

AS 9100 – International Aerospace Quality Group (IAQG) 



AC 7004 – Nadcap Quality System 

ISO 13485 



FDA Title 21, Section 820
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Options

Require ISO 13485 as baseline quality system 

Only address minimal quality system items as they relate to the critical process via each specific Audit Criteria

Require a small gap audit

Address quality system items via a supplemental checklist that is added to each audit.

Require a separate quality system type certification

Create a stand alone Quality System Audit Checklist for MedAccred and require a full audit in conjunction with or prior to MedAccred critical process audit

What if the Supplier already has AS9100?

How does FDA Title 21, Section 820 play into all of this?
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Current Gaps Identified from PoC Audits

Medical record keeping – DHR/DMR completeness

Part 11 Compliance for those suppliers using electronic data collection systems

Traceability throughout the life of the medical product by serial number of the assembly down to the component level

Broker process / counterfeit prevention – purchasing controls rigor

RoHS  (Restriction of Hazardous substance) segregation throughout process (i.e. Hand soldering station, R&I…)

Risk mitigation and quality planning (control plan, FMEA, …)

Rigorous and timely MRB program with containment, root cause analysis compliant with JDEC-671-A, and expanding the review to all affected product





Cleanroom monitoring and control for those supplier that assemble PCBA in a cleanroom environment

Cleanliness control of PCBA manufacturing process

Labeling controls and assurance compliant with FDA requirements           

Training verification for ESD, MSL, RoHS, handling, IPC-610 overview, and GDP

Clear definition of industry requirements and order of precedence 

Complete reporting of environmental/safety/ethical concerns seen by auditor
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RATIONALE 



This standard has been revised to incorporate the requirements of ISO 9001:2008. In addition, industry requirements, 
definitions and notes have been revised and additional requirements have been included in response to stakeholder 
needs. 
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FOREWORD 



To assure customer satisfaction, aviation, space and defense organizations must produce, and continually 
improve, safe, reliable products that meet or exceed customer and applicable statutory and regulatory 
requirements. The globalization of the industry and the resulting diversity of regional and national requirements 
and expectations have complicated this objective. Organizations have the challenge of purchasing products from 
suppliers throughout the world and at all levels of the supply chain. Suppliers have the challenge of delivering 
products to multiple customers having varying quality requirements and expectations.  



Industry has established the International Aerospace Quality Group (IAQG), with representatives from companies 
in the Americas, Asia/Pacific and Europe, to implement initiatives that make significant improvements in quality 
and reductions in cost throughout the value stream. This standard has been prepared by the IAQG.  



This document standardizes quality management system requirements to the greatest extent possible and can 
be used at all levels of the supply chain by organizations around the world. Its use should result in improved 
quality, schedule and cost performance by the reduction or elimination of organization-unique requirements and 
wider application of good practice. While primarily developed for the aviation, space and defense industry, this 
standard can also be used in other industry sectors where a quality management system with additional 
requirements over an ISO 9001 system is needed. 



REVISION SUMMARY/RATIONALE 



This standard has been revised to incorporate the requirements of ISO 9001:2008. In addition, industry 
requirements, definitions and notes have been revised and additional requirements have been included in 
response to stakeholder needs. 
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INTRODUCTION 



0.1   General 



The adoption of a quality management system should be a strategic decision of an organization. The design and 
implementation of an organization‘s quality management system is influenced by 



a) its organizational environment, changes in that environment, and the risks associated with that environment, 



b) its varying needs, 



c) its particular objectives, 



d) the products it provides, 



e) the processes it employs, 



f) its size and organizational structure.  



It is not the intent of this International Standard to imply uniformity in the structure of quality management systems or 
uniformity of documentation. 



The quality management system requirements specified in this International Standard are complementary to requirements 
for products. Information marked “NOTE” is for guidance in understanding or clarifying the associated requirement. 



This International Standard can be used by internal and external parties, including certification bodies, to assess the 
organization's ability to meet customer, statutory and regulatory requirements applicable to the product, and the 
organization's own requirements. 



The quality management principles stated in ISO 9000 and ISO 9004 have been taken into consideration during the 
development of this International Standard. 



0.2   Process Approach 



This International Standard promotes the adoption of a process approach when developing, implementing and improving 
the effectiveness of a quality management system, to enhance customer satisfaction by meeting customer requirements. 



For an organization to function effectively, it has to determine and manage numerous linked activities. An activity or set of 
activities using resources, and managed in order to enable the transformation of inputs into outputs, can be considered as 
a process. Often the output from one process directly forms the input to the next. 



The application of a system of processes within an organization, together with the identification and interactions of these 
processes, and their management to produce the desired outcome, can be referred to as the “process approach”. 



An advantage of the process approach is the ongoing control that it provides over the linkage between the individual 
processes within the system of processes, as well as over their combination and interaction. 



When used within a quality management system, such an approach emphasizes the importance of 



a) understanding and meeting requirements, 



b) the need to consider processes in terms of added value, 



c) obtaining results of process performance and effectiveness, and 



d) continual improvement of processes based on objective measurement. 
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The model of a process-based quality management system shown in Figure 1 illustrates the process linkages presented 
in Clauses 4 to 8. This illustration shows that customers play a significant role in defining requirements as inputs. 
Monitoring of customer satisfaction requires the evaluation of information relating to customer perception as to whether 
the organization has met the customer requirements. The model shown in Figure 1 covers all the requirements of this 
International Standard, but does not show processes at a detailed level. 



NOTE  In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes. PDCA can 
be briefly described as follows. 



Plan: establish the objectives and processes necessary to deliver results in accordance with customer requirements and 
the organization's policies. 



Do: implement the processes. 



Check: monitor and measure processes and product against policies, objectives and requirements for the product and 
report the results. 



Act: take actions to continually improve process performance. 



 



FIGURE 1 - MODEL OF A PROCESS-BASED QUALITY MANAGEMENT SYSTEM 
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QUALITY MANAGEMENT SYSTEMS - REQUIREMENTS 



1. SCOPE 



1.1 General 



This standard includes ISO 9001:20081 quality management system requirements and specifies additional 
aviation, space and defense industry requirements, definitions and notes as shown in bold, italic text. 



It is emphasized that the requirements specified in this standard are complementary (not alternative) to 
contractual and applicable statutory and regulatory requirements. Should there be a conflict between the 
requirements of this standard and applicable statutory or regulatory requirements, the latter shall take 
precedence. 



This International Standard specifies requirements for a quality management system where an organization 



a) needs to demonstrate its ability to consistently provide product that meets customer and applicable statutory and 
regulatory requirements, and 



b) aims to enhance customer satisfaction through the effective application of the system, including processes for 
continual improvement of the system and the assurance of conformity to customer and applicable statutory and 
regulatory requirements. 



NOTE 1 In this International Standard, the term “product” only applies to 



a)  product intended for, or required by, a customer, 



b)  any intended output resulting from the product realization processes. 



NOTE 2 Statutory and regulatory requirements can be expressed as legal requirements. 



1.2 Application 



All requirements of this International Standard are generic and are intended to be applicable to all organizations, 
regardless of type, size and product provided. 



Where any requirement(s) of this International Standard cannot be applied due to the nature of an organization and its 
product, this can be considered for exclusion. 



Where exclusions are made, claims of conformity to this International Standard are not acceptable unless these 
exclusions are limited to requirements within Clause 7, and such exclusions do not affect the organization's ability, or 
responsibility, to provide product that meets customer and applicable statutory and regulatory requirements. 



This standard is intended for use by organizations that design, develop and/or produce aviation, space and 
defense products; and by organizations providing post-delivery support, including the provision of maintenance, 
spare parts or materials for their own products.  



Organizations whose primary business is providing maintenance, repair and overhaul services for aviation 
commercial and military products; and original equipment manufacturers with maintenance, repair and overhaul 
operations that operate autonomously, or that are substantially different from their manufacturing/production 
operations; should use the IAQG-developed 9110 standard (see Bibliography). 



                                            
1 With the permission of the International Organization for Standardization (ISO). The complete standard can be obtained from any ISO 
member or from the ISO Central Secretariat: 1, ch. de la Voie-Creuse, Case postale 56, CH-1211 Geneva 20, SWITZERLAND, or visit 
www.iso.org. Copyright remains with ISO. 
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Organizations that procure parts, materials and assemblies and resell these products to a customer in the 
aviation, space and defense industries, including organizations that procure products and split them into smaller 
quantities for resale, should use the IAQG-developed 9120 standard (see Bibliography).  



2. NORMATIVE REFERENCES 



The following referenced documents are indispensable for the application of this document. For dated references, only 
the edition cited applies. For undated references, the latest edition of the referenced document (including any 
amendments) applies. 



ISO 9000:2005, Quality management systems — Fundamentals and vocabulary 



3. TERMS AND DEFINITIONS 



For the purposes of this document, the terms and definitions given in ISO 9000 apply. 



Throughout the text of this International Standard, wherever the term “product” occurs, it can also mean “service”. 



3.1 Risk 



An undesirable situation or circumstance that has both a likelihood of occurring and a potentially negative 
consequence.  



3.2 Special Requirements 



Those requirements identified by the customer, or determined by the organization, which have high risks to 
being achieved, thus requiring their inclusion in the risk management process. Factors used in the determination 
of special requirements include product or process complexity, past experience and product or process 
maturity. Examples of special requirements include performance requirements imposed by the customer that are 
at the limit of the industry’s capability, or requirements determined by the organization to be at the limit of its 
technical or process capabilities. 



3.3 Critical Items 



Those items (e.g., functions, parts, software, characteristics, processes) having significant effect on the product 
realization and use of the product; including safety, performance, form, fit, function, producibility, service life, 
etc.; that require specific actions to ensure they are adequately managed. Examples of critical items include 
safety critical items, fracture critical items, mission critical items, key characteristics, etc. 



3.4 Key Characteristic 



An attribute or feature whose variation has a significant effect on product fit, form, function, performance, 
service life or producibility, that requires specific actions for the purpose of controlling variation. 



NOTE  Special requirements and critical items are new terms and, along with key characteristics, are interrelated. 
Special requirements are identified when determining and reviewing requirements related to the product (see 
7.2.1 and 7.2.2). Special requirements can require the identification of critical items. Design output (see 7.3.3) can 
include identification of critical items that require specific actions to ensure they are adequately managed. Some 
critical items will be further classified as key characteristics because their variation needs to be controlled. 
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4. QUALITY MANAGEMENT SYSTEM 



4.1 General Requirements 



The organization shall establish, document, implement and maintain a quality management system and continually 
improve its effectiveness in accordance with the requirements of this International Standard. 



The organization’s quality management system shall also address customer and applicable statutory and 
regulatory quality management system requirements. 



The organization shall 



a) determine the processes needed for the quality management system and their application throughout the organization 
(see 1.2), 



b) determine the sequence and interaction of these processes, 



c) determine criteria and methods needed to ensure that both the operation and control of these processes are effective, 



d) ensure the availability of resources and information necessary to support the operation and monitoring of these 
processes, 



e) monitor, measure where applicable, and analyse these processes, and 



f) implement actions necessary to achieve planned results and continual improvement of these processes. 



These processes shall be managed by the organization in accordance with the requirements of this International 
Standard. 



Where an organization chooses to outsource any process that affects product conformity to requirements, the 
organization shall ensure control over such processes. The type and extent of control to be applied to these outsourced 
processes shall be defined within the quality management system. 



NOTE 1  Processes needed for the quality management system referred to above include processes for management 
activities, provision of resources, product realization, measurement, analysis and improvement. 



NOTE 2  An “outsourced process” is a process that the organization needs for its quality management system and which 
the organization chooses to have performed by an external party. 



NOTE 3  Ensuring control over outsourced processes does not absolve the organization of the responsibility of conformity 
to all customer, statutory and regulatory requirements. The type and extent of control to be applied to the outsourced 
process can be influenced by factors such as 



a) the potential impact of the outsourced process on the organization’s capability to provide product that conforms to 
requirements, 



b) the degree to which the control for the process is shared, 



c) the capability of achieving the necessary control through the application of 7.4. 
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4.2 Documentation Requirements 



4.2.1 General 



The quality management system documentation shall include 



a) documented statements of a quality policy and quality objectives, 



b) a quality manual, 



c) documented procedures and records required by this International Standard, and 



d) documents, including records, determined by the organization to be necessary to ensure the effective planning, 
operation and control of its processes. 



The organization shall ensure that personnel have access to, and are aware of, relevant quality management 
system documentation and changes. 



NOTE 1  Where the term “documented procedure“ appears within this International Standard, this means that the 
procedure is established, documented, implemented and maintained. A single document may address the requirements 
for one or more procedures. A requirement for a documented procedure may be covered by more than one document. 



NOTE 2  The extent of the quality management system documentation can differ from one organization to another due to 



a) the size of organization and type of activities, 



b) the complexity of processes and their interactions, and 



c) the competence of personnel. 



NOTE 3  The documentation can be in any form or type of medium. 



4.2.2 Quality Manual 



The organization shall establish and maintain a quality manual that includes 



a) the scope of the quality management system, including details of and justification for any exclusions (see 1.2), 



b) the documented procedures established for the quality management system, or reference to them, and 



c) a description of the interaction between the processes of the quality management system. 



4.2.3 Control of Documents 



Documents required by the quality management system shall be controlled. Records are a special type of document and 
shall be controlled according to the requirements given in 4.2.4. 



A documented procedure shall be established to define the controls needed 



a) to approve documents for adequacy prior to issue, 



b) to review and update as necessary and re-approve documents, 



c) to ensure that changes and the current revision status of documents are identified, 
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d) to ensure that relevant versions of applicable documents are available at points of use, 



e) to ensure that documents remain legible and readily identifiable, 



f) to ensure that documents of external origin determined by the organization to be necessary for the planning and 
operation of the quality management system are identified and their distribution controlled, and 



g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are retained 
for any purpose. 



4.2.4 Control of Records 



Records established to provide evidence of conformity to requirements and of the effective operation of the quality 
management system shall be controlled. 



The organization shall establish a documented procedure to define the controls needed for the identification, storage, 
protection, retrieval, retention and disposition of records. 



The documented procedure shall define the method for controlling records that are created by and/or retained by 
suppliers. 



Records shall remain legible, readily identifiable and retrievable. 



5. MANAGEMENT RESPONSIBILITY 



5.1 Management Commitment 



Top management shall provide evidence of its commitment to the development and implementation of the quality 
management system and continually improving its effectiveness by 



a) communicating to the organization the importance of meeting customer as well as statutory and regulatory 
requirements, 



b) establishing the quality policy, 



c) ensuring that quality objectives are established, 



d) conducting management reviews, and 



e) ensuring the availability of resources. 



5.2 Customer Focus 



Top management shall ensure that customer requirements are determined and are met with the aim of enhancing 
customer satisfaction (see 7.2.1 and 8.2.1). 



Top management shall ensure that product conformity and on-time delivery performance are measured and that 
appropriate action is taken if planned results are not, or will not be, achieved. 
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5.3 Quality Policy 



Top management shall ensure that the quality policy 



a) is appropriate to the purpose of the organization, 



b) includes a commitment to comply with requirements and continually improve the effectiveness of the quality 
management system, 



c) provides a framework for establishing and reviewing quality objectives, 



d) is communicated and understood within the organization, and 



e) is reviewed for continuing suitability. 



5.4 Planning 



5.4.1 Quality Objectives 



Top management shall ensure that quality objectives, including those needed to meet requirements for product [see 7.1 
a)], are established at relevant functions and levels within the organization. The quality objectives shall be measurable 
and consistent with the quality policy. 



5.4.2 Quality Management System Planning 



Top management shall ensure that 



a) the planning of the quality management system is carried out in order to meet the requirements given in 4.1, as well 
as the quality objectives, and 



b) the integrity of the quality management system is maintained when changes to the quality management system are 
planned and implemented. 



5.5 Responsibility, Authority and Communication 



5.5.1 Responsibility and Authority 



Top management shall ensure that responsibilities and authorities are defined and communicated within the organization. 



5.5.2 Management Representative 



Top management shall appoint a member of the organization’s management who, irrespective of other responsibilities, 
shall have responsibility and authority that includes 



a) ensuring that processes needed for the quality management system are established, implemented and maintained, 



b) reporting to top management on the performance of the quality management system and any need for improvement, 



c) ensuring the promotion of awareness of customer requirements throughout the organization, and 



d) the organizational freedom and unrestricted access to top management to resolve quality management 
issues. 



NOTE  The responsibility of a management representative can include liaison with external parties on matters relating to 
the quality management system. 
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5.5.3 Internal Communication 



Top management shall ensure that appropriate communication processes are established within the organization and that 
communication takes place regarding the effectiveness of the quality management system. 



5.6 Management Review 



5.6.1 General 



Top management shall review the organization's quality management system, at planned intervals, to ensure its 
continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for improvement and 
the need for changes to the quality management system, including the quality policy and quality objectives. 



Records from management reviews shall be maintained (see 4.2.4). 



5.6.2 Review Input 



The input to management review shall include information on 



a) results of audits, 



b) customer feedback, 



c) process performance and product conformity, 



d) status of preventive and corrective actions, 



e) follow-up actions from previous management reviews, 



f) changes that could affect the quality management system, and 



g) recommendations for improvement. 



5.6.3 Review Output 



The output from the management review shall include any decisions and actions related to 



a) improvement of the effectiveness of the quality management system and its processes, 



b) improvement of product related to customer requirements, and 



c) resource needs. 



6. RESOURCE MANAGEMENT 



6.1 Provision of Resources 



The organization shall determine and provide the resources needed 



a) to implement and maintain the quality management system and continually improve its effectiveness, and 



b) to enhance customer satisfaction by meeting customer requirements. 
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6.2 Human Resources 



6.2.1 General 



Personnel performing work affecting conformity to product requirements shall be competent on the basis of appropriate 
education, training, skills and experience. 



NOTE  Conformity to product requirements can be affected directly or indirectly by personnel performing any task within 
the quality management system. 



6.2.2 Competence, Training and Awareness 



The organization shall 



a) determine the necessary competence for personnel performing work affecting conformity to product requirements, 



b) where applicable, provide training or take other actions to achieve the necessary competence, 



c) evaluate the effectiveness of the actions taken, 



d) ensure that its personnel are aware of the relevance and importance of their activities and how they contribute to the 
achievement of the quality objectives, and 



e) maintain appropriate records of education, training, skills and experience (see 4.2.4). 



6.3 Infrastructure 



The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to product 
requirements. Infrastructure includes, as applicable, 



a) buildings, workspace and associated utilities, 



b) process equipment (both hardware and software), and 



c) supporting services (such as transport, communication or information systems). 



6.4 Work Environment 



The organization shall determine and manage the work environment needed to achieve conformity to product 
requirements. 



NOTE  The term "work environment" relates to those conditions under which work is performed including physical, 
environmental and other factors (such as noise, temperature, humidity, lighting or weather). 
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7. PRODUCT REALIZATION 



7.1 Planning of Product Realization 



The organization shall plan and develop the processes needed for product realization. Planning of product realization 
shall be consistent with the requirements of the other processes of the quality management system (see 4.1). 



In planning product realization, the organization shall determine the following, as appropriate: 



a) quality objectives and requirements for the product; 



NOTE  Quality objectives and requirements for the product include consideration of aspects such as 



- product and personal safety, 
 
- reliability, availability and maintainability, 
 
- producibility and inspectability, 
 
- suitability of parts and materials used in the product, 
 
- selection and development of embedded software, and 
 
- recycling or final disposal of the product at the end of its life.  



b) the need to establish processes and documents, and to provide resources specific to the product; 



c) required verification, validation, monitoring, measurement, inspection and test activities specific to the product and the 
criteria for product acceptance; 



d) records needed to provide evidence that the realization processes and resulting product meet requirements (see 
4.2.4); 



e) configuration management appropriate to the product; 



f) resources to support the use and maintenance of the product. 



The output of this planning shall be in a form suitable for the organization's method of operations. 



NOTE 1  A document specifying the processes of the quality management system (including the product realization 
processes) and the resources to be applied to a specific product, project or contract can be referred to as a quality plan. 



NOTE 2  The organization may also apply the requirements given in 7.3 to the development of product realization 
processes. 



7.1.1 Project Management 



As appropriate to the organization and the product, the organization shall plan and manage product realization in 
a structured and controlled manner to meet requirements at acceptable risk, within resource and schedule 
constraints. 
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7.1.2 Risk Management 



The organization shall establish, implement and maintain a process for managing risk to the achievement of 
applicable requirements, that includes as appropriate to the organization and the product 



a) assignment of responsibilities for risk management, 



b) definition of risk criteria (e.g., likelihood, consequences, risk acceptance), 



c) identification, assessment and communication of risks throughout product realization, 



d) identification, implementation and management of actions to mitigate risks that exceed the defined risk 
acceptance criteria, and 



e) acceptance of risks remaining after implementation of mitigating actions. 



7.1.3 Configuration Management 



The organization shall establish, implement and maintain a configuration management process that includes, as 
appropriate to the product 



a) configuration management planning,  



b) configuration identification,  



c) change control,  



d) configuration status accounting, and  



e) configuration audit. 



NOTE   See ISO 10007 for guidance. 



7.1.4 Control of Work Transfers  



The organization shall establish, implement and maintain a process to plan and control the temporary or 
permanent transfer of work (e.g., from one organization facility to another, from the organization to a supplier, 
from one supplier to another supplier) and to verify the conformity of the work to requirements. 



7.2 Customer-Related Processes 



7.2.1 Determination of Requirements Related to the Product 



The organization shall determine 



a) requirements specified by the customer, including the requirements for delivery and post-delivery activities, 



b) requirements not stated by the customer but necessary for specified or intended use, where known, 



c) statutory and regulatory requirements applicable to the product, and 



d) any additional requirements considered necessary by the organization. 
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NOTE  Requirements related to the product can include special requirements. 



NOTE  Post-delivery activities include, for example, actions under warranty provisions, contractual obligations such as 
maintenance services, and supplementary services such as recycling or final disposal. 



7.2.2 Review of Requirements Related to the Product 



The organization shall review the requirements related to the product. This review shall be conducted prior to the 
organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of contracts or 
orders, acceptance of changes to contracts or orders) and shall ensure that 



a) product requirements are defined, 



b) contract or order requirements differing from those previously expressed are resolved, 



c) the organization has the ability to meet the defined requirements,  



d) special requirements of the product are determined, and 



e) risks (e.g., new technology, short delivery time frame) have been identified (see 7.1.2). 



Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4). 



Where the customer provides no documented statement of requirement, the customer requirements shall be confirmed by 
the organization before acceptance. 



Where product requirements are changed, the organization shall ensure that relevant documents are amended and that 
relevant personnel are made aware of the changed requirements. 



NOTE  In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can 
cover relevant product information such as catalogues or advertising material. 



7.2.3 Customer Communication 



The organization shall determine and implement effective arrangements for communicating with customers in relation to 



a) product information, 



b) enquiries, contracts or order handling, including amendments, and 



c) customer feedback, including customer complaints. 
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7.3 Design and Development 



7.3.1 Design and Development Planning 



The organization shall plan and control the design and development of product. 



During the design and development planning, the organization shall determine 



a) the design and development stages, 



b) the review, verification and validation that are appropriate to each design and development stage, and 



c) the responsibilities and authorities for design and development. 



Where appropriate, the organization shall divide the design and development effort into distinct activities and, for 
each activity, define the tasks, necessary resources, responsibilities, design content, input and output data and 
planning constraints.  



The different design and development tasks to be carried out shall be based on the safety and functional 
objectives of the product in accordance with customer, statutory and regulatory requirements. 



Design and development planning shall consider the ability to produce, inspect, test and maintain the product. 



The organization shall manage the interfaces between different groups involved in design and development to ensure 
effective communication and clear assignment of responsibility. 



Planning output shall be updated, as appropriate, as the design and development progresses. 



NOTE  Design and development review, verification and validation have distinct purposes. They can be conducted and 
recorded separately or in any combination as suitable for the product and the organization. 



7.3.2 Design and Development Inputs 



Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs shall 
include 



a) functional and performance requirements, 



b) applicable statutory and regulatory requirements, 



c) where applicable, information derived from previous similar designs, and 



d) other requirements essential for design and development. 



The inputs shall be reviewed for adequacy. Requirements shall be complete, unambiguous and not in conflict with each 
other. 
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7.3.3 Design and Development Outputs 



The outputs of design and development shall be in a form suitable for verification against the design and development 
input and shall be approved prior to release. 



Design and development outputs shall 



a) meet the input requirements for design and development, 



b) provide appropriate information for purchasing, production and service provision, 



c) contain or reference product acceptance criteria,  



d) specify the characteristics of the product that are essential for its safe and proper use, and 



e) specify, as applicable, any critical items, including any key characteristics, and specific actions to be taken 
for these items. 



The organization shall define the data required to allow the product to be identified, manufactured, inspected, 
used and maintained; including for example 



- the drawings, part lists and specifications necessary to define the configuration and the design features of 
the product, and 



- the material, process, manufacturing and assembly data needed to ensure conformity of the product. 



NOTE  Information for production and service provision can include details for the preservation of product. 



7.3.4 Design and Development Review 



At suitable stages, systematic reviews of design and development shall be performed in accordance with planned 
arrangements (see 7.3.1) 



a) to evaluate the ability of the results of design and development to meet requirements, 



b) to identify any problems and propose necessary actions, and 



c) to authorize progression to the next stage. 



Participants in such reviews shall include representatives of functions concerned with the design and development 
stage(s) being reviewed. Records of the results of the reviews and any necessary actions shall be maintained (see 4.2.4). 



7.3.5 Design and Development Verification 



Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the design and 
development outputs have met the design and development input requirements. Records of the results of the verification 
and any necessary actions shall be maintained (see 4.2.4). 



7.3.6 Design and Development Validation 



Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1) to ensure 
that the resulting product is capable of meeting the requirements for the specified application or intended use, where 
known. Wherever practicable, validation shall be completed prior to the delivery or implementation of the product. 
Records of the results of validation and any necessary actions shall be maintained (see 4.2.4). 
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7.3.6.1 Design and Development Verification and Validation Testing  



Where tests are necessary for verification and validation, these tests shall be planned, controlled, reviewed and 
documented to ensure and prove the following 



a) test plans or specifications identify the product being tested and the resources being used, define test 
objectives and conditions, parameters to be recorded and relevant acceptance criteria, 



b) test procedures describe the method of operation, the performance of the test and the recording of the 
results, 



c) the correct configuration of the product is submitted for the test, 



d) the requirements of the test plan and the test procedures are observed, and 



e) the acceptance criteria are met. 



7.3.6.2 Design and Development Verification and Validation Documentation 



At the completion of design and/or development, the organization shall ensure that reports, calculations, test 
results, etc., demonstrate that the product definition meets the specification requirements for all identified 
operational conditions. 



7.3.7 Control of Design and Development Changes 



Design and development changes shall be identified and records maintained. The changes shall be reviewed, verified 
and validated, as appropriate, and approved before implementation. The review of design and development changes shall 
include evaluation of the effect of the changes on constituent parts and product already delivered. Records of the results 
of the review of changes and any necessary actions shall be maintained (see 4.2.4). 



Design and development changes shall be controlled in accordance with the configuration management process 
(see 7.1.3). 



7.4 Purchasing 



7.4.1 Purchasing Process 



The organization shall ensure that purchased product conforms to specified purchase requirements. The type and extent 
of control applied to the supplier and the purchased product shall be dependent upon the effect of the purchased product 
on subsequent product realization or the final product. 



The organization shall be responsible for the conformity of all products purchased from suppliers, including 
product from sources defined by the customer. 



The organization shall evaluate and select suppliers based on their ability to supply product in accordance with the 
organization's requirements. Criteria for selection, evaluation and re-evaluation shall be established. Records of the 
results of evaluations and any necessary actions arising from the evaluation shall be maintained (see 4.2.4). 



NOTE  One factor that can be used during supplier selection and evaluation is supplier quality data from 
objective and reliable external sources, as evaluated by the organization (e.g., information from accredited 
quality management system or process certification bodies, organization approvals from government 
authorities). Use of such data would be only one component of an organization’s supplier control process and 
the organization remains responsible for verifying that purchased product meets specified purchase 
requirements. 



Licensed to PRI
Licensed from the SAE Digital Library Copyright 2009 SAE International 
E-mailing, copying and internet posting are prohibited
Downloaded Thursday, January 29, 2009 3:42:02 PM



Author:Gilligan-SID:13451-GUID:15993116-192.168.188.145











SAE AS9100C Page 21 of 33 
 



The organization shall 



a) maintain a register of its suppliers that includes approval status (e.g., approved, conditional, disapproved) 
and the scope of the approval (e.g., product type, process family), 



b)  periodically review supplier performance; the results of these reviews shall be used as a basis for 
establishing the level of controls to be implemented, 



c) define the necessary actions to take when dealing with suppliers that do not meet requirements,  



d) ensure where required that both the organization and all suppliers use customer-approved special process 
sources, 



e)  define the process, responsibilities and authority for the approval status decision, changes of the approval 
status and conditions for a controlled use of suppliers depending on the supplier’s approval status, and 



f) determine and manage the risk when selecting and using suppliers (see 7.1.2). 



7.4.2 Purchasing Information 



Purchasing information shall describe the product to be purchased, including, where appropriate 



a) requirements for approval of product, procedures, processes and equipment, 



b) requirements for qualification of personnel, 



c) quality management system requirements, 



d) the identification and revision status of specifications, drawings, process requirements, 
inspection/verification instructions and other relevant technical data, 



e) requirements for design, test, inspection, verification (including production process verification), use of 
statistical techniques for product acceptance, and related instructions for acceptance by the organization, 
and as applicable critical items including key characteristics, 



f) requirements for test specimens (e.g., production method, number, storage conditions) for design approval, 
inspection/verification, investigation or auditing, 



g) requirements regarding the need for the supplier to 



- notify the organization of nonconforming product, 



- obtain organization approval for nonconforming product disposition, 



- notify the organization of changes in product and/or process, changes of suppliers, changes of 
manufacturing facility location and, where required, obtain organization approval, and 



- flow down to the supply chain the applicable requirements including customer requirements, 



h) records retention requirements, and 



i) right of access by the organization, their customer and regulatory authorities to the applicable areas of all 
facilities, at any level of the supply chain, involved in the order and to all applicable records. 



The organization shall ensure the adequacy of specified purchase requirements prior to their communication to the 
supplier. 
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7.4.3 Verification of Purchased Product 



The organization shall establish and implement the inspection or other activities necessary for ensuring that purchased 
product meets specified purchase requirements. 



NOTE 1  Customer verification activities performed at any level of the supply chain should not be used by the 
organization or the supplier as evidence of effective control of quality and does not absolve the organization of 
its responsibility to provide acceptable product and comply with all requirements. 



NOTE 2  Verification activities can include 



- obtaining objective evidence of the conformity of the product from the supplier (e.g., accompanying 
documentation, certificate of conformity, test records, statistical records, process control records), 



- inspection and audit at the supplier’s premises, 



- review of the required documentation, 



- inspection of products upon receipt, and 



- delegation of verification to the supplier or supplier certification. 



Where purchased product is released for production use pending completion of all required verification 
activities, it shall be identified and recorded to allow recall and replacement if it is subsequently found that the 
product does not meet requirements. 



Where the organization delegates verification activities to the supplier, the requirements for delegation shall be 
defined and a register of delegations maintained. 



Where the organization or its customer intends to perform verification at the supplier's premises, the organization shall 
state the intended verification arrangements and method of product release in the purchasing information. 



7.5 Production and Service Provision 



7.5.1 Control of Production and Service Provision 



The organization shall plan and carry out production and service provision under controlled conditions. Controlled 
conditions shall include, as applicable, 



a) the availability of information that describes the characteristics of the product, 



NOTE  This information can include drawings, parts lists, materials and process specifications. 



b) the availability of work instructions, as necessary, 



NOTE  Work instructions can include process flow charts, production documents (e.g., manufacturing plans, 
travelers, routers, work orders, process cards) and inspection documents. 



c) the use of suitable equipment, 



NOTE  Suitable equipment can include product specific tools (e.g., jigs, fixtures, molds) and software programs. 



d) the availability and use of monitoring and measuring equipment, 



e) the implementation of monitoring and measurement, 
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f) the implementation of product release, delivery and post-delivery activities, 



g) accountability for all product during production (e.g., parts quantities, split orders, nonconforming product), 



h) evidence that all production and inspection/verification operations have been completed as planned, or as 
otherwise documented and authorized, 



i) provision for the prevention, detection and removal of foreign objects, 



j) monitoring and control of utilities and supplies (e.g., water, compressed air, electricity, chemical products) to 
the extent they affect conformity to product requirements, and 



k) criteria for workmanship, specified in the clearest practical way (e.g., written standards, representative 
samples, illustrations). 



Planning shall consider, as appropriate 



- establishing, implementing and maintaining appropriate processes to manage critical items, including 
process controls where key characteristics have been identified, 



- designing, manufacturing and using tooling to measure variable data, 



- identifying in-process inspection/verification points when adequate verification of conformance cannot be 
performed at later stages of realization, and 



- special processes (see 7.5.2). 



7.5.1.1 Production Process Verification 



The organization shall use a representative item from the first production run of a new part or assembly to verify 
that the production processes, production documentation and tooling are capable of producing parts and 
assemblies that meet requirements. This process shall be repeated when changes occur that invalidate the 
original results (e.g., engineering changes, manufacturing process changes, tooling changes). 



NOTE  This activity is often referred to as first article inspection. 



7.5.1.2 Control of Production Process Changes 



Personnel authorized to approve changes to production processes shall be identified. 



The organization shall control and document changes affecting processes, production equipment, tools or 
software programs. 



The results of changes to production processes shall be assessed to confirm that the desired effect has been 
achieved without adverse effects to product conformity. 



7.5.1.3 Control of Production Equipment, Tools and Software Programs  



Production equipment, tools and software programs used to automate and control/monitor product realization 
processes, shall be validated prior to release for production and shall be maintained.  



Storage requirements, including periodic preservation/condition checks, shall be defined for production 
equipment or tooling in storage. 
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7.5.1.4 Post-Delivery Support 



Post-delivery support shall provide as applicable for the 



a) collection and analysis of in-service data, 



b) actions to be taken, including investigation and reporting, when problems are detected after delivery,  



c) control and updating of technical documentation, 



d) approval, control and use of repair schemes, and 



e) controls required for off-site work (e.g., organization’s work undertaken at the customer’s facilities). 



7.5.2 Validation of Processes for Production and Service Provision 



The organization shall validate any processes for production and service provision where the resulting output cannot be 
verified by subsequent monitoring or measurement and, as a consequence, deficiencies become apparent only after the 
product is in use or the service has been delivered. 



NOTE  These processes are often referred to as special processes. 



Validation shall demonstrate the ability of these processes to achieve planned results. 



The organization shall establish arrangements for these processes including, as applicable, 



a) defined criteria for review and approval of the processes, 



b) approval of equipment and qualification of personnel, 



c) use of specific methods and procedures, 



d) requirements for records (see 4.2.4), and 



e) revalidation. 



7.5.3 Identification and Traceability 



Where appropriate, the organization shall identify the product by suitable means throughout product realization. 



The organization shall maintain the identification of the configuration of the product in order to identify any 
differences between the actual configuration and the agreed configuration.  



The organization shall identify the product status with respect to monitoring and measurement requirements throughout 
product realization. 



When acceptance authority media are used (e.g., stamps, electronic signatures, passwords), the organization 
shall establish appropriate controls for the media. 



Where traceability is a requirement, the organization shall control the unique identification of the product and maintain 
records (see 4.2.4). 
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NOTE  Traceability requirements can include 



- identification to be maintained throughout the product life, 



- the ability to trace all products manufactured from the same batch of raw material, or from the same 
manufacturing batch, to the destination (e.g., delivery, scrap), 



- for an assembly, the ability to trace its components to the assembly and then to the next higher assembly, 
and 



- for a product, a sequential record of its production (manufacture, assembly, inspection/verification) to be 
retrievable. 



NOTE  In some industry sectors, configuration management is a means by which identification and traceability are 
maintained (see 7.1.3). 



7.5.4 Customer Property 



The organization shall exercise care with customer property while it is under the organization‘s control or being used by 
the organization. The organization shall identify, verify, protect and safeguard customer property provided for use or 
incorporation into the product. If any customer property is lost, damaged or otherwise found to be unsuitable for use, the 
organization shall report this to the customer and maintain records (see 4.2.4). 



NOTE  Customer property can include intellectual property and personal data.  



7.5.5 Preservation of Product 



The organization shall preserve the product during internal processing and delivery to the intended destination in order to 
maintain conformity to requirements. As applicable, preservation shall include identification, handling, packaging, storage 
and protection. Preservation shall also apply to the constituent parts of a product. 



Preservation of product shall also include, where applicable in accordance with product specifications and 
applicable statutory and regulatory requirements, provisions for 



a) cleaning, 



b) prevention, detection and removal of foreign objects, 



c) special handling for sensitive products, 



d) marking and labeling including safety warnings, 



e) shelf life control and stock rotation, and 



f) special handling for hazardous materials. 
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7.6 Control of Monitoring and Measuring Equipment 



The organization shall determine the monitoring and measurement to be undertaken and the monitoring and measuring 
equipment needed to provide evidence of conformity of product to determined requirements. 



The organization shall maintain a register of the monitoring and measuring equipment and define the process 
employed for their calibration/verification including details of equipment type, unique identification, location, 
frequency of checks, check method and acceptance criteria. 



NOTE  Monitoring and measuring equipment includes, but is not limited to: test hardware, test software, 
automated test equipment (ATE) and plotters used to produce inspection data. It also includes personally owned 
and customer supplied equipment used to provide evidence of product conformity. 



The organization shall establish processes to ensure that monitoring and measurement can be carried out and are carried 
out in a manner that is consistent with the monitoring and measurement requirements. 



The organization shall ensure that environmental conditions are suitable for the calibration, inspection, 
measurement and testing being carried out. 



Where necessary to ensure valid results, measuring equipment shall 



a) be calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards traceable to 
international or national measurement standards; where no such standards exist, the basis used for calibration or 
verification shall be recorded (see 4.2.4); 



b) be adjusted or re-adjusted as necessary; 



c) have identification in order to determine its calibration status; 



d) be safeguarded from adjustments that would invalidate the measurement result; 



e) be protected from damage and deterioration during handling, maintenance and storage. 



The organization shall establish, implement and maintain a process for the recall of monitoring and measuring 
equipment requiring calibration or verification. 



In addition, the organization shall assess and record the validity of the previous measuring results when the equipment is 
found not to conform to requirements. The organization shall take appropriate action on the equipment and any product 
affected.  



Records of the results of calibration and verification shall be maintained (see 4.2.4). 



When used in the monitoring and measurement of specified requirements, the ability of computer software to satisfy the 
intended application shall be confirmed. This shall be undertaken prior to initial use and reconfirmed as necessary. 



NOTE  Confirmation of the ability of computer software to satisfy the intended application would typically include its 
verification and configuration management to maintain its suitability for use. 
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8. MEASUREMENT, ANALYSIS AND IMPROVEMENT 



8.1 General 



The organization shall plan and implement the monitoring, measurement, analysis and improvement processes needed 



a) to demonstrate conformity to product requirements, 



b) to ensure conformity of the quality management system, and 



c) to continually improve the effectiveness of the quality management system. 



This shall include determination of applicable methods, including statistical techniques, and the extent of their use. 



NOTE  According to the nature of the product and depending on the specified requirements, statistical 
techniques can be used to support 



- design verification (e.g., reliability, maintainability, safety), 



- process control, 



 •   selection and inspection of key characteristics, 



 •   process capability measurements, 



 •   statistical process control, 



 •   design of experiment, 



- inspection, and 



- failure mode, effect and criticality analysis. 



8.2 Monitoring and Measurement 



8.2.1 Customer Satisfaction 



As one of the measurements of the performance of the quality management system, the organization shall monitor 
information relating to customer perception as to whether the organization has met customer requirements. The methods 
for obtaining and using this information shall be determined. 



Information to be monitored and used for the evaluation of customer satisfaction shall include, but is not limited 
to, product conformity, on-time delivery performance, customer complaints and corrective action requests. 
Organizations shall develop and implement plans for customer satisfaction improvement that address 
deficiencies identified by these evaluations, and assess the effectiveness of the results. 



NOTE  Monitoring customer perception can include obtaining input from sources such as customer satisfaction surveys, 
customer data on delivered product quality, user opinion surveys, lost business analysis, compliments, warranty claims 
and dealer reports. 
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8.2.2 Internal Audit 



The organization shall conduct internal audits at planned intervals to determine whether the quality management system 



a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and to the quality 
management system requirements established by the organization, and 



NOTE  Planned arrangements include customer contractual requirements. 



b) is effectively implemented and maintained. 



An audit programme shall be planned, taking into consideration the status and importance of the processes and areas to 
be audited, as well as the results of previous audits. The audit criteria, scope, frequency and methods shall be defined. 
The selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process. Auditors shall 
not audit their own work. 



A documented procedure shall be established to define the responsibilities and requirements for planning and conducting 
audits, establishing records and reporting results. 



Records of the audits and their results shall be maintained (see 4.2.4). 



The management responsible for the area being audited shall ensure that any necessary corrections and corrective 
actions are taken without undue delay to eliminate detected nonconformities and their causes. Follow-up activities shall 
include the verification of the actions taken and the reporting of verification results (see 8.5.2). 



NOTE  See ISO 19011 for guidance. 



8.2.3 Monitoring and Measurement of Processes 



The organization shall apply suitable methods for monitoring and, where applicable, measurement of the quality 
management system processes. These methods shall demonstrate the ability of the processes to achieve planned 
results. When planned results are not achieved, correction and corrective action shall be taken, as appropriate. 



NOTE  When determining suitable methods, it is advisable that the organization consider the type and extent of 
monitoring or measurement appropriate to each of its processes in relation to their impact on the conformity to product 
requirements and on the effectiveness of the quality management system. 



In the event of process nonconformity, the organization shall  



a) take appropriate action to correct the nonconforming process, 



b) evaluate whether the process nonconformity has resulted in product nonconformity, 



c) determine if the process nonconformity is limited to a specific case or whether it could have affected other 
processes or products, and  



d) identify and control any nonconforming product (see 8.3). 
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8.2.4 Monitoring and Measurement of Product 



The organization shall monitor and measure the characteristics of the product to verify that product requirements have 
been met. This shall be carried out at appropriate stages of the product realization process in accordance with the 
planned arrangements (see 7.1). Evidence of conformity with the acceptance criteria shall be maintained. 



Measurement requirements for product acceptance shall be documented and shall include 



a) criteria for acceptance and/or rejection, 



b) where in the sequence measurement and testing operations are to be performed,  



c) required records of the measurement results (at a minimum, indication of acceptance or rejection), and 



d) any specific measurement instruments required and any specific instructions associated with their use. 



When critical items, including key characteristics, have been identified the organization shall ensure they are 
controlled and monitored in accordance with the established processes. 



When the organization uses sampling inspection as a means of product acceptance, the sampling plan shall be 
justified on the basis of recognized statistical principles and appropriate for use (i.e., matching the sampling plan 
to the criticality of the product and to the process capability).  



Where product is released for production use pending completion of all required measurement and monitoring 
activities, it shall be identified and recorded to allow recall and replacement if it is subsequently found that the 
product does not meet requirements. 



Records shall indicate the person(s) authorizing release of product for delivery to the customer (see 4.2.4). 



Where required to demonstrate product qualification, the organization shall ensure that records provide evidence 
that the product meets the defined requirements. 



The release of product and delivery of service to the customer shall not proceed until the planned arrangements (see 7.1) 
have been satisfactorily completed, unless otherwise approved by a relevant authority and, where applicable, by the 
customer. 



The organization shall ensure that all documents required to accompany the product are present at delivery. 



8.3 Control of Nonconforming Product 



The organization shall ensure that product which does not conform to product requirements is identified and controlled to 
prevent its unintended use or delivery. A documented procedure shall be established to define the controls and related 
responsibilities and authorities for dealing with nonconforming product.  



NOTE  The term “nonconforming product” includes nonconforming product returned by a customer. 



The organization’s documented procedure shall define the responsibility and authority for the review and 
disposition of nonconforming product, and the process for approving personnel making these decisions. 
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Where applicable, the organization shall deal with nonconforming product by one or more of the following ways: 



a) by taking action to eliminate the detected nonconformity; 



b) by authorizing its use, release or acceptance under concession by a relevant authority and, where applicable, by the 
customer; 



c) by taking action to preclude its original intended use or application; 



d) by taking action appropriate to the effects, or potential effects, of the nonconformity when nonconforming product is 
detected after delivery or use has started; 



- The organization’s nonconforming product control process shall provide for timely reporting of delivered 
nonconforming product; 



NOTE  Parties requiring notification of nonconforming product can include suppliers, internal organizations, 
customers, distributors and regulatory authorities. 



e) by taking actions necessary to contain the effect of the nonconformity on other processes or products. 



Dispositions of use-as-is or repair shall only be used after approval by an authorized representative of the 
organization responsible for design. 



NOTE  Authorized representative includes personnel having delegated authority from the design organization. 



The organization shall not use dispositions of use-as-is or repair, unless specifically authorized by the customer, 
if the nonconformity results in a departure from the contract requirements. 



Product dispositioned for scrap shall be conspicuously and permanently marked, or positively controlled, until 
physically rendered unusable. 



When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the 
requirements. 



Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall be 
maintained (see 4.2.4). 



8.4 Analysis of Data 



The organization shall determine, collect and analyse appropriate data to demonstrate the suitability and effectiveness of 
the quality management system and to evaluate where continual improvement of the effectiveness of the quality 
management system can be made. This shall include data generated as a result of monitoring and measurement and 
from other relevant sources. 



The analysis of data shall provide information relating to 



a) customer satisfaction (see 8.2.1), 



b) conformity to product requirements (see 8.2.4), 



c) characteristics and trends of processes and products, including opportunities for preventive action (see 8.2.3 and 
8.2.4), and 



d) suppliers (see 7.4). 
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8.5 Improvement 



8.5.1 Continual Improvement 



The organization shall continually improve the effectiveness of the quality management system through the use of the 
quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions and management 
review. 



The organization shall monitor the implementation of improvement activities and evaluate the effectiveness of 
the results. 



NOTE  Continual improvement opportunities can result from lessons learned, problem resolutions and the 
benchmarking of best practices. 



8.5.2 Corrective Action 



The organization shall take action to eliminate the causes of nonconformities in order to prevent recurrence. Corrective 
actions shall be appropriate to the effects of the nonconformities encountered. 



A documented procedure shall be established to define requirements for 



a) reviewing nonconformities (including customer complaints), 



b) determining the causes of nonconformities, 



c) evaluating the need for action to ensure that nonconformities do not recur, 



d) determining and implementing action needed, 



e) records of the results of action taken (see 4.2.4), 



f) reviewing the effectiveness of the corrective action taken, 



g) flowing down corrective action requirements to a supplier when it is determined that the supplier is 
responsible for the nonconformity,  



h) specific actions where timely and/or effective corrective actions are not achieved, and 



i) determining if additional nonconforming product exists based on the causes of the nonconformities and 
taking further action when required. 



8.5.3 Preventive Action 



The organization shall determine action to eliminate the causes of potential nonconformities in order to prevent their 
occurrence. Preventive actions shall be appropriate to the effects of the potential problems. 



A documented procedure shall be established to define requirements for 



a) determining potential nonconformities and their causes, 



b) evaluating the need for action to prevent occurrence of nonconformities, 



c) determining and implementing action needed, 
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d) records of results of action taken (see 4.2.4), and 



e) reviewing the effectiveness of the preventive action taken. 



NOTE  Examples of preventive action opportunities include risk management, error proofing, failure mode and 
effect analysis (FMEA), and information on product problems reported by external sources. 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



PREPARED BY SAE COMMITTEE G-14, AMERICAS AEROSPACE QUALITY GROUP (AAQG) 
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    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [600 600]
  /PageSize [612.000 792.000]
>> setpagedevice
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AUDIT CRITERIA 



AC7004   REV. E   
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QUALITY MANAGEMENT SYSTEM   



Requirements for Nadcap Accreditation 
 



AN EDITORIAL CHANGE WAS MADE TO 8.4.6 ON 17June 13 



1. SCOPE 
 
This audit criteria (AC) is to be used to verify compliance with Nadcap Quality System requirements in conjunction with 
another Nadcap commodity audit.  Upon satisfactory completion of both this audit and the commodity audit in 
accordance with SAE AS7003, approval to AC7004 will be granted.  Approval to PRI AC7004 shall not be granted 
unless supported by at least one Nadcap commodity accreditation. 
 
The scope of this checklist does not include quality system requirements for design and development.   
The numbers within the parenthesis are references to the paragraph found within AS 9100C. 
 



2. GENERAL INSTRUCTIONS 



2.1 INSTRUCTIONS FOR THE AUDITORS 
 
In completing this assessment, auditors are instructed to respond with a "Yes or No" to address compliance with each 
statement of requirement.  For any negative responses, the auditor must clearly indicate if the “NO" reflects 
noncompliance with respect to existence, adequacy, and/or compliance, where existence relates to the lack of 
evidence of a documented procedure or policy, adequacy relates to the lack of completeness of the procedure or 
policy, and compliance relates to the lack of evidence of effective implementation. 
 
The list of procedures provided by the organization must be verified by the auditor at the time of the audit.  Any 
corrections or updates to the list must be identified using notes, inserted at the applicable criterion. 
 
All negative responses require an NCR or explanation.  All N/A responses must be explained. 
 
The audit results should not include any customer proprietary information since it may be viewed by any Nadcap 
Subscriber. 
 
At the conclusion of the audit, a copy of the audit findings shall be provided to the organization. 



2.2      INSTRUCTIONS FOR THE ORGANIZATION 



2.2.1    Prior to the Audit 
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In addition to the instructions provided with the commodity checklists supporting this checklist, the organization should 
complete a self-audit using this checklist in preparation for this audit.   All internally identified nonconformances should 
be corrected prior to the actual audit.  All “NO” and “N/A” answers must be explained.  Nonconformances of a 
technical nature found during the actual audit will, at the Task Group's discretion, require a follow-up audit at the 
organization’s expense. 
 
The organization should forward the following (and subsequent revisions) as instructed by PRI 30 days prior to the 
scheduled audit: 
 
a. AC7004 completed by organization during a self-audit in preparation for this audit.  
b. Quality control manual (uncontrolled copy which PRI will return or destroy as specified by organization) 
c. List of quality department personnel 
d. List of current quality systems approvals (by primes, registrars, etc) 
e. List of procedures (index/table of contents only) 



2.2.2    During the Audit 
 
The organization should provide for an in-briefing with the auditor.  Key members of the organization's staff should 
attend the in-briefing so the audit purpose, methods, and assessment processes can be discussed. 
 
Working space for the auditor with desks or tables, chairs, telephone, etc.  Clerical, typing and reproduction services 
are to be provided as required.  This is not a full time assignment. 
 
A final out-briefing will be conducted at the completion of the audit.  Each nonconformance will be reviewed and the 
organization will be given the opportunity to discuss proposed corrective action or to provide any additional information. 
 NOTE:  The Nadcap Task Group may, upon review, change the auditor's determination of a finding.  The organization 
must provide a written response to each Nonconformance identified by the auditor. 



2.2.3    Following the Audit 
 
The auditor will advise the organization when the audit report will be eligible for review and when the corrective action 
will be due.  The responsibility for meeting this due date rests on the organization.   Failure to comply with specified 
dates will result in significant delays in the organization’s accreditation. 
 
The organization has 21 days from the audit submittal date to submit corrective action for each Nonconformance 
Report (NCR).  This response shall be submitted as instructed by the auditor.  If there are zero (0) nonconformances 
found during the audit, the organization has 3 days from the audit submittal date to complete and submit the Supplier 
Feedback form in eAuditNet. 
 
The response must address the root cause of the nonconformance from a systems management approach and the 
actions taken or to be taken to preclude reoccurrence in accordance with the defined requirements.   
 
PRI Staff or the Task Group may, after review of your audit report, require additional information from you or may elect 
to issue additional findings.  NOTE:  Final authority over the audit report, acceptability of corrective actions, and 
accreditation recommendation rests with the Task Group.  



 
 
 



3. ORGANIZATION INFORMATION 
 
3.1 



 
GENERAL INFORMATION 



  
 Identify the Nature of the Business                                                                                                  
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 Indicate the Type of Work Performed Captive House   or  Accepts Outside Work 
    
 Total Number of Employees                                  
    
 Number of QA Personnel                                  
    
 Facility Size (Square Footage)                                  
    
 Number of Operating Shifts                                  
  
3.1.1 Audit Contacts 
  
 Identify the Primary Contacts for the Audit (Name/Title) 
  
 Name Title  
    
    
    
    
3.2 QUALITY SYSTEM APPROVALS 
  
 Identify any current approvals related to quality system compliance with AS9100 or other Quality 



Standards. 
  
 Auditing/Certifying 



Agency Audit Criteria Certificate Issue Date Certificate Expiration Date 
     
     
     
  
3.3 VERIFICATION OF CORRECTIVE ACTIONS 
  
 Have corrective actions from the previous audit been verified and found to be 



effective? 
YES NO NA 



 
3.4 SCOPE OF THE AUDIT / RELATED AUDITS 
  
 Complete the following table for all audits conducted concurrently, and supported by this Quality Systems 



Audit.  For each audit, indicate if this was an initial audit or re-accreditation audit, and enter the current 
audit number. 



 
Commodity Audit Number Audit Date Audit Type 



    
    
    



 
 If Other, Please Describe. 
  



 



4.1 General requirements   



4.1.1 (4.1) The organization shall establish, document, implement and maintain a quality 
management system and continually improve its effectiveness in accordance with the 
requirements of this Checklist. 



YES NO 



4.1.2 (4.1) The organization’s quality management system shall also address customer and YES NO 
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applicable statutory and regulatory quality management system requirements. 



4.2 Documentation Requirements   



4.2.1 General   



4.2.1.1 (4.2.1) The quality management system documentation shall include: 
a) documented statements of a quality policy and quality objectives, 
b) a quality manual, 
c) documented procedures and records required by this Checklist, and 
d) documents, including records, determined by the organization to be necessary to ensure 
the effective planning, operation and control of its processes. 



YES NO 



4.2.1.2 (4.2.1) The organization shall ensure that personnel have access to, and are aware of, 
relevant quality management system documentation and changes. 



YES NO 



 NOTE 1 Where the term “documented procedure” appears within this Checklist, this means 
that the procedure is established, documented, implemented and maintained. A single 
document may address the requirements for one or more procedures. A requirement for a 
documented procedure may be covered by more than one document. 



  



 NOTE 2 The extent of the quality management system documentation can differ from one 
organization to another due to: 
a) the size of organization and type of activities, 
b) the complexity of processes and their interactions, and 
c) the competence of personnel. 



  



 NOTE 3 The documentation can be in any form or type of medium.   



4.2.2 Quality Manual   



4.2.2.1 (4.2.2) The organization shall establish and maintain a quality manual that includes: 
a) the scope of the quality management system,  
b) the documented procedures established for the quality management system, or reference 
to them.  



YES NO 



4.2.3 Control of Documents   



4.2.3.1 (4.2.3) Documents required by the quality management system shall be controlled. Records 
are a special type of document and shall be controlled according to the requirements given 
in 4.2.4. 



YES NO 



4.2.3.2 (4.2.3) A documented procedure shall be established to define the controls needed: 
a) to approve documents for adequacy prior to issue, 
b) to review and update as necessary and re-approve documents, 
c) to ensure that changes and the current revision status of documents are identified, 
d) to ensure that relevant versions of applicable documents are available at points of use, 
e) to ensure that documents remain legible and readily identifiable, 
f) to ensure that documents of external origin determined by the organization to be 
necessary for the planning and operation of the quality management system are identified 
and their distribution controlled, and 
g) to prevent the unintended use of obsolete documents, and to apply suitable identification 
to them if they are retained for any purpose. 



YES NO 



4.2.4 Control of Records   



4.2.4.1 (4.2.4) Records established to provide evidence of conformity to requirements and of the YES NO 
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effective operation of the quality management system shall be controlled. 



4.2.4.2 (4.2.4) The organization shall establish a documented procedure to define the controls 
needed for the identification, storage, protection, retrieval, retention and disposition of 
records. 



YES NO 



4.2.4.3 (4.2.4) The documented procedure shall define the method for controlling records that are 
created by and/or retained by suppliers. 



YES NO 



4.2.4.4 (4.2.4) Records shall remain legible, readily identifiable and retrievable. YES NO 



5.0 Management Responsibility 



5.1 Management Commitment 



5.1.1 (5.1) Top management shall provide evidence of its commitment to the development and 
implementation of the quality management system and continually improving its 
effectiveness by: 
a) communicating to the organization the importance of meeting customer as well as 
statutory and regulatory requirements, 
b) conducting management reviews, and 
c) ensuring the availability of resources. 



YES NO 



5.2 Responsibility and Authority 



5.2.1 (5.5.1) Top management shall ensure that the responsibilities and authorities are defined 
and communicated within the organization. 



YES NO 



5.3 Management Representative 



5.3.1 (5.5.2) Top management shall appoint a member of the organization's management who, 
irrespective of other responsibilities, shall have responsibility and authority that includes: 
a) ensuring that processes needed for the quality management system are established, 
implemented and maintained, 
b) the organizational freedom and unrestricted access to top management to resolve quality 
management issues. 



YES NO 



 NOTE The responsibility of a management representative can include liaison with external 
parties on matters relating to the quality management system. 



 



5.4 Management Review 



5.4.1 (5.6.1) Top management shall review the organization's quality management system, at 
planned intervals, to ensure its continuing suitability, adequacy and effectiveness. This 
review shall include assessing opportunities for improvement and the need for changes to 
the quality management system, including the quality policy and quality objectives. 



YES NO 



5.4.2 (5.6.1) Records from management reviews shall be maintained (see 4.2.4). YES NO 



6.0 Resource Management   



6.1 Provision of Resources   



6.1.1 (6.1) The organization shall determine and provide the resources needed: 
a) to implement and maintain the quality management system and continually improve its 
effectiveness, and 
b) to enhance customer satisfaction by meeting customer requirements. 



YES NO 
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6.2 Human Resources   



6.2.1 (6.2.1) Personnel performing work affecting conformity to product requirements shall be 
competent on the basis of appropriate education, training, skills and experience. 



YES NO 



 NOTE Conformity to product requirements can be affected directly or indirectly by personnel 
performing any task within the quality management system. 



  



6.3 Competence, Training and Awareness   



6.3.1 (6.2.2) The organization shall: 
a) determine the necessary competence for personnel performing work affecting conformity 
to product requirements, 
b) where applicable, provide training or take other actions to achieve the necessary 
competence, 
c) evaluate the effectiveness of the actions taken, 
d) ensure that its personnel are aware of the relevance and importance of their activities and 
how they contribute to the achievement of the quality objectives, and 
e) maintain appropriate records of education, training, skills and experience (see 4.2.4). 



YES NO 



6.4 Work Environment   



6.4.1 (6.4) The organization shall determine and manage the work environment needed to 
achieve conformity to product requirements. 



YES NO 



 NOTE The term "work environment" relates to those conditions under which work is 
performed including physical, environmental and other factors (such as noise, temperature, 
humidity, lighting, or weather). 



  



7.0 Product Realization   



7.1 Planning of Product Realization   



7.1.1 (7.1) The organization shall plan and develop the processes needed for product realization. YES NO 



7.1.2 (7.1) In planning product realization, the organization shall determine the following, as 
appropriate: 
a) quality objectives and requirements for the product; 
b) the need to establish processes and documents, and to provide resources specific to the 
product; 
c) required verification, validation, monitoring, measurement, inspection and test activities 
specific to the product and the criteria for product acceptance; 
d) records needed to provide evidence that the realization processes and resulting product 
meet requirements (see 4.2.4); 
e) configuration management appropriate to the product; 



YES NO 



7.2 Customer-Related Processes   



7.2.1 Determination of Requirements Related to the Product   



7.2.1.1 (7.2.1) The organization shall determine: 
a) requirements specified by the customer, including the requirements for delivery and post-
delivery activities, 
b) requirements not stated by the customer but necessary for specified or intended use, 
where known, 
c) statutory and regulatory requirements related to the product, and 
d) any additional requirements considered necessary by the organization. 



YES NO 











PRI AC7004    Revision E - 7 - 
 
 



7.2.2 Review of Requirements Related to the Product   



7.2.2.1 (7.2.2) The organization shall review the requirements related to the product. This review 
shall be conducted prior to the organization’s commitment to supply a product to the 
customer (e.g. submission of tenders, acceptance of contracts or orders, acceptance of 
changes to contracts or orders) and shall ensure that: 
a) product requirements are defined, 
b) contract or order requirements differing from those previously expressed are resolved, 
c) the organization has the ability to meet the defined requirements, 
d) special requirements of the product are determined, and 
e) risks (e.g., new technology, short delivery time frame) have been identified. 



YES NO 



7.2.2.2 (7.2.2) Records of the results of the review and actions arising from the review shall be 
maintained (see 4.2.4). 



YES NO 



7.2.2.3 (7.2.2) Where the customer provides no documented statement of requirement, the 
customer requirements shall be confirmed by the organization before acceptance. 



YES NO 



7.2.2.4 (7.2.2) Where product requirements are changed, the organization shall ensure that relevant 
documents are amended and that relevant personnel are made aware of the changed 
requirements. 



YES NO 



7.3 Purchasing   



7.3.1 Purchasing Process   



7.3.1.1 (7.4.1) The organization shall ensure that purchased product conforms to specified 
purchase requirements. The type and extent of control applied to the supplier and the 
purchased product shall be dependent upon the effect of the purchased product on 
subsequent product realization or the final product. 



YES NO 



7.3.1.2 (7.4.1) The organization shall be responsible for the conformity of all products purchased 
from suppliers, including product from sources defined by the customer. 



YES NO 



7.3.1.3 (7.4.1) The organization shall evaluate and select suppliers based on their ability to supply 
product in accordance with the organization’s requirements. Criteria for selection, evaluation 
and re-evaluation shall be established. Records of the results of evaluations and any 
necessary actions arising from the evaluation shall be maintained (see 4.2.4). 



YES NO 



 NOTE One factor that can be used during supplier selection and evaluation is supplier 
quality data from objective and reliable external sources, as evaluated by the organization 
(e.g., information from accredited quality management system or process certification 
bodies, organization approvals from government authorities). Use of such data would be 
only one component of an organization’s supplier control process and the organization 
remains responsible for verifying that purchased product meets specified purchase 
requirements. 



  



7.3.1.4 (7.4.1) The organization shall: 
a) maintain a register of its suppliers that includes approval status (e.g., approved, 
conditional, disapproved) and the scope of the approval (e.g., product type, process family), 
b) periodically review supplier performance; the results of these reviews shall be used as a 
basis for establishing the level of controls to be implemented, 
c) define the necessary actions to take when dealing with suppliers that do not meet 
requirements, 
d) ensure where required that both the organization and all suppliers use customer-
approved special process sources, 
e) define the process, responsibilities and authority for the approval status decision, 
changes of the approval status and conditions for a controlled use of suppliers depending on 



YES NO 
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their supplier’s approval status. 



7.3.2 Purchasing Information   



7.3.2.1 (7.4.2) Purchasing information shall describe the product to be purchased, including, where 
appropriate: 
a) requirements for approval of product, procedures, processes and equipment, 
b) requirements for qualification of personnel, 
c) quality management system requirements, 
d) the identification and revision status of specifications, drawings, process requirements, 
inspection/verification instructions and other relevant technical data, 
e) requirements for test, inspection, verification (including production process verification), 
use of statistical techniques for product acceptance, and related instructions for acceptance 
by the organization, and as applicable critical items including key characteristics, 
f) requirements for test specimens (e.g., production method, number, storage conditions) for 
design approval, inspection/verification, investigation or auditing, 
g) requirements regarding the need for the supplier to 
- notify the organization of nonconforming product, 
- obtain organization approval for nonconforming product disposition, 
- notify the organization of changes in product and/or process, changes of suppliers, 
changes of manufacturing facility location and, where required, obtain organization approval, 
and 
- flow down to the supply chain the applicable requirements, including customer 
requirements 
h) records retention requirements, and, 
i) right of access by the organization, their customer and regulatory authorities to the 
applicable areas of all facilities, at any level of the supply chain, involved in the order and to 
all applicable records. 



YES NO 



7.3.2.2 (7.4.2) The organization shall ensure the adequacy of specified purchase requirements prior 
to their communication to the supplier. 



YES NO 



7.3.3 Verification of Purchased Product    



7.3.3.1 (7.4.3) The organization shall establish and implement the inspection or other 
activities necessary for ensuring that purchased product meets specified purchase 
requirements. 



YES NO  



 NOTE1 Customer verification activities performed at any level of the supply chain 
should not be used by the organization or the supplier as evidence of effective control 
of quality and does not absolve the organization of its responsibility to provide 
acceptable product and comply with all requirements. 



   



 NOTE 2 Verification activities can include: 
- obtaining objective evidence of the conformity of the product from the supplier (e.g., 
accompanying documentation, certificate of conformity, test records, statistical 
records, process control records), 
- inspection and audit at the supplier’s premises, 
- review of the required documentation, 
- inspection of products upon receipt, and 



   











PRI AC7004    Revision E - 9 - 
 
 



- delegation of verification to the supplier, or supplier certification. 



7.3.3.2 (7.4.3) Where purchased product is released for production use pending completion 
of all required verification activities, it shall be identified and recorded to allow recall 
and replacement if it is subsequently found that the product does not meet 
requirements. 



YES NO N/A 



7.3.3.3 (7.4.3) Where the organization delegates verification activities to the supplier, the 
requirements for delegation shall be defined and a register of delegations maintained. 



YES NO N/A 



7.3.3.4 (7.4.3) Where the organization or its customer intends to perform verification at the 
supplier’s premises, the organization shall state the intended verification 
arrangements and method of product release in the purchasing information. 



YES NO N/A 



 
7.4 



 
Production Provision 



   



7.4.1 Control of Production Provision    



7.4.1.1 (7.5.1) The organization shall plan and carry out production provision under controlled 
conditions. Controlled conditions shall include, as applicable: 
a) the availability of information that describes the characteristics of the product, 
NOTE This information can include drawings, parts lists, materials and process 
specifications. 
b) the availability of work instructions, as necessary, 
NOTE Work instructions can include process flow charts, production documents (e.g., 
manufacturing plans, travelers, routers, work orders, process cards) and inspection 
documents. 
c) the use of suitable equipment, 
NOTE Suitable equipment can include product specific tools (e.g., jigs, fixtures, 
molds) and software programs. 
d) the availability and use of monitoring and measuring equipment, 
e) the implementation of monitoring and measurement, 
f) the implementation of product release, delivery and post-delivery activities, 
g) accountability for all product during production (e.g., parts quantities, split orders, 
nonconforming product), 
h) evidence that all production and inspection/verification operations have been 
completed as planned, or as otherwise documented and authorized, 
i) provision for the prevention, detection and removal of foreign objects, 
j) monitoring and control of utilities and supplies (e.g., water, compressed air, 
electricity, chemical products) to the extent they affect conformity to product 
requirements, and  
k) criteria for workmanship, specified in the clearest practical way (e.g., written 
standards, representative samples, illustrations). 



YES NO  



7.4.1.2 (7.5.1) Planning shall consider, as applicable: 
- establishing, implementing and maintaining appropriate processes to manage critical 
items, including process controls where key characteristics have been identified, 
- designing, manufacturing and using tooling to measure variable data, 
- identifying in-process inspection/verification points when adequate verification of 
conformance cannot be performed at later stages of realization, and 
- special processes. 



YES NO  
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7.4.2 Control of Production Process Changes    



7.4.2.1 (7.5.1.2) Personnel authorized to approve changes to production processes shall be 
identified. 



YES NO  



7.4.2.2 (7.5.1.2) The organization shall control and document changes affecting processes, 
production equipment, tools, or software programs. 



YES NO  



7.4.2.3 (7.5.1.2) The results of changes to production processes shall be assessed to confirm 
that the desired effect has been achieved without adverse effects to product 
conformity. 



YES NO  



7.4.3 Control of Production Equipment, Tools and Software Programs    



7.4.3.1 (7.5.1.3) Production equipment, tools and software programs used to automate and 
control/monitor product realization processes, shall be validated prior to release for 
production and shall be maintained. 



YES NO  



7.4.3.2 (7.5.1.3) Storage requirements, including periodic preservation/condition checks, shall 
be defined for production equipment or tooling in storage. 



YES NO  



7.4.4 Validation of Processes for Production Provision    



7.4.4.1 (7.5.2) The organization shall validate any processes for production provision where 
the resulting output cannot be verified by subsequent monitoring or measurement and 
as a consequence, deficiencies become apparent only after the product is in use or 
has been delivered. 



YES NO  



 NOTE These processes are often referred to as special processes.    



7.4.4.2 (7.5.2) Validation shall demonstrate the ability of these processes to achieve planned 
results. 



YES NO  



7.4.4.3 (7.5.2) The organization shall establish arrangements for these processes including, 
as applicable: 
a) defined criteria for review and approval of the processes, 
b) approval of equipment and qualification of personnel, 
c) use of specific methods and procedures, 
d) requirements for records (see 4.2.4), and 
e) revalidation.  



YES NO  



7.4.5 Identification and Traceability    



7.4.5.1 (7.5.3) Where appropriate, the organization shall identify the product by suitable 
means throughout product realization. 



YES NO  



7.4.5.2 (7.5.3) The organization shall identify the product status with respect to monitoring 
and measurement requirements throughout product realization. 



YES NO  



7.4.5.3 (7.5.3) When acceptance authority media are used (e.g., stamps, electronic 
signatures, passwords), the organization shall establish appropriate controls for the 
media. 



YES NO N/A 



7.4.5.4 (7.5.3) Where traceability is a requirement, the organization shall control the unique 
identification of the product and maintain records (see 4.2.4). 



YES NO  
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 NOTE Traceability requirements can include 
− identification to be maintained throughout the product life, 
− the ability to trace all products manufactured from the same batch of raw material, 
or from the same manufacturing batch, to the destination (e.g., delivery, scrap), 
− for an assembly, the ability to trace its components to the assembly and then to the 
next higher assembly, and 
− for a product, a sequential record of its production (manufacture, assembly, 
inspection/verification) to be retrievable. 



   



7.4.6 Customer Property    



7.4.6.1 (7.5.4) The organization shall exercise care with customer property while it is under 
the organization’s control or being used by the organization. The organization shall 
identify, verify, protect and safeguard customer property provided for use or 
incorporation into the product. If any customer property is lost, damaged or otherwise 
found to be unsuitable for use, the organization shall report this to the customer and 
maintain records (see 4.2.4). 



YES NO  



 NOTE Customer property can include intellectual property and personal data.    
 



7.4.7 Preservation of Product    



7.4.7.1 (7.5.5) The organization shall preserve the product during internal processing and 
delivery to the intended destination in order to maintain conformity to requirements. As 
applicable, preservation shall include identification, handling, packaging, storage and 
protection. Preservation shall also apply to the constituent parts of a product. 



YES NO  



7.4.7.2 (7.5.5) Preservation of product shall also include, where applicable in accordance with 
product specifications and applicable statutory and regulatory requirements, 
provisions for: 
a) cleaning, 
b) prevention, detection and removal of foreign objects, 
c) special handling for sensitive products, 
d) marking and labeling including safety warnings, 
e) shelf life control and stock rotation, and 
f) special handling for hazardous materials. 



YES NO  



7.4.8 Control of Monitoring and Measuring Equipment    



7.4.8.1 (7.6) The organization shall determine the monitoring and measurement to be 
undertaken and the monitoring and measuring equipment needed to provide evidence 
of conformity of product to determined requirements. 



YES NO  



7.4.8.2 (7.6) The organization shall maintain a register of the monitoring and measuring 
equipment and define the process employed for their calibration/verification including 
details of equipment type, unique identification, location, frequency of checks, check 
method and acceptance criteria. 



YES NO  



 NOTE Monitoring and measuring equipment includes, but is not limited to: test 
hardware, test software, automated test equipment (ATE) and plotters used to 
produce inspection data. It also includes personally owned and customer supplied 
equipment used to provide evidence of product conformity. 



   



7.4.8.3 (7.6) The organization shall establish processes to ensure that monitoring and 
measurement can be carried out and are carried out in a manner that is consistent 
with the monitoring and measurement requirements. 



YES NO  



7.4.8.4 (7.6) The organization shall ensure that environmental conditions are suitable for the 
calibration, inspection, measurement and testing being carried out. YES NO  
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7.4.8.5 (7.6) Where necessary to ensure valid results, measuring equipment shall: 
a) be calibrated or verified, or both, at specified intervals, or prior to use, against 
measurement standards traceable to international or national measurement 
standards; where no such standards exist, the basis used for calibration or verification 
shall be recorded (see 4.2.4), 
b) be adjusted or re-adjusted as necessary, 
c) have identification in order to determine its calibration status, 
d) be safeguarded from adjustments that would invalidate the measurement result, 
e) be protected from damage and deterioration during handling, maintenance and 
storage. 



YES NO  



7.4.8.6  (7.6) The organization shall establish, implement and maintain a process for the recall 
of monitoring and measuring equipment requiring calibration or verification. YES NO  



7.4.8.7 (7.6) The organization shall assess and record the validity of the previous measuring 
results when the equipment is found not to conform to requirements. The organization 
shall take appropriate action on the equipment and any product affected.  



YES NO  



7.4.8.8  (7.6) Records of the results of calibration and verification shall be maintained (see 
4.2.4). YES NO N/A 



7.4.8.9 (7.6) When used in the monitoring and measurement of specified requirements, the 
ability of computer software to satisfy the intended application shall be confirmed. This 
shall be undertaken prior to initial use and reconfirmed as necessary. 



YES NO N/A 



 NOTE Confirmation of the ability of computer software to satisfy the intended 
application would typically include its verification and configuration management to 
maintain its suitability for use. 



   



8.0 Measurement, Analysis, and Improvement    



8.1 Internal Audit    



8.1.1 (8.2.2) The organization shall conduct internal audits at planned intervals to determine 
whether the quality management system: 
a) conforms to the planned arrangements (see 7.1) to the requirements of this 
checklist and to the quality management system requirements established by the 
organization, and 
NOTE Planned arrangements include customer contractual requirements. 
b) is effectively implemented and maintained. 



YES NO  



8.1.2 (8.2.2) An audit program shall be planned, taking into consideration the status and 
importance of the processes and areas to be audited, as well as the results of 
previous audits. The audit criteria, scope, frequency and methods shall be defined. 
The selection of auditors and conduct of audits shall ensure objectivity and impartiality 
of the audit process. Auditors shall not audit their own work. 



YES NO  



8.1.3 (8.2.2) A documented procedure shall be established to define the responsibilities and 
requirements for planning and conducting audits, establishing records and reporting 
results. 



YES NO  



8.1.4 (8.2.2) Records of the audits and their results shall be maintained (see 4.2.4). YES NO  



8.1.5 (8.2.2) The management responsible for the area being audited shall ensure that any 
necessary corrections and corrective actions are taken without undue delay to 
eliminate detected nonconformities and their causes. Follow-up activities shall include 
the verification of the actions taken and the reporting of verification results (see 8.5.2). 



YES NO  



 NOTE See ISO 19011 for guidance.    



8.2 Monitoring and Measurement of Processes    











PRI AC7004    Revision E - 13 - 
 
 



8.2.1 (8.2.3) The organization shall apply suitable methods for monitoring and, where 
applicable, measurement of the quality management system processes. These 
methods shall demonstrate the ability of the processes to achieve planned results. 
When planned results are not achieved, correction and corrective action shall be 
taken, as appropriate. 



YES NO  



 NOTE When determining suitable methods, it is advisable that the organization 
consider the type and extent of monitoring or measurement appropriate to each of its 
processes in relation to their impact on the conformity to product requirements and on 
the effectiveness of the quality management system. 



   



8.2.2 (8.2.3) In the event of process nonconformity, the organization shall: 
a) take appropriate action to correct the nonconforming process, 
b) evaluate whether the process nonconformity has resulted in product nonconformity, 
c) determine if the process nonconformity is limited to a specific case or whether it 
could have affected other processes or products, and 
d) identify and control any nonconforming product. 



YES NO  



8.3 Monitoring and Measurement of Product    



8.3.1 (8.2.4) The organization shall monitor and measure the characteristics of the product 
to verify that product requirements have been met. This shall be carried out at 
appropriate stages of the product realization process in accordance with the planned 
arrangements. Evidence of conformity with the acceptance criteria shall be 
maintained. 



YES NO N/A 



8.3.2 (8.2.4) Measurement requirements for product acceptance shall be documented and 
shall include: 
a) criteria for acceptance and/or rejection, 
b) where in the sequence measurement and testing operations are performed, 
c) required records of the measurement results (at a minimum, indication of 
acceptance or rejection), and 
d) any specific measurement instruments required and any specific instructions 
associated with their use. 



YES NO  



8.3.3 (8.2.4) When critical items, including key characteristics, have been identified the 
organization shall ensure they are controlled and monitored in accordance with the 
established processes. 



YES NO N/A 



8.3.4 (8.2.4) When the organization uses sampling inspection as a means of product 
acceptance, the sampling plan shall be justified on the basis of recognized statistical 
principles and appropriate for use (i.e., matching the sampling plan to the criticality of 
the product and to the process capability). 



YES NO N/A 



8.3.5 (8.2.4) Where product is released for production use pending completion of all 
required measurement and monitoring activities, it shall be identified and recorded to 
allow recall and replacement if it is subsequently found that the product does not meet 
requirements. 



YES NO N/A 



8.3.6 (8.2.4) Records shall indicate the person(s) authorizing release of product for delivery 
to the customer (see 4.2.4). 



YES NO  



8.3.7 (8.2.4) The release of product to the customer shall not proceed until the planned 
arrangements have been satisfactorily completed, unless otherwise approved by a 
relevant authority and, where applicable, by the customer. 



YES NO  



8.3.8 (8.2.4) The organization shall ensure that all documents required to accompany the 
product are present at delivery. 



YES NO  
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8.4 Control of Nonconforming Product    



8.4.1 (8.3) The organization shall ensure that product which does not conform to product 
requirements is identified and controlled to prevent its unintended use or delivery. A 
documented procedure shall be established to define the controls and related 
responsibilities and authorities for dealing with nonconforming product. 



YES NO  



 NOTE The term “nonconforming product” includes nonconforming product returned 
by a customer. 



   



8.4.2 (8.3) The organization’s documented procedure shall define the responsibility and 
authority for the review and disposition of nonconforming product, and the process for 
approving personnel making these decisions. 



YES NO  



8.4.3 (8.3) Where applicable, the organization shall deal with nonconforming product by one 
or more of the following ways: 
a) by taking action to eliminate the detected nonconformity, 
b) by authorizing its use, release or acceptance under concession by a relevant 
authority and, where applicable, by the customer, 
c) by taking action to preclude its original intended use or application, 
d) by taking action appropriate to the effects, or potential effects, of the nonconformity 
when nonconforming product is detected after delivery or use has started, 
− The organization’s nonconforming product control process shall provide for timely 
reporting of delivered nonconforming product, 
NOTE Parties requiring notification of nonconforming product can include suppliers, 
internal organizations, customers, distributors and regulatory authorities. 
e) by taking actions necessary to contain the effect of the nonconformity on other 
processes or products. 



YES NO  



8.4.4 (8.3) The organization shall not use dispositions of use-as-is or repair, unless 
specifically authorized by the customer, if the nonconformity results in a departure 
from the contract requirements. 



YES NO N/A 



8.4.5 (8.3) Product dispositioned for scrap shall be conspicuously and permanently marked, 
or positively controlled, until physically rendered unusable. 



YES NO N/A 



8.4.6 (8.3) When nonconforming product is corrected it shall be subject to re-verification to 
demonstrate conformity to the requirements. 



YES NO N/A 



8.4.7 (8.3) Records of the nature of nonconformities and any subsequent actions taken, 
including concessions obtained, shall be maintained (see 4.2.4). 



YES NO  



8.5 Corrective Action    



8.5.1 (8.5.2) The organization shall take action to eliminate the causes of nonconformities in 
order to prevent recurrence. Corrective actions shall be appropriate to the effects of 
the nonconformities encountered. 



YES NO  
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8.5.2 (8.5.2) A documented procedure shall be established to define requirements for: 
a) reviewing nonconformities (including customer complaints), 
b) determining the causes of nonconformities, 
c) evaluating the need for action to ensure that nonconformities do not recur, 
d) determining and implementing action needed, 
e) records of the results of action taken (see 4.2.4), 
f) reviewing the effectiveness of the corrective action taken, 
g) flowing down corrective action requirements to a supplier when it is determined that 
the supplier is responsible for the nonconformity, 
h) specific actions where timely and/or effective corrective actions are not achieved, 
and 
i) determining if additional nonconforming product exists based on the causes of the 
nonconformities and taking further action when required. 



YES NO  
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Foreword 



ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies 
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO 
technical committees. Each member body interested in a subject for which a technical committee has been 
established has the right to be represented on that committee. International organizations, governmental and 
non-governmental, in liaison with ISO, also take part in the work. ISO collaborates closely with the 
International Electrotechnical Commission (IEC) on all matters of electrotechnical standardization. 



International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2. 



The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 



Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights. 



ISO 13485 was prepared by Technical Committee ISO/TC 210, Quality management and corresponding 
general aspects for medical devices. 



This second edition cancels and replaces the first edition (ISO 13485:1996), which has been technically 
revised. It also cancels and replaces ISO 13488:1996. Those organizations which have used ISO 13488 in the 
past may use this International Standard by excluding certain requirements in accordance with 1.2. 



This edition of ISO 13485 has a revised title and addresses quality assurance of product, customer 
requirements, and other elements of quality system management. 
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0 Introduction 



0.1 General 



This International Standard specifies requirements for a quality management system that can be used by an 
organization for the design and development, production, installation and servicing of medical devices, and 
the design, development, and provision of related services. 



It can also be used by internal and external parties, including certification bodies, to assess the organization’s 
ability to meet customer and regulatory requirements. 



Information marked “NOTE” is for guidance in understanding or clarifying the associated requirement. 



It is emphasized that the quality management system requirements specified in this International Standard 
are complementary to technical requirements for products. 



The adoption of a quality management system should be a strategic decision of an organization. The design 
and implementation of an organization's quality management system is influenced by varying needs, 
particular objectives, the products provided, the processes employed and the size and structure of the 
organization. It is not the intent of this International Standard to imply uniformity in the structure of quality 
management systems or uniformity of documentation. 



There is a wide variety of medical devices and some of the particular requirements of this International 
Standard only apply to named groups of medical devices. These groups are defined in Clause 3. 



0.2 Process approach 



This International Standard is based on a process approach to quality management. 



Any activity that receives inputs and converts them to outputs can be considered as a process. 



For an organization to function effectively, it has to identify and manage numerous linked processes. 



Often the output from one process directly forms the input to the next. 



The application of a system of processes within an organization, together with the identification and 
interactions of these processes, and their management, can be referred to as the “process approach”. 



0.3 Relationship with other standards 



0.3.1 Relationship with ISO 9001 



While this is a stand-alone standard, it is based on ISO 9001. 



Those clauses or subclauses that are quoted directly and unchanged from ISO 9001 are in normal font. The 
fact that these subclauses are presented unchanged is noted in Annex B. 



Where the text of this International Standard is not identical to the text of ISO 9001, the sentence or indent 
containing that text as a whole is shown in italics (in blue italics for electronic versions). The nature and 
reasons for the text changes are noted in Annex B. 
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0.3.2 Relationship with ISO/TR 14969 



ISO/TR 14969 is a Technical Report intended to provide guidance for the application of ISO 13485. 



0.4 Compatibility with other management systems 



This International Standard follows the format of ISO 9001 for the convenience of users in the medical device 
community. 



This International Standard does not include requirements specific to other management systems, such as 
those particular to environmental management, occupational health and safety management, or financial 
management. 



However, this International Standard enables an organization to align or integrate its own quality management 
system with related management system requirements. It is possible for an organization to adapt its existing 
management system(s) in order to establish a quality management system that complies with the 
requirements of this International Standard. 
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Medical devices — Quality management systems — 
Requirements for regulatory purposes 



1 Scope 



1.1 General 



This International Standard specifies requirements for a quality management system where an organization 
needs to demonstrate its ability to provide medical devices and related services that consistently meet 
customer requirements and regulatory requirements applicable to medical devices and related services. 



The primary objective of this International Standard is to facilitate harmonized medical device regulatory 
requirements for quality management systems. As a result, it includes some particular requirements for 
medical devices and excludes some of the requirements of ISO 9001 that are not appropriate as regulatory 
requirements. Because of these exclusions, organizations whose quality management systems conform to 
this International Standard cannot claim conformity to ISO 9001 unless their quality management systems 
conform to all the requirements of ISO 9001 (see Annex B). 



1.2 Application 



All requirements of this International Standard are specific to organizations providing medical devices, 
regardless of the type or size of the organization. 



If regulatory requirements permit exclusions of design and development controls (see 7.3), this can be used 
as a justification for their exclusion from the quality management system. These regulations can provide 
alternative arrangements that are to be addressed in the quality management system. It is the responsibility 
of the organization to ensure that claims of conformity with this International Standard reflect exclusion of 
design and development controls [see 4.2.2 a) and 7.3]. 



If any requirement(s) in Clause 7 of this International Standard is(are) not applicable due to the nature of the 
medical device(s) for which the quality management system is applied, the organization does not need to 
include such a requirement(s) in its quality management system [see 4.2.2 a)]. 



The processes required by this International Standard, which are applicable to the medical device(s), but 
which are not performed by the organization, are the responsibility of the organization and are accounted for 
in the organization’s quality management system [see 4.1 a)]. 



In this International Standard the terms “if appropriate” and “where appropriate” are used several times. When 
a requirement is qualified by either of these phrases, it is deemed to be “appropriate” unless the organization 
can document a justification otherwise. A requirement is considered “appropriate” if it is necessary in order for 



 the product to meet specified requirements, and/or 



 the organization to carry out corrective action. 
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2 Normative references 



The following referenced documents are indispensable for the application of this document. For dated 
references, only the edition cited applies. For undated references, the latest edition of the referenced 
document (including any amendments) applies. 



ISO 9000:2000, Quality management systems — Fundamentals and vocabulary 



3 Terms and definitions 



For the purposes of this document, the terms and definitions given in ISO 9000 apply, together with the 
following. 



The following terms, used in this edition of ISO 13485 to describe the supply chain, have been changed to 
reflect the vocabulary currently used: 



supplier -------------> organization ----------> customer 



The term “organization” replaces the term “supplier” used in ISO 13485:1996, and refers to the unit to which 
this International Standard applies. Also, the term “supplier” now replaces the term “subcontractor”. 



Throughout the text of this International Standard, wherever the term “product” occurs, it can also mean 
“service”. 



Wherever requirements are specified as applying to “medical devices”, the requirements apply equally to 
related services as supplied by the organization.  



The following definitions should be regarded as generic, as definitions provided in national regulations can 
differ slightly and take precedence. 



3.1 
active implantable medical device 
active medical device which is intended to be totally or partially introduced, surgically or medically, into the 
human body or by medical intervention into a natural orifice, and which is intended to remain after the 
procedure 



3.2 
active medical device 
medical device relying for its functioning on a source of electrical energy or any source of power other than 
that directly generated by the human body or gravity 



3.3 
advisory notice 
notice issued by the organization, subsequent to delivery of the medical device, to provide supplementary 
information and/or to advise what action should be taken in 



 the use of a medical device, 



 the modification of a medical device, 



 the return of the medical device to the organization that supplied it, or 



 the destruction of a medical device 



NOTE Issue of an advisory notice might be required to comply with national or regional regulations. 
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3.4 
customer complaint 
written, electronic or oral communication that alleges deficiencies related to the identity, quality, durability, 
reliability, safety or performance of a medical device that has been placed on the market 



3.5 
implantable medical device 
medical device intended 



 to be totally or partially introduced into the human body or a natural orifice, or 



 to replace an epithelial surface or the surface of the eye, 



by surgical intervention, and which is intended to remain after the procedure for at least 30 days, and which 
can only be removed by medical or surgical intervention 



NOTE This definition applies to implantable medical devices other than active implantable medical devices. 



3.6 
labelling 
written, printed or graphic matter 



 affixed to a medical device or any of its containers or wrappers, or 



 accompanying a medical device, 



related to identification, technical description, and use of the medical device, but excluding shipping 
documents 



NOTE Some regional and national regulations refer to “labelling” as “information supplied by the manufacturer.” 



3.7 
medical device 
any instrument, apparatus, implement, machine, appliance, implant, in vitro reagent or calibrator, software, 
material or other similar or related article, intended by the manufacturer to be used, alone or in combination, 
for human beings for one or more of the specific purpose(s) of 



 diagnosis, prevention, monitoring, treatment or alleviation of disease, 



 diagnosis, monitoring, treatment, alleviation of or compensation for an injury, 



 investigation, replacement, modification, or support of the anatomy or of a physiological process, 



 supporting or sustaining life, 



 control of conception, 



 disinfection of medical devices, 



 providing information for medical purposes by means of in vitro examination of specimens derived from 
the human body, 



and which does not achieve its primary intended action in or on the human body by pharmacological, 
immunological or metabolic means, but which may be assisted in its function by such means. 



NOTE This definition has been developed by the Global Harmonization Task Force (GHTF). See bibliographic 
reference [15]. 
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3.8 
sterile medical device 
category of medical device intended to meet the requirements for sterility 



NOTE The requirements for sterility of a medical device might be subject to national or regional regulations or 
standards. 



4 Quality management system 



4.1 General requirements 



The organization shall establish, document, implement and maintain a quality management system and 
maintain its effectiveness in accordance with the requirements of this International Standard. 



The organization shall 



a) identify the processes needed for the quality management system and their application throughout the 
organization (see 1.2), 



b) determine the sequence and interaction of these processes, 



c) determine criteria and methods needed to ensure that both the operation and control of these processes 
are effective, 



d) ensure the availability of resources and information necessary to support the operation and monitoring of 
these processes, 



e) monitor, measure and analyse these processes, and 



f) implement actions necessary to achieve planned results and maintain the effectiveness of these 
processes. 



These processes shall be managed by the organization in accordance with the requirements of this 
International Standard. 



Where an organization chooses to outsource any process that affects product conformity with requirements, 
the organization shall ensure control over such processes. Control of such outsourced processes shall be 
identified within the quality management system (see 8.5.1). 



NOTE Processes needed for the quality management system referred to above should include processes for 
management activities, provision of resources, product realization and measurement. 



4.2 Documentation requirements 



4.2.1 General 



The quality management system documentation shall include 



a) documented statements of a quality policy and quality objectives, 



b) a quality manual, 



c) documented procedures required by this International Standard, 



d) documents needed by the organization to ensure the effective planning, operation and control of its 
processes, 
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e) records required by this International Standard (see 4.2.4), and 



f) any other documentation specified by national or regional regulations. 



Where this International Standard specifies that a requirement, procedure, activity or special arrangement be 
“documented”, it shall, in addition, be implemented and maintained. 



For each type or model of medical device, the organization shall establish and maintain a file either containing 
or identifying documents defining product specifications and quality management system requirements (see 
4.2.3). These documents shall define the complete manufacturing process and, if applicable, installation and 
servicing. 



NOTE 1 The extent of the quality management system documentation can differ from one organization to another 
due to 



a) the size of the organization and type of activities, 



b) the complexity of processes and their interactions, and 



c) the competence of personnel. 



NOTE 2 The documentation can be in any form or type of medium. 



4.2.2 Quality manual 



The organization shall establish and maintain a quality manual that includes 



a) the scope of the quality management system, including details of and justification for any exclusion and/or 
non-application (see 1.2), 



b) the documented procedures established for the quality management system, or reference to them, and 



c) a description of the interaction between the processes of the quality management system. 



The quality manual shall outline the structure of the documentation used in the quality management system. 



4.2.3 Control of documents 



Documents required by the quality management system shall be controlled. Records are a special type of 
document and shall be controlled according to the requirements given in 4.2.4. 



A documented procedure shall be established to define the controls needed 



a) to review and approve documents for adequacy prior to issue, 



b) to review and update as necessary and re-approve documents, 



c) to ensure that changes and the current revision status of documents are identified, 



d) to ensure that relevant versions of applicable documents are available at points of use, 



e) to ensure that documents remain legible and readily identifiable, 



f) to ensure that documents of external origin are identified and their distribution controlled, and 



g) to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they 
are retained for any purpose. 
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The organization shall ensure that changes to documents are reviewed and approved either by the original 
approving function or another designated function which has access to pertinent background information upon 
which to base its decisions. 



The organization shall define the period for which at least one copy of obsolete controlled documents shall be 
retained. This period shall ensure that documents to which medical devices have been manufactured and 
tested are available for at least the lifetime of the medical device as defined by the organization, but not less 
than the retention period of any resulting record (see 4.2.4), or as specified by relevant regulatory 
requirements. 



4.2.4 Control of records 



Records shall be established and maintained to provide evidence of conformity to requirements and of the 
effective operation of the quality management system. Records shall remain legible, readily identifiable and 
retrievable. A documented procedure shall be established to define the controls needed for the identification, 
storage, protection, retrieval, retention time and disposition of records. 



The organization shall retain the records for a period of time at least equivalent to the lifetime of the medical 
device as defined by the organization, but not less than two years from the date of product release by the 
organization or as specified by relevant regulatory requirements. 



5 Management responsibility 



5.1 Management commitment 



Top management shall provide evidence of its commitment to the development and implementation of the 
quality management system and maintaining its effectiveness by 



a) communicating to the organization the importance of meeting customer as well as statutory and 
regulatory requirements, 



b) establishing the quality policy, 



c) ensuring that quality objectives are established, 



d) conducting management reviews, and 



e) ensuring the availability of resources. 



NOTE For the purposes of this International Standard, statutory requirements are limited to the safety and 
performance of the medical device only. 



5.2 Customer focus 



Top management shall ensure that customer requirements are determined and are met (see 7.2.1 and 8.2.1). 



5.3 Quality policy 



Top management shall ensure that the quality policy 



a) is appropriate to the purpose of the organization, 



b) includes a commitment to comply with requirements and to maintain the effectiveness of the quality 
management system, 



c) provides a framework for establishing and reviewing quality objectives, 
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d) is communicated and understood within the organization, and 



e) is reviewed for continuing suitability. 



5.4 Planning 



5.4.1 Quality objectives 



Top management shall ensure that quality objectives, including those needed to meet requirements for 
product [see 7.1 a)], are established at relevant functions and levels within the organization. The quality 
objectives shall be measurable and consistent with the quality policy. 



5.4.2 Quality management system planning 



Top management shall ensure that 



a) the planning of the quality management system is carried out in order to meet the requirements given in 
4.1, as well as the quality objectives, and 



b) the integrity of the quality management system is maintained when changes to the quality management 
system are planned and implemented. 



5.5 Responsibility, authority and communication 



5.5.1 Responsibility and authority 



Top management shall ensure that responsibilities and authorities are defined, documented and 
communicated within the organization. 



Top management shall establish the interrelation of all personnel who manage, perform and verify work 
affecting quality, and shall ensure the independence and authority necessary to perform these tasks. 



NOTE National or regional regulations might require the nomination of specific persons as responsible for activities 
related to monitoring experience from the post-production stage and reporting adverse events (see 8.2.1 and 8.5.1). 



5.5.2 Management representative 



Top management shall appoint a member of management who, irrespective of other responsibilities, shall 
have responsibility and authority that includes 



a) ensuring that processes needed for the quality management system are established, implemented and 
maintained, 



b) reporting to top management on the performance of the quality management system and any need for 
improvement (see 8.5), and 



c) ensuring the promotion of awareness of regulatory and customer requirements throughout the 
organization. 



NOTE The responsibility of a management representative can include liaison with external parties on matters 
relating to the quality management system. 



5.5.3 Internal communication 



Top management shall ensure that appropriate communication processes are established within the 
organization and that communication takes place regarding the effectiveness of the quality management 
system. 
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5.6 Management review 



5.6.1 General 



Top management shall review the organization’s quality management system, at planned intervals, to ensure 
its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for 
improvement and the need for changes to the quality management system, including the quality policy and 
quality objectives. 



Records from management reviews shall be maintained (see 4.2.4). 



5.6.2 Review input 



The input to management review shall include information on 



a) results of audits, 



b) customer feedback, 



c) process performance and product conformity, 



d) status of preventive and corrective actions, 



e) follow-up actions from previous management reviews, 



f) changes that could affect the quality management system, 



g) recommendations for improvement, and 



h) new or revised regulatory requirements. 



5.6.3 Review output 



The output from the management review shall include any decisions and actions related to 



a) improvements needed to maintain the effectiveness of the quality management system and its processes, 



b) improvement of product related to customer requirements, and 



c) resource needs. 



6 Resource management 



6.1 Provision of resources 



The organization shall determine and provide the resources needed 



a) to implement the quality management system and to maintain its effectiveness, and 



b) to meet regulatory and customer requirements. 
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6.2 Human resources 



6.2.1 General 



Personnel performing work affecting product quality shall be competent on the basis of appropriate education, 
training, skills and experience. 



6.2.2 Competence, awareness and training 



The organization shall 



a) determine the necessary competence for personnel performing work affecting product quality, 



b) provide training or take other actions to satisfy these needs, 



c) evaluate the effectiveness of the actions taken, 



d) ensure that its personnel are aware of the relevance and importance of their activities and how they 
contribute to the achievement of the quality objectives, and 



e) maintain appropriate records of education, training, skills and experience (see 4.2.4). 



NOTE National or regional regulations might require the organization to establish documented procedures for 
identifying training needs. 



6.3 Infrastructure 



The organization shall determine, provide and maintain the infrastructure needed to achieve conformity to 
product requirements. Infrastructure includes, as applicable 



a) buildings, workspace and associated utilities, 



b) process equipment (both hardware and software), and 



c) supporting services (such as transport or communication). 



The organization shall establish documented requirements for maintenance activities, including their 
frequency, when such activities or lack thereof can affect product quality. 



Records of such maintenance shall be maintained (see 4.2.4). 



6.4 Work environment 



The organization shall determine and manage the work environment needed to achieve conformity to product 
requirements. 



The following requirements shall apply. 



a) The organization shall establish documented requirements for health, cleanliness and clothing of 
personnel if contact between such personnel and the product or work environment could adversely affect 
the quality of the product (see 7.5.1.2.1). 



b) If work environment conditions can have an adverse effect on product quality, the organization shall 
establish documented requirements for the work environment conditions and documented procedures or 
work instructions to monitor and control these work environment conditions (see 7.5.1.2.1). 



c) The organization shall ensure that all personnel who are required to work temporarily under special 
environmental conditions within the work environment are appropriately trained or supervised by a trained 
person [see 6.2.2 b)]. 



d) If appropriate, special arrangements shall be established and documented for the control of contaminated 
or potentially contaminated product in order to prevent contamination of other product, the work 
environment or personnel (see 7.5.3.1). 











ISO 13485:2003(E) 



10 © ISO 2003 — All rights reserved
 



7 Product realization 



7.1 Planning of product realization 



The organization shall plan and develop the processes needed for product realization. Planning of product 
realization shall be consistent with the requirements of the other processes of the quality management 
system (see 4.1). 



In planning product realization, the organization shall determine the following, as appropriate: 



a) quality objectives and requirements for the product; 



b) the need to establish processes, documents, and provide resources specific to the product; 



c) required verification, validation, monitoring, inspection and test activities specific to the product and the 
criteria for product acceptance; 



d) records needed to provide evidence that the realization processes and resulting product meet 
requirements (see 4.2.4). 



The output of this planning shall be in a form suitable for the organization’s method of operations. 



The organization shall establish documented requirements for risk management throughout product 
realization. Records arising from risk management shall be maintained (see 4.2.4). 



NOTE 1 A document specifying the processes of the quality management system (including the product realization 
processes) and the resources to be applied to a specific product, project or contract, can be referred to as a quality plan. 



NOTE 2 The organization may also apply the requirements given in 7.3 to the development of product realization 
processes. 



NOTE 3 See ISO 14971 for guidance related to risk management. 



7.2 Customer-related processes 



7.2.1 Determination of requirements related to the product 



The organization shall determine 



a) requirements specified by the customer, including the requirements for delivery and post-delivery 
activities, 



b) requirements not stated by the customer but necessary for specified or intended use, where known, 



c) statutory and regulatory requirements related to the product, and 



d) any additional requirements determined by the organization. 



7.2.2 Review of requirements related to the product 



The organization shall review the requirements related to the product. This review shall be conducted prior to 
the organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of 
contracts or orders, acceptance of changes to contracts or orders) and shall ensure that 



a) product requirements are defined and documented, 



b) contract or order requirements differing from those previously expressed are resolved, and 



c) the organization has the ability to meet the defined requirements. 
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Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4). 



Where the customer provides no documented statement of requirement, the customer requirements shall be 
confirmed by the organization before acceptance. 



Where product requirements are changed, the organization shall ensure that relevant documents are 
amended and that relevant personnel are made aware of the changed requirements. 



NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review 
can cover relevant product information such as catalogues or advertising material. 



7.2.3 Customer communication 



The organization shall determine and implement effective arrangements for communicating with customers in 
relation to 



a) product information, 



b) enquiries, contracts or order handling, including amendments,  



c) customer feedback, including customer complaints (see 8.2.1), and 



d) advisory notices (see 8.5.1). 



7.3 Design and development 



7.3.1 Design and development planning 



The organization shall establish documented procedures for design and development. 



The organization shall plan and control the design and development of product. 



During the design and development planning, the organization shall determine 



a) the design and development stages, 



b) the review, verification, validation and design transfer activities (see Note) that are appropriate at each 
design and development stage, and 



c) the responsibilities and authorities for design and development. 



The organization shall manage the interfaces between different groups involved in design and development to 
ensure effective communication and clear assignment of responsibility. 



Planning output shall be documented, and updated as appropriate, as the design and development 
progresses (see 4.2.3). 



NOTE Design transfer activities during the design and development process ensure that design and development 
outputs are verified as suitable for manufacturing before becoming final production specifications. 



7.3.2 Design and development inputs 



Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs 
shall include 



a) functional, performance and safety requirements, according to the intended use, 



b) applicable statutory and regulatory requirements, 
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c) where applicable, information derived from previous similar designs, 



d) other requirements essential for design and development, and 



e) output(s) of risk management (see 7.1). 



These inputs shall be reviewed for adequacy and approved. 



Requirements shall be complete, unambiguous and not in conflict with each other. 



7.3.3 Design and development outputs 



The outputs of design and development shall be provided in a form that enables verification against the 
design and development input and shall be approved prior to release. 



Design and development outputs shall 



a) meet the input requirements for design and development, 



b) provide appropriate information for purchasing, production and for service provision, 



c) contain or reference product acceptance criteria, and 



d) specify the characteristics of the product that are essential for its safe and proper use. 



Records of the design and development outputs shall be maintained (see 4.2.4). 



NOTE Records of design and development outputs can include specifications, manufacturing procedures, 
engineering drawings, and engineering or research logbooks. 



7.3.4 Design and development review 



At suitable stages, systematic reviews of design and development shall be performed in accordance with 
planned arrangements (see 7.3.1) 



a) to evaluate the ability of the results of design and development to meet requirements, and 



b) to identify any problems and propose necessary actions. 



Participants in such reviews shall include representatives of functions concerned with the design and 
development stage(s) being reviewed, as well as other specialist personnel (see 5.5.1 and 6.2.1). 



Records of the results of the reviews and any necessary actions shall be maintained (see 4.2.4). 



7.3.5 Design and development verification 



Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the 
design and development outputs have met the design and development input requirements. Records of the 
results of the verification and any necessary actions shall be maintained (see 4.2.4). 



7.3.6 Design and development validation 



Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1) 
to ensure that the resulting product is capable of meeting the requirements for the specified application or 
intended use. Validation shall be completed prior to the delivery or implementation of the product (see Note 1). 



Records of the results of validation and any necessary actions shall be maintained (see 4.2.4). 
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As part of design and development validation, the organization shall perform clinical evaluations and/or 
evaluation of performance of the medical device, as required by national or regional regulations (see Note 2). 



NOTE 1 If a medical device can only be validated following assembly and installation at point of use, delivery is not 
considered to be complete until the product has been formally transferred to the customer. 



NOTE 2 Provision of the medical device for purposes of clinical evaluations and/or evaluation of performance is not 
considered to be delivery. 



7.3.7 Control of design and development changes 



Design and development changes shall be identified and records maintained. The changes shall be reviewed, 
verified and validated, as appropriate, and approved before implementation. The review of design and 
development changes shall include evaluation of the effect of the changes on constituent parts and product 
already delivered. 



Records of the results of the review of changes and any necessary actions shall be maintained (see 4.2.4). 



7.4 Purchasing 



7.4.1 Purchasing process 



The organization shall establish documented procedures to ensure that purchased product conforms to 
specified purchase requirements. 



The type and extent of control applied to the supplier and the purchased product shall be dependent upon the 
effect of the purchased product on subsequent product realization or the final product. 



The organization shall evaluate and select suppliers based on their ability to supply product in accordance 
with the organization’s requirements. Criteria for selection, evaluation and re-evaluation shall be established. 
Records of the results of evaluations and any necessary actions arising from the evaluation shall be 
maintained (see 4.2.4). 



7.4.2 Purchasing information 



Purchasing information shall describe the product to be purchased, including where appropriate 



a) requirements for approval of product, procedures, processes and equipment, 



b) requirements for qualification of personnel, and 



c) quality management system requirements. 



The organization shall ensure the adequacy of specified purchase requirements prior to their communication 
to the supplier. 



To the extent required for traceability given in 7.5.3.2, the organization shall maintain relevant purchasing 
information, i.e. documents (see 4.2.3) and records (see 4.2.4).  



7.4.3 Verification of purchased product 



The organization shall establish and implement the inspection or other activities necessary for ensuring that 
purchased product meets specified purchase requirements. 



Where the organization or its customer intends to perform verification at the supplier’s premises, the 
organization shall state the intended verification arrangements and method of product release in the 
purchasing information. 



Records of the verification shall be maintained (see 4.2.4). 
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7.5 Production and service provision 



7.5.1 Control of production and service provision 



7.5.1.1 General requirements 



The organization shall plan and carry out production and service provision under controlled conditions. 
Controlled conditions shall include, as applicable 



a) the availability of information that describes the characteristics of the product, 



b) the availability of documented procedures, documented requirements, work instructions, and reference 
materials and reference measurement procedures as necessary, 



c) the use of suitable equipment, 



d) the availability and use of monitoring and measuring devices, 



e) the implementation of monitoring and measurement, 



f) the implementation of release, delivery and post-delivery activities, and 



g) the implementation of defined operations for labelling and packaging. 



The organization shall establish and maintain a record (see 4.2.4) for each batch of medical devices that 
provides traceability to the extent specified in 7.5.3 and identifies the amount manufactured and amount 
approved for distribution. The batch record shall be verified and approved. 



NOTE A batch can be a single medical device. 



7.5.1.2 Control of production and service provision — Specific requirements 



7.5.1.2.1 Cleanliness of product and contamination control 



The organization shall establish documented requirements for cleanliness of product if 



a) product is cleaned by the organization prior to sterilization and/or its use, or 



b) product is supplied non-sterile to be subjected to a cleaning process prior to sterilization and/or its use, or 



c) product is supplied to be used non-sterile and its cleanliness is of significance in use, or 



d) process agents are to be removed from product during manufacture. 



If product is cleaned in accordance with a) or b) above, the requirements contained in 6.4 a) and 6.4 b) do not 
apply prior to the cleaning process. 



7.5.1.2.2 Installation activities 



If appropriate, the organization shall establish documented requirements which contain acceptance criteria for 
installing and verifying the installation of the medical device. 



If the agreed customer requirements allow installation to be performed other than by the organization or its 
authorized agent, the organization shall provide documented requirements for installation and verification. 



Records of installation and verification performed by the organization or its authorized agent shall be 
maintained (see 4.2.4). 
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7.5.1.2.3 Servicing activities 



If servicing is a specified requirement, the organization shall establish documented procedures, work 
instructions and reference materials and reference measurement procedures, as necessary, for performing 
servicing activities and verifying that they meet the specified requirements. 



Records of servicing activities carried out by the organization shall be maintained (see 4.2.4). 



NOTE Servicing can include, for example, repair and maintenance. 



7.5.1.3 Particular requirements for sterile medical devices  



The organization shall maintain records of the process parameters for the sterilization process which was 
used for each sterilization batch (see 4.2.4). Sterilization records shall be traceable to each production batch 
of medical devices (see 7.5.1.1). 



7.5.2 Validation of processes for production and service provision 



7.5.2.1 General requirements 



The organization shall validate any processes for production and service provision where the resulting output 
cannot be verified by subsequent monitoring or measurement. This includes any processes where 
deficiencies become apparent only after the product is in use or the service has been delivered. 



Validation shall demonstrate the ability of these processes to achieve planned results. 



The organization shall establish arrangements for these processes including, as applicable 



a) defined criteria for review and approval of the processes, 



b) approval of equipment and qualification of personnel, 



c) use of specific methods and procedures, 



d) requirements for records (see 4.2.4), and 



e) revalidation. 



The organization shall establish documented procedures for the validation of the application of computer 
software (and changes to such software and/or its application) for production and service provision that affect 
the ability of the product to conform to specified requirements. Such software applications shall be validated 
prior to initial use. 



Records of validation shall be maintained (see 4.2.4) 



7.5.2.2 Particular requirements for sterile medical devices 



The organization shall establish documented procedures for the validation of sterilization processes. 
Sterilization processes shall be validated prior to initial use. 



Records of validation of each sterilization process shall be maintained (see 4.2.4). 
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7.5.3 Identification and traceability 



7.5.3.1 Identification 



The organization shall identify the product by suitable means throughout product realization, and shall 
establish documented procedures for such product identification. 



The organization shall establish documented procedures to ensure that medical devices returned to the 
organization are identified and distinguished from conforming product [see 6.4 d)]. 



7.5.3.2 Traceability 



7.5.3.2.1 General 



The organization shall establish documented procedures for traceability. Such procedures shall define the 
extent of product traceability and the records required (see 4.2.4, 8.3 and 8.5). 



Where traceability is a requirement, the organization shall control and record the unique identification of the 
product (see 4.2.4). 



NOTE Configuration management is a means by which identification and traceability can be maintained. 



7.5.3.2.2 Particular requirements for active implantable medical devices and implantable medical 
devices 



In defining the records required for traceability, the organization shall include records of all components, 
materials and work environment conditions, if these could cause the medical device not to satisfy its specified 
requirements. 



The organization shall require that its agents or distributors maintain records of the distribution of medical 
devices to allow traceability and that such records are available for inspection. 



Records of the name and address of the shipping package consignee shall be maintained (see 4.2.4). 



7.5.3.3 Status identification 



The organization shall identify the product status with respect to monitoring and measurement requirements. 



The identification of product status shall be maintained throughout production, storage, installation and 
servicing of the product to ensure that only product that has passed the required inspections and tests (or 
released under an authorized concession) is dispatched, used or installed. 



7.5.4 Customer property 



The organization shall exercise care with customer property while it is under the organization’s control or 
being used by the organization. The organization shall identify, verify, protect and safeguard customer 
property provided for use or incorporation into the product. If any customer property is lost, damaged or 
otherwise found to be unsuitable for use, this shall be reported to the customer and records maintained 
(see 4.2.4). 



NOTE Customer property can include intellectual property or confidential health information. 



7.5.5 Preservation of product 



The organization shall establish documented procedures or documented work instructions for preserving the 
conformity of product during internal processing and delivery to the intended destination. 
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This preservation shall include identification, handling, packaging, storage and protection. Preservation shall 
also apply to the constituent parts of a product. 



The organization shall establish documented procedures or documented work instructions for the control of 
product with a limited shelf-life or requiring special storage conditions. Such special storage conditions shall 
be controlled and recorded (see 4.2.4). 



7.6 Control of monitoring and measuring devices 



The organization shall determine the monitoring and measurement to be undertaken and the monitoring and 
measuring devices needed to provide evidence of conformity of product to determined requirements 
(see 7.2.1). 



The organization shall establish documented procedures to ensure that monitoring and measurement can be 
carried out and are carried out in a manner that is consistent with the monitoring and measurement 
requirements. 



Where necessary to ensure valid results, measuring equipment shall 



a) be calibrated or verified at specified intervals, or prior to use, against measurement standards traceable 
to international or national measurement standards; where no such standards exist, the basis used for 
calibration or verification shall be recorded; 



b) be adjusted or re-adjusted as necessary; 



c) be identified to enable the calibration status to be determined; 



d) be safeguarded from adjustments that would invalidate the measurement result; 



e) be protected from damage and deterioration during handling, maintenance and storage. 



In addition, the organization shall assess and record the validity of the previous measuring results when the 
equipment is found not to conform to requirements. The organization shall take appropriate action on the 
equipment and any product affected. Records of the results of calibration and verification shall be maintained 
(see 4.2.4). 



When used in the monitoring and measurement of specified requirements, the ability of computer software to 
satisfy the intended application shall be confirmed. This shall be undertaken prior to initial use and 
reconfirmed as necessary. 



NOTE See ISO 10012 for guidance related to measurement management systems. 



8 Measurement, analysis and improvement 



8.1 General 



The organization shall plan and implement the monitoring, measurement, analysis and improvement 
processes needed 



a) to demonstrate conformity of the product, 



b) to ensure conformity of the quality management system, and 



c) to maintain the effectiveness of the quality management system. 



This shall include determination of applicable methods, including statistical techniques, and the extent of their 
use. 



NOTE National or regional regulations might require documented procedures for implementation and control of the 
application of statistical techniques. 
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8.2 Monitoring and measurement 



8.2.1 Feedback 



As one of the measurements of the performance of the quality management system, the organization shall 
monitor information relating to whether the organization has met customer requirements. 



The methods for obtaining and using this information shall be determined. 



The organization shall establish a documented procedure for a feedback system [see 7.2.3 c)] to provide 
early warning of quality problems and for input into the corrective and preventive action processes (see 8.5.2 
and 8.5.3). 



If national or regional regulations require the organization to gain experience from the post-production phase, 
the review of this experience shall form part of the feedback system (see 8.5.1). 



8.2.2 Internal audit 



The organization shall conduct internal audits at planned intervals to determine whether the quality 
management system 



a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and to 
the quality management system requirements established by the organization, and 



b) is effectively implemented and maintained. 



An audit programme shall be planned, taking into consideration the status and importance of the processes 
and areas to be audited, as well as the results of previous audits. The audit criteria, scope, frequency and 
methods shall be defined. Selection of auditors and conduct of audits shall ensure objectivity and impartiality 
of the audit process. Auditors shall not audit their own work. 



The responsibilities and requirements for planning and conducting audits, and for reporting results and 
maintaining records (see 4.2.4) shall be defined in a documented procedure. 



The management responsible for the area being audited shall ensure that actions are taken without undue 
delay to eliminate detected nonconformities and their causes. Follow-up activities shall include the verification 
of the actions taken and the reporting of verification results (see 8.5.2). 



NOTE See ISO 19011 for guidance related to quality auditing. 



8.2.3 Monitoring and measurement of processes 



The organization shall apply suitable methods for monitoring and, where applicable, measurement of the 
quality management system processes. These methods shall demonstrate the ability of the processes to 
achieve planned results. When planned results are not achieved, correction and corrective action shall be 
taken, as appropriate, to ensure conformity of the product. 



8.2.4 Monitoring and measurement of product 



8.2.4.1 General requirements 



The organization shall monitor and measure the characteristics of the product to verify that product 
requirements have been met. This shall be carried out at appropriate stages of the product realization 
process in accordance with the planned arrangements (see 7.1) and documented procedures (see 7.5.1.1). 



Evidence of conformity with the acceptance criteria shall be maintained. Records shall indicate the person(s) 
authorizing release of product (see 4.2.4). 
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Product release and service delivery shall not proceed until the planned arrangements (see 7.1) have been 
satisfactorily completed. 



8.2.4.2 Particular requirement for active implantable medical devices and implantable medical 
devices 



The organization shall record (see 4.2.4) the identity of personnel performing any inspection or testing. 



8.3 Control of nonconforming product 



The organization shall ensure that product which does not conform to product requirements is identified and 
controlled to prevent its unintended use or delivery. The controls and related responsibilities and authorities 
for dealing with nonconforming product shall be defined in a documented procedure. 



The organization shall deal with nonconforming product by one or more of the following ways: 



a) by taking action to eliminate the detected nonconformity; 



b) by authorizing its use, release or acceptance under concession; 



c) by taking action to preclude its original intended use or application. 



The organization shall ensure that nonconforming product is accepted by concession only if regulatory 
requirements are met. Records of the identity of the person(s) authorizing the concession shall be maintained 
(see 4.2.4). 



Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, 
shall be maintained (see 4.2.4). 



When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the 
requirements. 



When nonconforming product is detected after delivery or use has started, the organization shall take action 
appropriate to the effects, or potential effects, of the nonconformity. 



If product needs to be reworked (one or more times), the organization shall document the rework process in a 
work instruction that has undergone the same authorization and approval procedure as the original work 
instruction. Prior to authorization and approval of the work instruction, a determination of any adverse effect of 
the rework upon product shall be made and documented (see 4.2.3 and 7.5.1). 



8.4 Analysis of data 



The organization shall establish documented procedures to determine, collect and analyse appropriate data 
to demonstrate the suitability and effectiveness of the quality management system and to evaluate if 
improvement of the effectiveness of the quality management system can be made. 



This shall include data generated as a result of monitoring and measurement and from other relevant sources. 



The analysis of data shall provide information relating to 



a) feedback (see 8.2.1), 



b) conformity to product requirements (see 7.2.1), 



c) characteristics and trends of processes and products including opportunities for preventive action, and 



d) suppliers. 



Records of the results of the analysis of data shall be maintained (see 4.2.4). 
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8.5 Improvement 



8.5.1 General 



The organization shall identify and implement any changes necessary to ensure and maintain the continued 
suitability and effectiveness of the quality management system through the use of the quality policy, quality 
objectives, audit results, analysis of data, corrective and preventive actions and management review. 



The organization shall establish documented procedures for the issue and implementation of advisory notices. 
These procedures shall be capable of being implemented at any time. 



Records of all customer complaint investigations shall be maintained (see 4.2.4). If investigation determines 
that the activities outside the organization contributed to the customer complaint, relevant information shall be 
exchanged between the organizations involved (see 4.1). 



If any customer complaint is not followed by corrective and/or preventive action, the reason shall be 
authorized (see 5.5.1) and recorded (see 4.2.4). 



If national or regional regulations require notification of adverse events that meet specified reporting criteria, 
the organization shall establish documented procedures to such notification to regulatory authorities. 



8.5.2 Corrective action 



The organization shall take action to eliminate the cause of nonconformities in order to prevent recurrence. 
Corrective actions shall be appropriate to the effects of the nonconformities encountered. 



A documented procedure shall be established to define requirements for 



a) reviewing nonconformities (including customer complaints), 



b) determining the causes of nonconformities, 



c) evaluating the need for action to ensure that nonconformities do not recur, 



d) determining and implementing action needed, including, if appropriate, updating documentation (see 4.2), 



e) recording of the results of any investigation and of action taken (see 4.2.4), and 



f) reviewing the corrective action taken and its effectiveness. 



8.5.3 Preventive action 



The organization shall determine action to eliminate the causes of potential nonconformities in order to 
prevent their occurrence. Preventive actions shall be appropriate to the effects of the potential problems. 



A documented procedure shall be established to define requirements for 



a) determining potential nonconformities and their causes, 



b) evaluating the need for action to prevent occurrence of nonconformities, 



c) determining and implementing action needed, 



d) recording of the results of any investigations and of action taken (see 4.2.4), and 



e) reviewing preventive action taken and its effectiveness. 
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Annex A 
(informative) 



 
Correspondence between ISO 13485:2003 and ISO 13485:1996 



Table A.1 — Correspondence between ISO 13485:1996 and ISO 13485:2003 



ISO 13485:1996 ISO 13485:2003 
1 Scope 1 
2 Normative reference 2 
3 Definitions 3 
4 Quality system requirements [title only]  
4.1 Management responsibility [title only]  
4.1.1 Quality policy 5.1 + 5.3 + 5.4.1 
4.1.2 Organization [title only]  
4.1.2.1 Responsibility and authority 5.5.1 
4.1.2.2 Resources 6.1 + 6.2.1 
4.1.2.3 Management representative 5.5.2 
4.1.3 Management review 5.6.1 + 8.5.1 
4.2 Quality system [title only]  
4.2.1 General 4.1 + 4.2.2 
4.2.2 Quality system procedures 4.2.1 
4.2.3 Quality planning 5.4.2 + 7.1 
4.3 Contract review [title only]  
4.3.1 General [title only]  
4.3.2 Review 5.2 + 7.2.1 + 7.2.2 + 7.2.3 
4.3.3 Amendment to a contract 7.2.2 
4.3.4 Records 7.2.2 
4.4 Design control [title only]  
4.4.1 General [title only]  
4.4.2 Design and development planning 7.3.1 
4.4.3 Organizational and technical interfaces 7.3.1 
4.4.4 Design input 7.2.1 + 7.3.2 
4.4.5 Design output 7.3.3 
4.4.6 Design review 7.3.4 
4.4.7 Design verification 7.3.5 
4.4.8 Design validation 7.3.6 
4.4.9 Design changes 7.3.7 
4.5 Document and data control [title only]  
4.5.1 General 4.2.3 
4.5.2 Document and data approval and issue 4.2.3 
4.5.3 Document and data changes 4.2.3 
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Table A.1 (continued) 



ISO 13485:1996 ISO 13485:2003 



4.6 Purchasing [title only]  
4.6.1 General [title only]  
4.6.2 Evaluation of subcontractors 7.4.1 
4.6.3 Purchasing data 7.4.2 
4.6.4 Verification of purchased product 7.4.3 
4.7 Control of customer-supplied product 7.5.4 
4.8 Product identification and traceability 7.5.3 
4.9 Process control 6.3 + 6.4 + 7.5.1 + 7.5.2 
4.10 Inspection and testing [title only]  
4.10.1 General 7.1 + 8.1 
4.10.2 Receiving inspection and testing 7.4.3 + 8.2.4 
4.10.3 In-process inspection and testing 8.2.4 
4.10.4 Final inspection and testing 8.2.4 
4.10.5 Inspection and test records 7.5.3 + 8.2.4 
4.11 Control of inspection, measuring and test equipment [title only]  
4.11.1 General 7.6 
4.11.2 Control procedure 7.6 
4.12 Inspection and test status 7.5.3 



4.13 Control of nonconforming product [title only]  
4.13.1 General 8.3 
4.13.2 Review and disposition of nonconforming product 8.3 
4.14 Corrective and preventive action [title only]  
4.14.1 General 8.5.2 + 8.5.3 
4.14.2 Corrective action 8.5.2 
4.14.3 Preventive action 8.5.3 
4.15 Handling, storage, packaging, preservation & delivery [title only]  
4.15.1 General  6.4 
4.15.2 Handling 7.5.5 
4.15.3 Storage 7.5.5 
4.15.4 Packaging 7.5.5 
4.15.5 Preservation 7.5.5 
4.15.6 Delivery 7.5.1 
4.16 Control of quality records 4.2.4 
4.17 Internal quality audits 8.2.2 + 8.2.3 
4.18 Training 6.2.2 
4.19 Servicing 7.5.1 
4.20 Statistical techniques [title only]  
4.20.1 Identification of need 8.1 + 8.2.3 + 8.2.4 + 8.4 
4.20.2 Procedures 8.1 + 8.2.3 + 8.2.4 + 8.4 
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Table A.2 — Correspondence between ISO 13485:2003 and ISO 13485:1996 



ISO 13485:2003 ISO 13485:1996 



1 Scope 1 



1.1 General  



1.2 Application  



2 Normative reference 2 



3 Terms and definitions 3 



4 Quality management system [title only]  



4.1 General requirements 4.2.1 



4.2 Documentation requirements [title only]  



4.2.1 General 4.2.2 



4.2.2 Quality manual 4.2.1 



4.2.3 Control of documents 4.5.1 + 4.5.2 + 4.5.3 



4.2.4 Control of records 4.16 



5 Management responsibility [title only]  



5.1 Management commitment 4.1.1 



5.2 Customer focus 4.3.2 



5.3 Quality policy 4.1.1 



5.4 Planning [title only]  



5.4.1 Quality objectives 4.1.1 



5.4.2 Quality management system planning 4.2.3 



5.5 Responsibility, authority and communication [title only]  



5.5.1 Responsibility and authority 4.1.2.1 



5.5.2 Management representative 4.1.2.3 



5.5.3 Internal communication  



5.6 Management review [title only]  



5.6.1 General 4.1.3 



5.6.2 Review input  



5.6.3 Review output  



6 Resource management [title only]  



6.1 Provision of resources 4.1.2.2 



6.2 Human resources [title only]  



6.2.1 General 4.1.2.2 



6.2.2 Competence, awareness and training 4.18 



6.3 Infrastructure 4.9 



6.4 Work environment 4.9 + 4.15.1 



7 Product realization [title only]  



7.1 Planning of product realization 4.2.3 + 4.10.1 
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Table A.2 (continued) 



ISO 13485:2003 ISO 13485:1996 



7.2 Customer-related processes [title only]  



7.2.1 Determination of requirements related to the product 4.3.2 + 4.4.4 



7.2.2 Review of requirements related to the product 4.3.2 + 4.3.3 + 4.3.4 



7.2.3 Customer communication 4.3.2 



7.3 Design and development [title only]  



7.3.1 Design and development planning 4.4.2 + 4.4.3 



7.3.2 Design and development inputs 4.4.4 



7.3.3 Design and development outputs 4.4.5 



7.3.4 Design and development review 4.4.6 



7.3.5 Design and development verification 4.4.7 



7.3.6 Design and development validation 4.4.8 



7.3.7 Control of design and development changes 4.4.9 



7.4 Purchasing [title only]  



7.4.1 Purchasing process 4.6.2 



7.4.2 Purchasing information 4.6.3 



7.4.3 Verification of purchased product 4.6.4 + 4.10.2 



7.5 Production and service provision [title only]  



7.5.1 Control of production and service provision 4.9 + 4.15.6 + 4.19 



7.5.2 Validation of processes for production and service provision 4.9 



7.5.3 Identification and traceability 4.8 + 4.10.5 + 4.12 



7.5.4 Customer property 4.7 



7.5.5 Preservation of product 4.15.2 + 4.15.3 + 4.15.4 + 4.15.5 



7.6 Control of monitoring and measuring devices 4.10 + 4.20.1 + 4.20.2  



8 Measurement, analysis and improvement [title only]  



8.1 General 4.11.1 + 4.11.2 



8.2 Monitoring and measurement [title only]  



8.2.1 Feedback  



8.2.2 Internal audit 4.17 



8.2.3 Monitoring and measurement of processes 4.17 + 4.20.1 + 4.20.2  



8.2.4 Monitoring and measurement of product 4.10.2 + 4.10.3 + 4.10.4 + 4.10.5 + 4.20.1 + 4.20.2 



8.3 Control of nonconforming product 4.13.1 + 4.13.2 



8.4 Analysis of data 4.20.1 + 4.20.2 



8.5 Improvement [title only]  



8.5.1 General 4.1.3 



8.5.2 Corrective action 4.14.1 + 4.14.2 



8.5.3 Preventive action 4.14.1 + 4.14.3 
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Annex B 
(informative) 



 
Explanation of differences between ISO 13485:2003 and ISO 9001:2000 



This annex documents the similarities and differences between requirements clauses and subclauses and 
key informative clauses and subclauses of this International Standard and ISO 9001. It also provides a 
rationale for the differences between this International Standard and ISO 9001. 



a) For those clauses or subclauses of this International Standard that are quoted directly and unchanged 
from ISO 9001, the fact that these subclauses are presented unchanged is noted in this annex by a 
phrase appearing in square brackets [ ]. 



b) For those clauses or subclauses from ISO 9001 that are changed in this International Standard by the 
addition of information or by tailoring it to be consistent with medical device regulations, the entire original 
ISO 9001 text of the clause or subclause is reproduced in the left-hand column of this annex. The text of 
the corresponding clause or subclause in this International Standard is shown in the right-hand column. 



c) For those clauses or subclauses where this International Standard has deleted or amended the text of 
ISO 9001 by the deletion or significant modification of a substantive requirement, the entire original 
ISO 9001 text of the clause or subclause is reproduced in the left-hand column of this annex. The text of 
the corresponding clause or subclause in this International Standard and the reasons for the text changes 
are given in the right-hand column. 



d) The reasons for the differences between this International Standard and ISO 9001 are given in the right-
hand column. Where no “reason for differences” is given for an individual clause or subclause, the text 
differences between the two International Standards arises from the objective of ISO 13485 to reflect the 
current regulations and facilitate the harmonization of new medical device regulations around the world. 



ISO 9001:2000 ISO 13485:2003 



0 Introduction 



0.1 General 



The adoption of a quality management system should 
be a strategic decision of an organization. The design 
and implementation of an organization’s quality 
management system is influenced by varying needs, 
particular objectives, the products provided, the 
processes employed and the size and structure of the 
organization. It is not the intent of this International 
Standard to imply uniformity in the structure of quality 
management systems or uniformity of documentation.



The quality management system requirements speci-
fied in this International Standard are complementary 
to requirements for products. Information marked 
“NOTE” is for guidance in understanding or clarifying 
the associated requirement. 



0 Introduction 



0.1 General 



This International Standard specifies requirements for 
a quality management system that can be used by an 
organization for the design and development, 
production installation and servicing of medical 
devices, and the design, development, and provision 
of related services. 



It can also be used by internal and external parties, 
including certification bodies, to assess the 
organization’s ability to meet customer and regulatory 
requirements. 



It is emphasized that the quality management system 
requirements specified in this International Standard 
are complementary to technical requirements for 
products. 



Information marked “NOTE” is for guidance in 
understanding or clarifying the associated 
requirement. 
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This International Standard can be used by internal 
and external parties, including certification bodies, to 
assess the organization’s ability to meet customer, 
regulatory and the organization’s own requirements. 



The quality management principles stated in 
ISO 9000 and ISO 9004 have been taken into 
consideration during the development of this 
International Standard. 



The adoption of a quality management system should 
be a strategic decision of an organization. The design 
and implementation of an organization's quality 
management system is influenced by varying needs, 
particular objectives, the products provided, the 
processes employed and the size and structure of the 
organization. It is not the intent of this International 
Standard to imply uniformity in the structure of quality 
management systems or uniformity of documentation.



There is a wide variety of medical devices and some 
of the particular requirements of this International 
Standard only apply to named groups of medical 
devices. These groups are defined in Clause 3. 



Reason for differences: Except for the contents of 
paragraph 4 of 0.1 of ISO 13485, any changes to the text 
of 0.1 of ISO 9001 is intended only to tailor this text for 
application to the medical device sector. 



0.2 Process approach 



This International Standard promotes the adoption of 
a process approach when developing, implementing 
and improving the effectiveness of a quality 
management system, to enhance customer satis-
faction by meeting customer requirements. 



For an organization to function effectively, it has to 
identify and manage numerous linked activities. An 
activity using resources, and managed in order to 
enable the transformation of inputs into outputs, can 
be considered as a process. Often the output from 
one process directly forms the input to the next. 



The application of a system of processes within an 
organization, together with the identification and 
interactions of these processes, and their 
management, can be referred to as the “process 
approach”. 



An advantage of the process approach is the ongoing 
control that it provides over the linkage between the 
individual processes within the system of processes, 
as well as over their combination and interaction. 



When used within a quality management system, 
such an approach emphasizes the importance of 



a) understanding and meeting requirements, 



b) the need to consider processes in terms of 
added value, 



c) obtaining results of process performance and 
effectiveness, and 



0.2 Process approach 



This International Standard is based on a process 
approach to quality management. 



Any activity that receives inputs and converts them to 
outputs can be considered as a process. 



For an organization to function effectively, it has to 
identify and manage numerous linked processes. 



Often the output from one process directly forms the 
input to the next. 



The application of a system of processes within an 
organization, together with the identification and inter-
actions of these processes, and their management, 
can be referred to as the “process approach”. 



Reason for differences: Much of the guidance contained 
in 0.2 of ISO 9001 is being considered for inclusion in 
ISO/TR 14969, the Technical Report that is intended to 
provide guidance for the implementation of the 
requirements of ISO 13485. This information is included in 
this subclause of ISO 9001 because no such guidance 
document as ISO/TR 14969 exists. Because ISO/TR 14969 
is being developed, the guidance text is not included in this 
subclause in ISO 13485. 
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d) continual improvement of processes based on 



objective measurement. 



The model of a process-based quality management 
system shown in Figure 1 illustrates the process 
linkages presented in Clauses 4 to 8. This illustration 
shows that customers play a significant role in 
defining requirements as inputs. Monitoring of 
customer satisfaction requires the evaluation of 
information relating to customer perception as to 
whether the organization has met the customer 
requirements. The model shown in Figure 1 covers all 
the requirements of this International Standard, but 
does not show processes at a detailed level. 



NOTE In addition, the methodology known as “Plan-
Do-Check-Act” (PDCA) can be applied to all processes. 
PDCA can be briefly described as follows. 



Plan: establish the objectives and processes to 
deliver results in accordance with customer 
requirements and the organization’s 
policies. 



Do: implement the processes. 



Check: monitor and measure processes and 
product against policies, objectives and 
requirements for the product and report the 
results. 



Act: take actions to continually improve process 
performance. 



Figure 1 — Model of a process-based quality 
management system 
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0.3 Relationship with ISO 9004 



The present editions of ISO 9001 and ISO 9004 have 
been developed as a consistent pair of quality 
management system standards which have been 
designed to complement each other, but can also be 
used independently. Although the two International 
Standards have different scopes, they have similar 
structures in order to assist their application as a 
consistent pair. 



ISO 9001 specifies requirements for a quality 
management system that can be used for internal 
application by organizations, or for certification, or for 
contractual purposes. It focuses on the effectiveness 
of the quality management system in meeting 
customer requirements. 



ISO 9004 gives guidance on a wider range of 
objectives of a quality management system than does 
ISO 9001, particularly for the continual improvement 
of an organization’s overall performance and 
efficiency, as well as its effectiveness. ISO 9004 is 
recommended as a guide for organizations whose top 
management wishes to move beyond the 
requirements of ISO 9001, in pursuit of continual 
improvement of performance. However, it is not 
intended for certification or for contractual purposes. 



0.3 Relationship with other standards 



0.3.1 Relationship with ISO 9001:2000 



While this is a stand-alone standard, it is based on 
ISO 9001. 



Those clauses or subclauses that are quoted directly 
and unchanged from ISO 9001 are in normal font. 
The fact that these subclauses are presented 
unchanged is noted in Annex B. 



Where the text of this International Standard is not 
identical to the text of ISO 9001, the sentence or 
indent containing that text as a whole is shown in 
italics (and blue italics for electronic versions). The 
nature and reasons for the text changes are noted in 
Annex B. 



0.3.2 Relationship with ISO/TR 14969 



ISO/TR 14969 is a Technical Report intended to 
provide guidance for the application of ISO 13485. 



Reason for differences: There is no significant 
relationship between ISO 13485 and ISO 9004. The key 
relationships that benefit from explanation in this 
introductory subclause are the ones between ISO 13485 
and ISO 9001 and ISO/TR 14969. 



0.4 Compatibility with other management 
systems 



This International Standard has been aligned with 
ISO 14001:1996 in order to enhance the compatibility 
of the two standards for the benefit of the user 
community. 



This International Standard does not include 
requirements specific to other management systems, 
such as those particular to environmental manage-
ment, occupational health and safety management, 
financial management or risk management. However, 
this International Standard enables an organization to 
align or integrate its own quality management system 
with related management system requirements. It is 
possible for an organization to adapt its existing
management system(s) in order to establish a quality 
management system that complies with the 
requirements of this International Standard. 



0.4 Compatibility with other management 
systems 



This International Standard follows the format of 
ISO 9001 for the convenience of users in the medical 
device community. 



This International Standard does not include 
requirements specific to other management systems, 
such as those particular to environmental manage-
ment, occupational health and safety management, 
or financial management. 



However, this International Standard enables an 
organization to align or integrate its own quality 
management system with related management 
system requirements. It is possible for an 
organization to adapt its existing management 
system(s) in order to establish a quality management 
system that complies with the requirements of this 
International Standard. 



Reason for differences: The first paragraph of 0.4 of 
ISO 13485 emphasizes the alignment of ISO 13485 with 
ISO 9001. 
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Risk management is a key requirement in many activities 
and requirements associated with quality management 
systems for medical device organizations. 



1 Scope 



1.1 General 



This International Standard specifies requirements for 
a quality management system where an organization 



a) needs to demonstrate its ability to consistently 
provide product that meets customer and applic-
able regulatory requirements, and 



b) aims to enhance customer satisfaction through 
the effective application of the system, including 
processes for continual improvement of the 
system and the assurance of conformity to 
customer and applicable regulatory require-
ments. 



NOTE In this International Standard, the term 
“product” applies only to the product intended for, or 
required by, a customer. 



1 Scope 



1.1 General 



This International Standard specifies requirements for 
a quality management system where an organization 
needs to demonstrate its ability to provide medical 
devices and related services that consistently meet 
customer requirements and regulatory requirements 
applicable to medical devices and related services. 



The primary objective of this International Standard is 
to facilitate harmonized medical device regulatory 
requirements for quality management systems. As a 
result, it includes some particular requirements for 
medical devices and excludes some of the 
requirements of ISO 9001 that are not appropriate as 
regulatory requirements. Because of these 
exclusions, organizations whose quality management 
systems conform to this International Standard 
cannot claim conformity to ISO 9001 unless their 
quality management systems conform to all the 
requirements of ISO 9001 (see Annex B). 



Reason for differences: This subclause uses and explains 
terms that are appropriate for the medical device sector. In 
addition, the terms “customer satisfaction” and “continual 
improvement” are eliminated as they are not relevant in a 
standard whose objective is to facilitate the harmonization 
of medical device regulations for quality management 
systems around the world. 



Paragraph 2 is intended to clarify that the intent of 
ISO 13485 is to facilitate the harmonization of regulatory 
quality management system requirements around the 
world, to point out that this intent requires the addition of 
some requirements not found in ISO 9001 and the deletion 
of some requirements that are found in ISO 9001, and to 
clarify the fact that adherence to ISO 13485 cannot result in 
the claim of adherence to ISO 9001. 



The term “and related services” has been added twice to 
modify the term “medical devices” because “medical 
device” does not include “services” in its definition. This is 
in contrast to ISO 9001, where the term “product” does 
include “services” as part of its definition. 
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1.2 Application 



All requirements of this International Standard are 
generic and are intended to be applicable to all 
organizations, regardless of type, size and product 
provided. 



Where any requirement(s) of this International 
Standard cannot be applied due to the nature of an 
organization and its product, this can be considered 
for exclusion. 



Where exclusions are made, claims of conformity to 
this International Standard are not acceptable unless 
these exclusions are limited to requirements within 
Clause 7, and such exclusions do not affect the 
organization’s ability, or responsibility, to provide 
product that meets customer and applicable 
regulatory requirements. 



1.2 Application 



All requirements of this International Standard are 
specific to organizations providing medical devices, 
regardless of the type or size of the organization. 



If regulatory requirements permit exclusions of design 
and development controls (see 7.3), this can be used 
as a justification for their exclusion from the quality 
management system. These regulations can provide 
alternative arrangements that must be addressed in 
the quality management system. It is the respon-
sibility of the organization to ensure that claims of 
conformity with this International Standard reflect 
exclusion of design and development controls [see 
4.2.2 a) and 7.3]. 



If any requirement(s) in Clause 7 of this International 
Standard is not applicable due to the nature of the 
medical device(s) for which the quality management 
system is applied, the organization does not need to 
include such a requirement(s) in its quality 
management system [see 4.2.2 a)]. 



The processes required by this International 
Standard, which are applicable to the medical 
device(s), but which are not performed by the 
organization, are the responsibility of the organization 
and are accounted for in the organization’s quality 
management system [see 4.1 a)]. 



In this International Standard the terms “if 
appropriate” and “where appropriate” are used 
several times. When a requirement is qualified by 
either of these phrases, it is deemed to be 
“appropriate” unless the organization can document a 
justification otherwise. A requirement is considered 
“appropriate” if it is necessary in order for 



a) the product to meet specified requirements, 
and/or 



b) the organization to carry out corrective action. 



Reason for differences: The text clarifies the fact that the 
requirements of ISO 13485 are specific to the medical 
device sector. In addition, it amplifies the relationship 
between exclusions for design and development that might 
have regulatory impact in certain locations in the world. 
Finally, it distinguishes between the requirements in 
Clause 7 which an organization may with regulatory 
justification exclude from its quality management system 
(limited to 7.3), even though they may perform activities to 
which those requirements relate, and those which the 
organization may with justification not include its quality 
management system because they relate to activities not 
performed by the organization. 
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2 Normative reference 



The following normative document contains 
provisions which, through reference in this text, 
constitute provisions of this International Standard. 
For dated references, subsequent amendments to, or 
revisions of, any of these publications do not apply. 
However, parties to agreements based on this 
International Standard are encouraged to investigate 
the possibility of applying the most recent edition of 
the normative document indicated below. For 
undated references, the latest edition of the 
normative document referred to applies. Members of 
ISO and IEC maintain registers of currently valid 
International Standards. 



ISO 9000:2000, Quality management systems —
Fundamentals and vocabulary 



2 Normative references 



The following referenced documents are indis-
pensable for the application of this document. For 
dated references, only the edition cited applies. For 
undated references, the latest edition of the 
referenced document (including any amendments) 
applies. 



ISO 9000:2000, Quality management systems —
Fundamentals and vocabulary 



Reason for differences: The ISO 13485 text reflects 
a revision required by the 2001 edition of the ISO/IEC 
Directives, Part 2. 



3 Terms and definitions 



For the purposes of this International Standard, the 
terms and definitions given in ISO 9000 apply. 



The following terms, used in this edition of ISO 9001 
to describe the supply chain, have been changed to 
reflect the vocabulary currently used: 



supplier ----> organization ----> customer 



The term “organization” replaces the term “supplier” 
used in ISO 9001:1994, and refers to the unit to 
which this International Standard applies. Also, the 
term “supplier” now replaces the term “sub-
contractor”. 



Throughout the text of this International Standard, 
wherever the term “product” occurs, it can also mean 
“service”. 



3 Terms and definitions 



For the purposes of this document, the terms and 
definitions given in ISO 9000 apply, together with the 
following. 



The following terms, used in this edition of ISO 13485
to describe the supply chain, have been changed to 
reflect the vocabulary currently used: 



supplier ----> organization ----> customer 



The term “organization” replaces the term “supplier” 
used in ISO 13485:1996, and refers to the unit to 
which this International Standard applies. Also, the 
term “supplier” now replaces the term “sub-
contractor”. 



Throughout the text of this International Standard, 
wherever the term “product” occurs, it can also mean 
“service”. 



Wherever requirements are specified as applying to 
“medical devices”, the requirements apply equally to
related services as supplied by the organization. 



The following definitions should be regarded as 
generic, as definitions provided in national regulations 
can differ slightly and take precedence. 



Reason for differences: The text is tailored for use in the 
medical device sector and also includes a caveat related to 
the fact that local regulations might have a definition that 
supercedes that contained or referenced in ISO 13485. 
Definitions 3.1 to 3.8 are specific to the medical device 
sector. 
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4 Quality management system 



4.1 General requirements 



The organization shall establish, document, imple-
ment and maintain a quality management system and 
continually improve its effectiveness in accordance 
with the requirements of this International Standard. 



The organization shall 



a) identify the processes needed for the quality 
management system and their application 
throughout the organization (see 1.2), 



b) determine the sequence and interaction of these 
processes, 



c) determine criteria and methods needed to 
ensure that both the operation and control of 
these processes are effective, 



d) ensure the availability of resources and inform-
ation necessary to support the operation and 
monitoring of these processes, 



e) monitor, measure and analyze these processes, 
and 



f) implement actions necessary to achieve planned 
results and continual improvement of these 
processes. 



These processes shall be managed by the 
organization in accordance with the requirements of 
this International Standard. 



Where an organization chooses to outsource any 
process that affects product conformity with 
requirements, the organization shall ensure control 
over such processes. Control of such outsourced 
processes shall be identified within the quality 
management system. 



NOTE Processes needed for the quality management 
system referred to above should include processes for 
management activities, provision of resources, product 
realization and measurement. 



4 Quality management system 



4.1 General requirements 



The organization shall establish, document, imple-
ment and maintain a quality management system and 
maintain its effectiveness in accordance with the 
requirements of this International Standard. 



The organization shall 



a) identify the processes needed for the quality 
management system and their application 
throughout the organization (see 1.2), 



b) determine the sequence and interaction of these 
processes, 



c) determine criteria and methods needed to 
ensure that both the operation and control of 
these processes are effective, 



d) ensure the availability of resources and inform-
ation necessary to support the operation and 
monitoring of these processes, 



e) monitor, measure and analyse these processes, 
and 



f) implement actions necessary to achieve planned 
results and maintain the effectiveness of these 
processes. 



These processes shall be managed by the 
organization in accordance with the requirements of 
this International Standard. 



Where an organization chooses to outsource any 
process that affects product conformity with 
requirements, the organization shall ensure control 
over such processes. Control of such outsourced 
processes shall be identified within the quality 
management system (see 8.5.1). 



NOTE Processes needed for the quality management 
system referred to above should include processes for 
management activities, provision of resources, product 
realization and measurement. 



Reason for differences: The resulting text is consistent 
with the objectives of reflecting the current regulations and 
facilitating the harmonization of new medical device 
regulations around the world. Current regulations are 
targeted at the effectiveness of the quality management 
system to consistently produce safe and effective products.
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4.2 Documentation requirements 



4.2.1 General 



The quality management system documentation shall 
include 



a) documented statements of a quality policy and 
quality objectives, 



b) a quality manual, 



c) documented procedures required by this Inter-
national Standard, 



d) documents needed by the organization to ensure 
the effective planning, operation and control of its 
processes, and 



e) records required by this International Standard 
(see 4.2.4). 



NOTE 1 Where the term “documented procedure” 
appears within this International Standard, this means that 
the procedure is established, documented, implemented 
and maintained. 



NOTE 2 The extent of the quality management system 
documentation can differ from one organization to another 
due to 



a) the size of the organization and type of activities, 



b) the complexity of processes and their interactions, and



c) the competence of personnel. 



NOTE 3 The documentation can be in any form or type 
of medium. 



4.2 Documentation requirements 



4.2.1 General 



The quality management system documentation 
shall include 



a) documented statements of a quality policy and 
quality objectives, 



b) a quality manual, 



c) documented procedures required by this Inter-
national Standard, 



d) documents needed by the organization to ensure 
the effective planning, operation and control of its 
processes,  



e) records required by this International Standard 
(see 4.2.4), and 



f) any other documentation specified by national or 
regional regulations. 



Where this International Standard specifies that a 
requirement, procedure, activity or special arrange-
ment be “documented”, it shall, in addition, be 
implemented and maintained. 



For each type or model of medical device, the 
organization shall establish and maintain a file either 
containing or identifying documents defining product 
specifications and quality management system 
requirements (see 4.2.3). These documents shall 
define the complete manufacturing process and, if 
applicable, installation and servicing. 



NOTE 1 The extent of the quality management system 
documentation can differ from one organization to another 
due to 



a) the size of the organization and type of activities, 



b) the complexity of processes and their interactions, and



c) the competence of personnel. 



NOTE 2 The documentation can be in any form or type 
of medium. 



Reason for differences: The text in 4.2.1 of ISO 13485 
includes all of the requirements contained in the 
corresponding subclause of ISO 9001, with the addition of 
a general statement related to regulations that might 
contain documentation requirements and a specific 
requirement for a file containing specified documents for 
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each type/model of medical device. In addition, the text 
includes the documentation requirements for activities and 
special arrangements. The resulting text is consistent with 
the objectives of reflecting the current regulations and 
facilitating the harmonization of new medical device 
regulations around the world. 



4.2.2 Quality manual 



The organization shall establish and maintain a 
quality manual that includes 



a) the scope of the quality management system, 
including details of and justification for any 
exclusion (see 1.2), 



b) the documented procedures established for the 
quality management system, or reference to 
them, and 



c) a description of the interaction between the 
processes of the quality management system. 



4.2.2 Quality manual 



The organization shall establish and maintain a 
quality manual that includes 



a) the scope of the quality management system, 
including details of and justification for any 
exclusion and/or non-application (see 1.2), 



b) the documented procedures established for the 
quality management system, or reference to 
them, and 



c) a description of the interaction between the 
processes of the quality management system. 



The quality manual shall outline the structure of the 
documentation used in the quality management 
system. 



4.2.3 Control of documents 



Documents required by the quality management 
system shall be controlled. Records are a special 
type of document and shall be controlled according to 
the requirements given in 4.2.4. 



A documented procedure shall be established to 
define the controls needed 



a) to approve documents for adequacy prior to 
issue, 



b) to review and update as necessary and re-
approve documents, 



c) to ensure that changes and the current revision 
status of documents are identified, 



d) to ensure that relevant versions of applicable 
documents are available at points of use, 



e) to ensure that documents remain legible and 
readily identifiable, 



f) to ensure that documents of external origin are 
identified and their distribution controlled, and 



g) to prevent the unintended use of obsolete 
documents, and to apply suitable identification to 
them if they are retained for any purpose. 



4.2.3 Control of documents 



Documents required by the quality management 
system shall be controlled. Records are a special 
type of document and shall be controlled according to 
the requirements given in 4.2.4. 



A documented procedure shall be established to 
define the controls needed 



a) to review and approve documents for adequacy 
prior to issue, 



b) to review and update as necessary and re-
approve documents, 



c) to ensure that changes and the current revision 
status of documents are identified, 



d) to ensure that relevant versions of applicable 
documents are available at points of use, 



e) to ensure that documents remain legible and 
readily identifiable, 



f) to ensure that documents of external origin are 
identified and their distribution controlled, and 



g) to prevent the unintended use of obsolete 
documents, and to apply suitable identification to 
them if they are retained for any purpose. 
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The organization shall ensure that changes to 
documents are reviewed and approved either by the 
original approving function or another designated 
function which has access to pertinent background 
information upon which to base its decisions. 



The organization shall define the period for which at 
least one copy of obsolete controlled documents shall 
be retained. This period shall ensure that documents 
to which medical devices have been manufactured 
and tested are available for at least the lifetime of the 
medical device as defined by the organization, but 
not less than the retention period of any resulting 
record (see 4.2.4), or as specified by relevant 
regulatory requirements. 



4.2.4 Control of records 



Records shall be established and maintained to 
provide evidence of conformity to requirements and 
of the effective operation of the quality management 
system. Records shall remain legible, readily iden-
tifiable and retrievable. A documented procedure 
shall be established to define the controls needed for 
the identification, storage, protection, retrieval, 
retention time and disposition of records. 



4.2.4 Control of records 



Records shall be established and maintained to 
provide evidence of conformity to requirements and 
of the effective operation of the quality management 
system. Records shall remain legible, readily iden-
tifiable and retrievable. A documented procedure 
shall be established to define the controls needed for 
the identification, storage, protection, retrieval, 
retention time and disposition of records. 



The organization shall retain the records for a period 
of time at least equivalent to the lifetime of the 
medical device as defined by the organization, but 
not less than two years from the date of product 
release by the organization or as specified by 
relevant regulatory requirements. 



5 Management responsibility 



5.1 Management commitment 



Top management shall provide evidence of its 
commitment to the development and implementation 
of the quality management system and continually 
improving its effectiveness by 



a) communicating to the organization the impor-
tance of meeting customer as well as statutory 
and regulatory requirements, 



b) establishing the quality policy, 



c) ensuring that quality objectives are established, 



d) conducting management reviews, and 



e) ensuring the availability of resources. 



5 Management responsibility 



5.1 Management commitment 



Top management shall provide evidence of its 
commitment to the development and implementation 
of the quality management system and maintaining 
its effectiveness by 



a) communicating to the organization the impor-
tance of meeting customer as well as statutory 
and regulatory requirements, 



b) establishing the quality policy, 



c) ensuring that quality objectives are established, 



d) conducting management reviews, and 



e) ensuring the availability of resources. 
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NOTE For the purposes of this International Standard, 
statutory requirements are limited to the safety and 
performance of the medical device only. 



Reason for differences: This text is consistent with the 
objective of reflecting the current regulation and facilitating 
the harmonization of new medical device regulations 
around the world. Current regulations are targeted at the 
effectiveness of the quality management system to 
consistently produce safe and effective products. 



5.2 Customer focus 



Top management shall ensure that customer 
requirements are determined and are met with the 
aim of enhancing customer satisfaction (see 7.2.1 
and 8.2.1). 



5.2 Customer focus 



Top management shall ensure that customer 
requirements are determined and are met (see 7.2.1 
and 8.2.1). 



Reason for differences: The rewording of the text is 
consistent with the position that customer satisfaction is not 
an appropriate regulatory objective of medical devices. As a 
result, this text is consistent with the objective of ISO 13485 
to facilitate the harmonization of quality management 
system regulations around the world. 



5.3 Quality policy 



Top management shall ensure that the quality policy 



a) is appropriate to the purpose of the organization, 



b) includes a commitment to comply with require-
ments and continually improve the effectiveness 
of the quality management system, 



c) provides a framework for establishing and 
reviewing quality objectives, 



d) is communicated and understood within the 
organization, and 



e) is reviewed for continuing suitability. 



5.3 Quality policy 



Top management shall ensure that the quality policy 



a) is appropriate to the purpose of the organization, 



b) includes a commitment to comply with require-
ments and to maintain the effectiveness of the 
quality management system, 



c) provides a framework for establishing and 
reviewing quality objectives, 



d) is communicated and understood within the 
organization, and 



e) is reviewed for continuing suitability. 



Reason for differences: The text of 5.3 of ISO 13485 
eliminates from item b) the commitment to continually 
improve the effectiveness of the quality management 
system and substitutes the commitment to maintain the 
effectiveness of the quality management system. This 
substitution is consistent with the objective of current 
regulations and is intended to facilitate the harmonization of 
quality management system regulations around the world. 



 



 



5.4 Planning 



[The text of 5.4 in ISO 13485 is identical to that in the 
corresponding subclause of ISO 9001.] 
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5.5 Responsibility, authority and 
communication 



5.5.1 Responsibility and authority 



Top management shall ensure that responsibilities 
and authorities are defined, documented and 
communicated within the organization. 



5.5 Responsibility, authority and 
communication 



5.5.1 Responsibility and authority 



Top management shall ensure that responsibilities 
and authorities are defined, documented and 
communicated within the organization. 



Top management shall establish the interrelation of 
all personnel who manage, perform and verify work 
affecting quality, and stall ensure the independence 
and authority necessary to perform these tasks. 



NOTE National or regional regulation might require the 
nomination of specific persons as responsible for activities 
related to monitoring experience from the post-production 
stage and reporting adverse events (see 8.2.1 and 8.5.1). 



5.5.2 Management representative 



Top management shall appoint a member of 
management who, irrespective of other respon-
sibilities, shall have responsibility and authority that 
includes: 



a) ensuring that processes needed for the quality 
management system are established, imple-
mented and maintained; 



b) reporting to top management on the performance 
of the quality management system and any need 
for improvement; and 



c) ensuring the promotion of awareness of 
customer requirements throughout the organ-
ization. 



NOTE The responsibility of a management rep-
resentative can include liaison with external parties on 
matters relating to the quality management system. 



5.5.2 Management representative 



Top management shall appoint a member of 
management who, irrespective of other respon-
sibilities, shall have responsibility and authority that 
includes 



a) ensuring that processes needed for the quality 
management system are established, imple-
mented and maintained; 



b) reporting to top management on the performance 
of the quality management system and any need 
for improvement (see 8.5); and 



c) ensuring the promotion of awareness of 
regulatory and customer requirements through-
out the organization. 



NOTE The responsibility of a management rep-
resentative can include liaison with external parties on 
matters relating to the quality management system. 



 5.5.3 Internal communication 



[The text of 5.5.3 in ISO 13485 is identical to that in 
the corresponding subclause of ISO 9001.] 



5.6 Management review 



 



5.6 Management review  



5.6.1 General 



[The text of 5.6.1 in ISO 13485 is identical to that in 
the corresponding subclause of ISO 9001.] 
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5.6.2 Review input 



The input to management review shall include 
information on 



a) results of audits, 



b) customer feedback, 



c) process performance and product conformity, 



d) status of preventive and corrective actions, 



e) follow-up actions from previous management 
reviews, 



f) changes that could affect the quality man-
agement system, and 



g) recommendations for improvement. 



5.6.2 Review input 



The input to management review shall include 
information on 



a) results of audits, 



b) customer feedback, 



c) process performance and product conformity, 



d) status of preventive and corrective actions, 



e) follow-up actions from previous management 
reviews, 



f) changes that could affect the quality man-
agement system, 



g) recommendations for improvement, and 



h) new or revised regulatory requirements 



5.6.3 Review output 



The output from the management review shall include 
any decisions and actions related to 



a) improvement of the effectiveness of the quality 
management system and its processes 



b) improvement of product related to customer 
requirements, and 



c) resource needs. 



5.6.3 Review output 



The output from the management review shall include 
any decisions and actions related to 



a) improvements needed to maintain the effec-
tiveness of the quality management system and 
its processes, 



b) improvement of product related to customer 
requirements, and 



c) resource needs. 



6 Resource management 



6.1 Provision of resources 



The organization shall determine and provide the 
resources needed 



a) to implement and maintain the quality 
management system and continually improve its 
effectiveness, and  



b) to enhance customer satisfaction by meeting 
customer requirements. 



6 Resource management 



6.1 Provision of resources 



The organization shall determine and provide the 
resources needed 



a) to implement the quality management system 
and to maintain its effectiveness, and 



b) to meet regulatory and customer requirements. 



6.2 Human resources 6.2 Human resources 



6.2.1 General 



[The text of 6.2.1 in ISO 13485 is identical to that in 
the corresponding subclause of ISO 9001.] 
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6.2.2 Competence, awareness and training 



The organization shall 



a) determine the necessary competence for 
personnel performing work affecting product 
quality, 



b) provide training or take other actions to satisfy 
these needs, 



c) evaluate the effectiveness of the actions taken, 



d) ensure that its personnel are aware of the 
relevance and importance of their activities and
how they contribute to the achievement of the 
quality objectives, and 



e) maintain appropriate records of education, 
training, skills and experience, training, skills and 
experience (see 4.2.4). 



6.2.2 Competence, awareness and training 



The organization shall 



a) determine the necessary competence for 
personnel performing work affecting product 
quality, 



b) provide training or take other actions to satisfy 
these needs, 



c) evaluate the effectiveness of the actions taken, 



d) ensure that its personnel are aware of the 
relevance and importance of their activities and 
how they contribute to the achievement of the 
quality objectives, and 



e) maintain appropriate records of education, 
training, skills and experience (see 4.2.4). 



NOTE National or regional regulations might require 
the organization to establish documented procedures for 
identifying training needs. 



6.3 Infrastructure 



The organization shall determine, provide and 
maintain the infrastructure needed to achieve 
conformity to product requirements. Infrastructure 
includes, as applicable 



a) buildings, workspace and associated utilities, 



b) process equipment (both hardware and soft-
ware), and 



c) supporting services (such as transport or 
communication). 



6.3 Infrastructure 



The organization shall determine, provide and 
maintain the infrastructure needed to achieve 
conformity to product requirements. Infrastructure 
includes, as applicable 



a) buildings, workspace and associated utilities, 



b) process equipment (both hardware and soft-
ware), and 



c) supporting services (such as transport or 
communication). 



The organization shall establish documented 
requirements for maintenance activities, including 
their frequency, when such activities or lack thereof 
can affect product quality. 



Records of such maintenance shall be maintained 
(see 4.2.4). 



6.4 Work environment 



The organization shall determine and manage the 
work environment needed to achieve conformity to 
product requirements. 



6.4 Work environment 



The organization shall determine and manage the 
work environment needed to achieve conformity to 
product requirements. The following requirements 
shall apply. 



a) The organization shall establish documented 
requirements for health, cleanliness and clothing 
of personnel if contact between such personnel 
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and the product or work environment could 
adversely affect the quality of the product 
(see 7.5.1.2.1). 



b) If work environment conditions can have an 
adverse effect on product quality, the organ-
ization shall establish documented requirements 
for the work environment conditions and 
documented procedures or work instructions to 
monitor and control these work environment 
conditions (see 7.5.1.2.1). 



c) The organization shall ensure that all personnel 
who are required to work temporarily under 
special environmental conditions within the work 
environment are appropriately trained or 
supervised by a trained person [see 6.2.2 b)]. 



d) If appropriate, special arrangements shall be 
established and documented for the control of 
contaminated or potentially contaminated 
product in order to prevent contamination of 
other product, the work environment or 
personnel (see 7.5.3.1). 



7 Product realization 



7.1 Planning of product realization 



The organization shall plan and develop the 
processes needed for product realization. Planning of 
product realization shall be consistent with the 
requirements of the other processes of the quality 
management system (see 4.1). 



In planning product realization, the organization shall 
determine the following, as appropriate: 



a) quality objectives and requirements for the 
product; 



b) the need to establish processes, documents, and 
provide resources specific to the product; 



c) required verification, validation, monitoring, in-
spection and test activities specific to the product 
and the criteria for product acceptance; 



d) records needed to provide evidence that the 
realization processes and resulting product meet 
requirements (see 4.2.4). 



The output of this planning shall be in a form suitable 
for the organization’s method of operations. 



7 Product realization 



7.1 Planning of product realization 



The organization shall plan and develop the 
processes needed for product realization. Planning of 
product realization shall be consistent with the 
requirements of the other processes of the quality 
management system (see 4.1). 



In planning product realization, the organization shall 
determine the following, as appropriate: 



a) quality objectives and requirements for the 
product; 



b) the need to establish processes, documents, and 
provide resources specific to the product; 



c) required verification, validation, monitoring, in-
spection and test activities specific to the product 
and the criteria for product acceptance; 



d) records needed to provide evidence that the 
realization processes and resulting product meet 
requirements (see 4.2.4). 



The output of this planning shall be in a form suitable 
for the organization’s method of operations. 











ISO 13485:2003(E) 



© ISO 2003 — All rights reserved 41
 



ISO 9001:2000 ISO 13485:2003 
NOTE 1 A document specifying the processes of the 
quality management system (including the product 
realization processes) and the resources to be applied to a 
specific product, project or contract, can be referred to as a 
quality plan. 



NOTE 2 The organization may also apply the 
requirements given in 7.3 to the development of product 
realization processes. 



The organization shall establish documented 
requirements for risk management throughout 
product realization. Records arising from risk 
management shall be maintained (see 4.2.). 



NOTE 1 A document specifying the processes of the 
quality management system (including the product 
realization processes) and the resources to be applied to a 
specific product, project or contract, can be referred to as a 
quality plan. 



NOTE 2 The organization may also apply the 
requirements given in 7.3 to the development of product 
realization processes. 



NOTE 3 See ISO 14971 for guidance related to risk 
management. 



Reason for differences: To make the resulting text 
consistent with the objective of reflecting the current 
regulations and facilitating the harmonization of new 
medical device regulations around the world. Risk 
management is a key activity that determines the nature 
and amount of activity in many of the areas addressed by 
the medical device organization’s quality management 
system. 



7.2 Customer-related processes 7.2 Customer-related processes 



7.2.1 Determination of requirements related to 
the product 



[The text of 7.2.1 in ISO 13485 is identical to that in 
the corresponding subclause of ISO 9001.] 



7.2.2 Review of requirements related to the 
product 



The organization shall review the requirements 
related to the product. This review shall be conducted 
prior to the organization's commitment to supply a 
product to the customer (e.g. submission of tenders, 
acceptance of contracts or orders, acceptance of 
changes to contracts or orders) and shall ensure that 



a) product requirements are defined, 



b) contract or order requirements differing from 
those previously expressed are resolved, and 



c) the organization has the ability to meet the 
defined requirements. 



Records of the results of the review and actions 
arising from the review shall be maintained 
(see 4.2.4). 



7.2.2 Review of requirements related to the 
product 



The organization shall review the requirements 
related to the product. This review shall be conducted 
prior to the organization's commitment to supply a 
product to the customer (e.g. submission of tenders, 
acceptance of contracts or orders, acceptance of 
changes to contracts or orders) and shall ensure that 



a) product requirements are defined and docu-
mented, 



b) contract or order requirements differing from 
those previously expressed are resolved, and 



c) the organization has the ability to meet the 
defined requirements. 



Records of the results of the review and actions 
arising from the review shall be maintained 
(see 4.2.4). 
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Where the customer provides no documented 
statement of requirement, the customer requirements 
shall be confirmed by the organization before 
acceptance. 



Where product requirements are changed, the 
organization shall ensure that relevant documents are 
amended and that relevant personnel are made 
aware of the changed requirements. 



NOTE In some situations, such as internet sales, a 
formal review is impractical for each order. Instead the 
review can cover relevant product information such as 
catalogues or advertising material. 



Where the customer provides no documented 
statement of requirement, the customer requirements 
shall be confirmed by the organization before 
acceptance. 



Where product requirements are changed, the 
organization shall ensure that relevant documents are 
amended and that relevant personnel are made 
aware of the changed requirements. 



NOTE In some situations, such as internet sales, a 
formal review is impractical for each order. Instead the 
review can cover relevant product information such as 
catalogues or advertising material. 



7.2.3 Customer communication 



The organization shall determine and implement 
effective arrangements for communicating with cus-
tomers in relation to 



a) product information, 



b) enquiries, contracts or order handling, including 
amendments, 



c) customer feedback, including customer com-
plaints. 



7.2.3 Customer communication 



The organization shall determine and implement 
effective arrangements for communicating with cus-
tomers in relation to 



a) product information, 



b) enquiries, contracts or order handling, including 
amendments, 



c) customer feedback, including customer com-
plaints (see 8.2.1), and 



d) advisory notices (see 8.5.1). 



7.3 Design and development 



7.3.1 Design and development planning 



The organization shall plan and control the design 
and development of product. 



During the design and development planning, the 
organization shall determine 



a) the design and development stages, 



b) the review, verification and validation that are 
appropriate to each design and development 
stage, and 



c) the responsibilities and authorities for design and 
development. 



The organization shall manage the interfaces 
between different groups involved in design and 
development to ensure effective communication and 
clear assignment of responsibility. 



Planning output shall be updated as appropriate, as 
the design and development progresses (see 4.2.3). 



7.3 Design and development 



7.3.1 Design and development planning 



The organization shall establish documented pro-
cedures for design and development. 



The organization shall plan and control the design 
and development of product. 



During the design and development planning, the 
organization shall determine 



a) the design and development stages, 



b) the review, verification, validation and design 
transfer activities (see Note) that are appropriate 
at each design and development stage, and 



c) the responsibilities and authorities for design and 
development. 



The organization shall manage the interfaces 
between different groups involved in design and 
development to ensure effective communication and 
clear assignment of responsibility. 
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Planning output shall be documented, and updated 
as appropriate, as the design and development 
progresses (see 4.2.3). 



NOTE Design transfer activities during the design and 
development process ensure that design and development 
outputs are verified as suitable for manufacturing before 
becoming final production specifications. 



Reason for differences: This text is consistent with the 
objective of reflecting the current regulations and facilitating 
the harmonization of new medical device regulations 
around the world. In general, ISO 13485 retains the same 
level of documented procedure requirements contained in 
ISO 9001:1994, the standard with which many local 
regulations are consistent. 



7.3.2 Design and development inputs 



Inputs relating to product requirements shall be 
determined and records maintained (see 4.2.4). 
These inputs shall include 



a) functional and performance requirements, 



b) applicable statutory and regulatory requirements,



c) where applicable, information derived from 
previous similar designs, and 



d) other requirements essential for design and 
development. 



These inputs shall be reviewed for adequacy . 
Requirements shall be complete, unambiguous and 
not in conflict with each other. 



7.3.2 Design and development inputs 



Inputs relating to product requirements shall be 
determined and records maintained (see 4.2.4). 
These inputs shall include 



a) functional, performance and safety requirements, 
according to the intended use, 



b) applicable statutory and regulatory requirements,



c) where applicable, information derived from 
previous similar designs, 



d) other requirements essential for design and 
development, and 



e) output(s) of risk management (see 7.1). 



These inputs shall be reviewed for adequacy and 
approved.  



Requirements shall be complete, unambiguous and 
not in conflict with each other. 



7.3.3 Design and development outputs 



The outputs of design and development shall be 
provided in a form that enables verification against 
the design and development input and shall be 
approved prior to release. 



Design and development outputs shall 



a) meet the input requirements for design and 
development, 



b) provide appropriate information for purchasing, 
production and for service provision, 



7.3.3 Design and development outputs 



The outputs of design and development shall be 
provided in a form that enables verification against 
the design and development input and shall be 
approved prior to release. 



Design and development outputs shall 



a) meet the input requirements for design and 
development, 



b) provide appropriate information for purchasing, 
production and for service provision, 
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c) contain or reference product acceptance criteria, 



and 



d) specify the characteristics of the product that are 
essential for its safe and proper use. 



c) contain or reference product acceptance criteria, 
and 



d) specify the characteristics of the product that are 
essential for its safe and proper use. 



Records of the design and development outputs shall 
be maintained (see 4.2.4). 



NOTE Records of design and development outputs 
can include specifications, manufacturing procedures, 
engineering drawings, and engineering or research 
logbooks. 



7.3.4 Design and development review 



At suitable stages, systematic reviews of design and 
development shall be performed in accordance with 
planned arrangements (see 7.3.1) 



a) to evaluate the ability of the results of design and 
development to meet requirements, and 



b) to identify any problems and propose necessary 
actions. 



Participants in such reviews shall include repre-
sentatives of functions concerned with the design and 
development stage(s) being reviewed. Records of the 
results of the reviews and any necessary actions 
shall be maintained (see 4.2.4). 



7.3.4 Design and development review 



At suitable stages, systematic reviews of design and 
development shall be performed in accordance with 
planned arrangements (see 7.3.1) 



a) to evaluate the ability of the results of design and 
development to meet requirements, and 



b) to identify any problems and propose necessary 
actions. 



Participants in such reviews shall include repre-
sentatives of functions concerned with the design and 
development stage(s) being reviewed, as well as 
other specialist personnel (see 5.5.1 and 6.2.1). 



Records of the results of the reviews and any 
necessary actions shall be maintained (see 4.2.4). 



 7.3.5 Design and development verification 



[The text of 7.3.5 in ISO 13485 is identical to that in 
the corresponding subclause of ISO 9001.] 



7.3.6 Design and development validation 



Design and development validation shall be per-
formed in accordance with planned arrangements 
(7.3.1) to ensure that the resulting product is capable 
of meeting the requirements for the specified 
application or intended use, where known. Wherever 
practicable, validation shall be completed prior to the 
delivery or implementation of the product. Records of 
the results of validation and any necessary actions 
shall be maintained (see 4.2.4) 



7.3.6 Design and development validation 



Design and development validation shall be per-
formed in accordance with planned arrangements 
(see 7.3.1) to ensure that the resulting product is 
capable of meeting the requirements for the specified 
application or intended use. Validation shall be 
completed prior to the delivery or implementation of 
the product (see Note 1). 



Records of the results of validation and any 
necessary actions shall be maintained (see 4.2.4). 



As part of design and development validation, the 
organization shall perform clinical evaluations and/or 
evaluation of performance of the medical device, as 
required by national or regional regulations (see 
Note 2). 
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NOTE 1 If a medical device can only be validated 
following assembly and installation at point of use, delivery 
is not considered to be complete until the product has been 
formally transferred to the customer. 



NOTE 2 Provision of the medical device for purposes of 
clinical evaluations and/or evaluation of performance is not 
considered to be delivery. 



 7.3.7 Control of design and development 
changes 



[The text of 7.3.7 in ISO 13485 is identical to that in 
the corresponding subclause of ISO 9001.] 



7.4 Purchasing 



7.4.1 Purchasing process 



The organization shall ensure that purchased product 
conforms to specified purchase requirements. The 
type and extent of control applied to the supplier and 
the purchased product shall be dependent upon the 
effect of the purchased product on subsequent 
product realization or the final product. 



The organization shall evaluate and select suppliers 
based on their ability to supply product in accordance
with the organization’s requirements. Criteria for 
selection, evaluation and re-evaluation shall be 
established. Records of the results of evaluations and 
any necessary actions arising from the evaluation 
shall be maintained (see 4.2.4). 



7.4 Purchasing 



7.4.1 Purchasing process 



The organization shall establish documented pro-
cedures to ensure that purchased product conforms 
to specified purchase requirements. 



The type and extent of control applied to the supplier 
and the purchased product shall be dependent upon 
the effect of the purchased product on subsequent 
product realization or the final product. 



The organization shall evaluate and select suppliers 
based on their ability to supply product in accordance 
with the organization’s require-ments. Criteria for 
selection, evaluation and re-evaluation shall be 
established. Records of the results of evaluations and 
any necessary actions arising from the evaluation 
shall be maintained (see 4.2.4). 



7.4.2 Purchasing information 



Purchasing information shall describe the product to 
be purchased, including where appropriate 



a) requirements for approval of product, pro-
cedures, processes, and equipment, 



b) requirements for qualification of personnel, and 



c) quality management system requirements. 



The organization shall ensure the adequacy of 
specified purchase requirements prior to their com-
munication to the supplier. 



7.4.2 Purchasing information 



Purchasing information shall describe the product to 
be purchased, including where appropriate 



a) requirements for approval of product, pro-
cedures, processes and equipment, 



b) requirements for qualification of personnel, and 



c) quality management system requirements. 



The organization shall ensure the adequacy of 
specified purchase requirements prior to their com-
munication to the supplier. 



To the extent required for traceability given in 7.5.3.2, 
the organization shall maintain relevant purchasing 
information, i.e. documents (see 4.2.3) and records 
(see 4.2.4). 
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7.4.3 Verification of purchased product 



The organization shall establish and implement the 
inspection or other activities necessary for ensuring 
that purchased product meets specified purchase 
requirements. 



Where the organization or its customer intends to 
perform verification at the supplier’s premises, the 
organization shall state the intended verification 
arrangements and method of product release in the 
purchasing information. 



7.4.3 Verification of purchased product 



The organization shall establish and implement the 
inspection or other activities necessary for ensuring 
that purchased product meets specified purchase 
requirements. 



Where the organization or its customer intends to 
perform verification at the supplier’s premises, the 
organization shall state the intended verification 
arrangements and method of product release in the 
purchasing information. 



Records of the verification shall be maintained 
(see 4.2.4). 



7.5 Production and service provision 



7.5.1 Control of production and service 
provision 



The organization shall plan and carry out production 
and service provision under controlled conditions. 
Controlled conditions shall include, as applicable 



a) the availability of information that describes the 
characteristics of the product, 



b) the availability of work instructions,as necessary,



c) the use of suitable equipment, 



d) the availability and use of monitoring and 
measuring devices, 



e) the implementation of monitoring and measure-
ment, and 



f) the implementation of release, delivery and post-
delivery activities. 



7.5 Production and service provision 



7.5.1 Control of production and service 
provision 



7.5.1.1 General requirements 



The organization shall plan and carry out production 
and service provision under controlled conditions. 
Controlled conditions shall include, as applicable 



a) the availability of information that describes the 
characteristics of the product, 



b) the availability of documented procedures, 
documented requirements, work instructions, 
and reference materials and reference 
measurement procedures as necessary, 



c) the use of suitable equipment, 



d) the availability and use of monitoring and 
measuring devices, 



e) the implementation of monitoring and measure-
ment, 



f) the implementation of release, delivery and post-
delivery activities, and 



g) the implementation of defined operations for 
labelling and packaging. 



The organization shall establish and maintain a 
record (see 4.2.4) for each batch of medical devices 
that provides traceability to the extent specified in 
7.5.3 and identifies the amount manufactured and 
amount approved for distribution. The batch record 
shall be verified and approved. 



NOTE A batch can be a single medical device. 
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7.5.1.2 Control of production and service 
provision — Specific requirements 



7.5.1.2.1 Cleanliness of product and 
contamination control 



The organization shall establish documented require-
ments for cleanliness of product if 



a) product is cleaned by the organization prior to 
sterilization and/or its use, or 



b) product is supplied non-sterile to be subjected to 
a cleaning process prior to sterilization and/or its 
use, or 



c) product is supplied to be used non-sterile and its 
cleanliness is of significance in use, or 



d) process agents are to be removed from product 
during manufacture. 



If product is cleaned in accordance with a) or b) 
above, the requirements contained in 6.4 a) and 
6.4 b) do not apply prior to the cleaning process. 



7.5.1.2.2 Installation activities 



If appropriate, the organization shall establish 
documented requirements which contain acceptance 
criteria for installing and verifying the installation of 
the medical device. 



If the agreed customer requirements allow installation 
to be performed other than by the organization or its 
authorized agent, the organization shall provide 
documented requirements for installation and 
verification. 



Records of installation and verification performed by 
the organization or its authorized agent shall be 
maintained (see 4.2.4). 



7.5.1.2.3 Servicing activities 



If servicing is a specified requirement, the organ-
ization shall establish documented procedures, work 
instructions and reference materials and reference 
measurement procedures, as necessary, for 
performing servicing activities and verifying that they 
meet the specified requirements. 



Records of servicing activities carried out by the 
organization shall be maintained (see 4.2.4). 



NOTE Servicing can include, for example, repair and 
maintenance. 
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7.5.1.3 Particular requirements for sterile 
medical devices 



The organization shall maintain records of the 
process parameters for the sterilization process 
which was used for each sterilization batch 
(see 4.2.4). Sterilization records shall be traceable to 
each production batch of medical devices 
(see 7.5.1.1). 



7.5.2 Validation of processes for production and 
service provision 



The organization shall validate any processes for 
production and service provision where the resulting 
output cannot be verified by subsequent monitoring 
or measurement. This includes any processes where 
deficiencies become apparent only after the product 
is in use or the service has been delivered. 



Validation shall demonstrate the ability of these 
processes to achieve planned results. 



The organization shall establish arrangements for 
these processes including, as applicable 



a) defined criteria for review and approval of the 
processes, 



b) approval of equipment and qualification of 
personnel, 



c) use of specific methods and procedures, 



d) requirements for records (see 4.2.4), and 



e) revalidation. 



7.5.2 Validation of processes for production and 
service provision 



7.5.2.1 General requirements 



The organization shall validate any processes for 
production and service provision where the resulting 
output cannot be verified by subsequent monitoring 
or measurement. This includes any processes where 
deficiencies become apparent only after the product 
is in use or the service has been delivered. 



Validation shall demonstrate the ability of these 
processes to achieve planned results. 



The organization shall establish arrangements for 
these processes including, as applicable 



a) defined criteria for review and approval of the 
processes, 



b) approval of equipment and qualification of 
personnel, 



c) use of specific methods and procedures, 



d) requirements for records (see 4.2.4), and 



e) revalidation. 



The organization shall establish documented pro-
cedures for the validation of the application of 
computer software (and changes to such software 
and/or its application) for production and service 
provision that affect the ability of the product to 
conform to specified requirements. Such software 
applications shall be validated prior to initial use. 



Records of validation shall be maintained (see 4.2.4) 



7.5.2.2 Particular requirements for sterile 
medical devices 



The organization shall establish documented pro-
cedures for the validation of sterilization processes. 
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Sterilization processes shall be validated prior to 
initial use. 



Records of validation of each sterilization process 
shall be maintained (see 4.2.4). 



7.5.3 Identification and traceability 



Where appropriate, the organization shall identify the 
product by suitable means throughout product
realization. 



The organization shall identify the product status with 
respect to monitoring and measurement require-
ments. 



Where traceability is a requirement, the organization 
shall control and record the unique identification of 
the product (see 4.2.4). 



NOTE In some industry sectors, configuration 
management is a means by which identification and 
traceability are maintained. 



7.5.3 Identification and traceability 



7.5.3.1 Identification 



The organization shall identify the product by suitable 
means throughout product realization, and shall 
establish documented procedures for such product 
identification. 



The organization shall establish documented pro-
cedures to ensure that medical devices returned to 
the organization are identified and distinguished from 
conforming product [see 6.4 d)]. 



7.5.3.2 Traceability 



7.5.3.2.1 General 



The organization shall establish documented pro-
cedures for traceability. Such procedures shall define 
the extent of product traceability and the records 
required (see 4.2.4, 8.3 and 8.5). 



Where traceability is a requirement, the organization 
shall control and record the unique identification of 
the product (see 4.2.4). 



NOTE Configuration management is a means by 
which identification and traceability can be maintained. 



7.5.3.2.2 Particular requirements for active 
implantable medical devices and implantable 
medical devices 



In defining the records required for traceability, the 
organization shall include records of all components, 
materials and work environment conditions, if these 
could cause the medical device not to satisfy its 
specified requirements. 



The organization shall require that its agents or 
distributors maintain records of the distribution of 
medical devices to allow traceability and that such 
records are available for inspection. 



Records of the name and address of the shipping 
package consignee shall be maintained (see 4.2.4). 
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7.5.3.3 Status identification 



The organization shall identify the product status with 
respect to monitoring and measurement require-
ments. 



The identification of product status shall be main-
tained throughout production, storage, installation 
and servicing of the product to ensure that only 
product that has passed the required inspections and 
tests (or released under an authorized concession) is 
dispatched, used or installed. 



7.5.4 Customer property 



The organization shall exercise care with customer 
property while it is under the organization's control or 
being used by the organization. The organization 
shall identify, verify, protect and safeguard customer 
property provided for use or incorporation into the 
product. If any customer property is lost, damaged or 
otherwise found to be unsuitable for use, this shall be 
reported to the customer and records maintained 
(see 4.2.4). 



NOTE Customer property can include intellectual 
property. 



7.5.4 Customer property 



The organization shall exercise care with customer 
property while it is under the organization’s control or 
being used by the organization. The organization 
shall identify, verify, protect and safeguard customer 
property provided for use or incorporation into the 
product. If any customer property is lost, damaged or 
otherwise found to be unsuitable for use, this shall be 
reported to the customer and records maintained 
(see 4.2.4). 



NOTE Customer property can include intellectual 
property or confidential health information. 



7.5.5 Preservation of property 



The organization shall preserve the conformity of 
product during internal processing and delivery to the 
intended destination. This preservation shall include 
identification, handling, packaging, storage and 
protection. Preservation shall also apply to the 
constituent parts of a product. 



7.5.5 Preservation of property 



The organization shall establish documented 
procedures or documented work instructions for 
preserving the conformity of product during internal 
processing and delivery to the intended destination. 



This preservation shall include identification, 
handling, packaging, storage and protection. 
Preservation shall also apply to the constituent parts 
of a product. 



The organization shall establish documented 
procedures or documented work instructions for the 
control of product with a limited shelf-life or requiring 
special storage conditions. Such special storage 
conditions shall be controlled and recorded 
(see 4.2.4). 



7.6 Control of monitoring and measuring 
devices 



The organization shall determine the monitoring and 
measurement to be undertaken and the monitoring 
and measuring devices needed to provide evidence 
of conformity of product to determined requirements 
(see 7.2.1). 



The organization shall establish processes to ensure 
that monitoring and measurement can be carried out 



7.6 Control of monitoring and measuring 
devices 



The organization shall determine the monitoring and 
measurement to be undertaken and the monitoring 
and measuring devices needed to provide evidence 
of conformity of product to determined requirements 
(see 7.2.1). 



The organization shall establish documented pro-
cedures to ensure that monitoring and measurement 
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and are carried out in a manner that is consistent with 
the monitoring and measurement requirements. 



Where necessary to ensure valid results, measuring 
equipment shall: 



a) be calibrated or verified at specified intervals, or 
prior to use, against measurement standards 
traceable to international or national measure-
ment standards; where no such standards exist, 
the basis used for calibration or verification shall 
be recorded; 



b) be adjusted or re-adjusted as necessary; 



c) be identified to enable the calibration status to be 
determined; 



d) be safeguarded from adjustments that would 
invalidate the measurement result; 



e) be protected from damage and deterioration 
during handling, maintenance and storage. 



In addition, the organization shall assess and record 
the validity of the previous measuring results when 
the equipment is found not to conform to require-
ments. The organization shall take appropriate action 
on the equipment and any product affected. Records 
of the results of calibration and verification shall be 
maintained (see 4.2.4). 



When used in the monitoring and measurement of 
specified requirements, the ability of computer soft-
ware to satisfy the intended application shall be 
confirmed. This shall be undertaken prior to initial use 
and reconfirmed as necessary (see 7.5.2). 



NOTE See ISO 10012-1 and ISO 10012-2 for 
guidance. 



can be carried out and are carried out in a manner 
that is consistent with the monitoring and measure-
ment requirements. 



Where necessary to ensure valid results, measuring 
equipment shall 



a) be calibrated or verified at specified intervals, or 
prior to use, against measurement standards 
traceable to international or national measure-
ment standards; where no such standards exist, 
the basis used for calibration or verification shall 
be recorded; 



b) be adjusted or re-adjusted as necessary; 



c) be identified to enable the calibration status to be 
determined; 



d) be safeguarded from adjustments that would 
invalidate the measurement result; 



e) be protected from damage and deterioration 
during handling, maintenance and storage. 



In addition, the organization shall assess and record 
the validity of the previous measuring results when 
the equipment is found not to conform to require-
ments. The organization shall take appropriate action 
on the equipment and any product affected. Records 
of the results of calibration and verification shall be 
maintained (see 4.2.4). 



When used in the monitoring and measurement of 
specified requirements, the ability of computer soft-
ware to satisfy the intended application shall be 
confirmed. This shall be undertaken prior to initial use 
and reconfirmed as necessary. 



NOTE See ISO 10012 for guidance related to 
measurement management systems. 



8 Measurement, analysis and 
improvement 



8.1 General 



The organization shall plan and implement the 
monitoring, measurement, analysis and improvement 
processes needed 



a) to demonstrate conformity of the product, 



b) to ensure conformity of the quality management 
system, and 



c) to continually improve the effectiveness of the 
quality management system. 



8 Measurement, analysis and 
improvement 



8.1 General 



The organization shall plan and implement the 
monitoring, measurement, analysis and improvement 
processes needed 



a) to demonstrate conformity of the product, 



b) to ensure conformity of the quality management 
system, and 



c) to maintain the effectiveness of the quality 
management system. 
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This shall include determination of applicable 
methods, including statistical techniques, and the 
extent of their use. 



This shall include determination of applicable 
methods, including statistical techniques, and the 
extent of their use. 



NOTE National or regional regulations might require 
documented procedures for implementation and control of 
the application of statistical techniques. 



Reason for differences: To make the resulting text 
consistent with the objective of reflecting the current 
regulations and facilitating the harmonization of new 
medical device regulations around the world. The objective 
of medical device regulations is the maintenance of the 
effectiveness of the quality management system to 
consistent produce medical devices that are safe and 
effective, not the continual improvement of the quality 
management system. 



8.2 Monitoring and measurement 



8.2.1 Customer satisfaction 



As one of the measurements of the performance of 
the quality management system, the organization 
shall monitor information relating to customer 
perception as to whether the organization has met 
customer requirements. The methods for obtaining 
and using this information shall be determined. 



8.2 Monitoring and measurement 



8.2.1 Feedback 



As one of the measurements of the performance of 
the quality management system, the organization 
shall monitor information relating to whether the 
organization has met customer requirements. 



The methods for obtaining and using this information 
shall be determined. 



The organization shall establish a documented 
procedure for a feedback system [see 7.2.3 c)] to 
provide early warning of quality problems and for 
input into the corrective and preventive action 
processes (see 8.5.2 and 8.5.3). 



If national or regional regulations require the 
organization to gain experience from the post-
production phase, the review of this experience shall 
form part of the feedback system (see 8.5.1). 



Reason for differences: Both “customer satisfaction” and 
“customer perception” are too subjective for implementation 
as requirements in a regulation. The resulting text is 
consistent with the objective of reflecting the current 
regulations and facilitating the harmonization of new 
medical device regulations around the world. 



 8.2.2 Internal audit 



NOTE See ISO 19011 for guidance related to quality 
auditing. 



[The text of 8.2.2 of ISO 13485 is identical to that of 
the corresponding subclause of ISO 9001, with the 
exception of the NOTE above.] 
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 8.2.3 Monitoring and measurement of processes



[The text of 8.2.3 of ISO 13485 is identical to that of 
the corresponding subclause of ISO 9001] 



8.2.4 Monitoring and measurement of product 



The organization shall monitor and measure the 
characteristics of the product to verify that product 
requirements have been met. This shall be carried 
out at appropriate stages of the product realization 
process in accordance with the planned arrange-
ments (see 7.1). 



Evidence of conformity with the acceptance criteria 
shall be maintained. Records shall indicate the 
person(s) authorizing release of product (see 4.2.4). 



Product release and service delivery shall not 
proceed until the planned arrangements (see 7.1) 
have been satisfactorily completed, unless otherwise 
approved by a relevant authority and, where 
applicable, by the customer. 



8.2.4 Monitoring and measurement of product 



8.2.4.1 General requirements 



The organization shall monitor and measure the 
characteristics of the product to verify that product 
requirements have been met. This shall be carried 
out at appropriate stages of the product realization 
process in accordance with the planned arrange-
ments (see 7.1) and documented procedures 
(see 7.5.1.1). 



Evidence of conformity with the acceptance criteria 
shall be maintained. Records shall indicate the 
person(s) authorizing release of product (see 4.2.4). 



Product release and service delivery shall not 
proceed until the planned arrangements (see 7.1) 
have been satisfactorily completed. 



8.2.4.2 Particular requirement for active 
implantable devices and implantable devices 



The organization shall record (see 4.2.4) the identity 
of personnel performing any inspection or testing. 



8.3 Control of nonconforming product 



The organization shall ensure that product which 
does not conform to product requirements is 
identified and controlled to prevent its unintended use 
or delivery. The controls and related responsibilities 
and authorities for dealing with nonconforming 
product shall be defined in a documented procedure. 



The organization shall deal with nonconforming 
product by one or more of the following ways: 



a) by taking action to eliminate the detected 
nonconformity; 



b) by authorizing its use, release or acceptance 
under concession by a relevant authority and, 
where applicable, by the customer; 



c) by taking action to preclude its original intended 
use or application. 



Records of the nature of nonconformities and any 
subsequent actions taken, including concessions 
obtained, shall be maintained (see 4.2.4). 



8.3 Control of nonconforming product 



The organization shall ensure that product which 
does not conform to product requirements is 
identified and controlled to prevent its unintended use 
or delivery. The controls and related responsibilities 
and authorities for dealing with nonconforming 
product shall be defined in a documented procedure. 



The organization shall deal with nonconforming 
product by one or more of the following ways: 



a) by taking action to eliminate the detected 
nonconformity; 



b) by authorizing its use, release or acceptance 
under concession; 



c) by taking action to preclude its original intended 
use or application. 



The organization shall ensure that nonconforming 
product is accepted by concession only if regulatory 
requirements are met. Records of the identity of the 
person(s) authorizing the concession shall be 
maintained (see 4.2.4). 
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When nonconforming product is corrected it shall be 
subject to re-verification to demonstrate conformity to 
the requirements. 



When nonconforming product is detected after 
delivery or use has started, the organization shall 
take action appropriate to the effects, or potential 
effects, of the nonconformity. 



Records of the nature of nonconformities and any 
subsequent actions taken, including concessions 
obtained, shall be maintained (see 4.2.4). 



When nonconforming product is corrected it shall be 
subject to re-verification to demonstrate conformity to 
the requirements. 



When nonconforming product is detected after 
delivery or use has started, the organization shall 
take action appropriate to the effects, or potential 
effects, of the nonconformity. 



If product needs to be reworked (one or more times), 
the organization shall document the rework process 
in a work instruction that has undergone the same 
authorization and approval procedure as the original 
work instruction. Prior to authorization and approval 
of the work instruction, a determination of any 
adverse effect of the rework upon product shall be 
made and documented (see 4.2.3 and 7.5.1). 



8.4 Analysis of data 



The organization shall determine, collect and analyse 
appropriate data to demonstrate the suitability and 
effectiveness of the quality management system and 
to evaluate where continual improvement of the 
effectiveness of the quality management system can 
be made. This shall include data generated as a 
result of monitoring and measurement and from other 
relevant sources. 



The analysis of data shall provide information relating 
to 



a) customer satisfaction (see 8.2.1), 



b) conformity to product requirements (see 7.2.1), 



c) characteristics and trends of processes and 
products including opportunities for preventive 
action, and 



d) suppliers. 



8.4 Analysis of data 



The organization shall establish documented pro-
cedures to determine, collect and analyse appropriate 
data to demonstrate the suitability and effectiveness 
of the quality management system and to evaluate if 
improvement of the effectiveness of the quality 
management system can be made. 



This shall include data generated as a result of 
monitoring and measurement and from other relevant 
sources. 



The analysis of data shall provide information relating 
to 



a) feedback (see 8.2.1), 



b) conformity to product requirements (see 7.2.1), 



c) characteristics and trends of processes and 
products including opportunities for preventive 
action, and 



d) suppliers. 



Records of the results of the analysis of data shall be 
maintained (see 4.2.4). 



8.5 Improvement 



8.5.1 Continual improvement 



The organization shall continually improve the 
effectiveness of the quality management system 



8.5 Improvement 



8.5.1 General 



The organization shall identify and implement any 
changes necessary to ensure and maintain the 
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through the use of the quality policy, quality 
objectives, audit results, analysis of data, corrective 
and preventive actions and management review. 



continued suitability and effectiveness of the quality 
management system through the use of the quality 
policy, quality objectives, audit results, analysis of 
data, corrective and preventive actions and manage-
ment review. 



The organization shall establish documented pro-
cedures for the issue and implementation of advisory 
notices. These procedures shall be capable of being 
implemented at any time. 



Records of all customer complaint investigations shall 
be maintained (see 4.2.4). If investigation determines 
that the activities outside the organization contributed 
to the customer complaint, relevant information shall 
be exchanged between the organizations involved 
(see 4.1). 



If any customer complaint is not followed by 
corrective and/or preventive action, the reason shall 
be authorized (see 5.5.1) and recorded (see 4.2.4). 



If national or regional regulations require notification 
of adverse events that meet specified reporting 
criteria, the organization shall establish documented 
procedures for such notification to regulatory 
authorities. 



Reason for differences: To make the resulting text 
consistent with the objective of reflecting the current 
regulations and facilitating the harmonization of new 
medical device regulations around the world. Continual 
improvement of the quality management system is not a 
current objective of regulations. 



8.5.2 Corrective action 



The organization shall take action to eliminate the 
cause of nonconformities in order to prevent 
recurrence. Corrective actions shall be appropriate to 
the effects of the nonconformities encountered. 



A documented procedure shall be established to 
define requirements for 



a) reviewing nonconformities (including customer 
complaints), 



b) determining the causes of nonconformities, 



c) evaluating the need for action to ensure that 
nonconformities do not recur, 



d) determining and implementing action needed, 



e) records of the results of action taken (see 4.2.4), 
and 



8.5.2 Corrective action 



The organization shall take action to eliminate the 
cause of nonconformities in order to prevent 
recurrence. Corrective actions shall be appropriate to 
the effects of the nonconformities encountered. 



A documented procedure shall be established to 
define requirements for 



a) reviewing nonconformities (including customer 
complaints), 



b) determining the causes of nonconformities, 



c) evaluating the need for action to ensure that 
nonconformities do not recur, 



d) determining and implementing action needed, 
including, if appropriate, updating documentation 
(see 4.2), 



e) recording of the results of any investigation and 
of action taken (see 4.2.4), and 
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f) reviewing corrective action taken. f) reviewing the corrective action taken and its 



effectiveness. 



8.5.3 Preventive action 



The organization shall determine action to eliminate 
the causes of potential nonconformities in order to 
prevent their occurrence. Preventive actions shall be 
appropriate to the effects of the potential problems. 



A documented procedure shall be established to 
define requirements for 



a) determining potential nonconformities and their 
causes, 



b) evaluating the need for action to prevent 
occurrence of nonconformities, 



c) determining and implementing action needed, 



d) records of the results of action taken (see 4.2.4), 
and 



e) reviewing preventive action taken. 



8.5.3 Preventive action 



The organization shall determine action to eliminate 
the causes of potential nonconformities in order to 
prevent their occurrence. Preventive actions shall be 
appropriate to the effects of the potential problems. 



A documented procedure shall be established to 
define requirements for 



a) determining potential nonconformities and their 
causes, 



b) evaluating the need for action to prevent 
occurrence of nonconformities, 



c) determining and implementing action needed, 



d) recording of the results of any investigations and 
of action taken (see 4.2.4), and 



e) reviewing preventive action taken and its 
effectiveness. 
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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		Discussions open on potential supplier


Anticipated timeframes for completion - late 2013 onwards		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

		Presented document to MMC for review and discussion.  Informally balloted to MMC for comments.
		Resolve comments and approve document.
Training for program participants to ensure understanding of requirements.



		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

		Simon Adam		DePuy

		Jim Ahle		Stryker

		Ravi Nabar		Philips Healthcare

		Steve Niedelman		King & Spalding LLP

		Ken Stopar		Baxter Healthcare



		Last meeting held 25NOV13		

		Key Decisions/Outcomes		Next Steps

		Presented to FDA on 3 December 2013


		Feedback from FDA meeting
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MedAccred Task Group Chair Report – 5 Dec 13

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

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 (20Nov13)

Proof of Concept Audit Report finalized

Regular scheduled meetings of the checklist revision sub team



Key Projects Active for the Coming Year

Complete checklist revision/upgrade



*
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MedAccred Task Group Chair Report – Dec 2013

Cable and Harness – SE Bill Dumas

	



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     4

OEM Subscriber 		3

Contract Manufacturer 	-

Supplier			1





Key Accomplishments since last report (20Nov13)

Site for Proof of Concept audit identified





Key Projects Active for the Coming Year

Conduct Proof of Concept Audit

Complete checklist revision/upgrade





*












Page *

© Performance Review Institute



MedAccred Task Group Chair Report – 5 Dec 13

Heat Treating – SE Marcel Cuperman

	



Issues Requiring MMC Support

Acceptance of AMS 2750 as the base standard







Improvement Suggestions

None at this time







Other Comments/Concerns

None at this time







Level of Support

Active Industry Participants     3

OEM Subscriber 		3

Contract Manufacturer 	-

Supplier			-





Key Accomplishments since last report (20Nov13)

Finalized PoC Report Out document





Key Projects Active for the Coming Year

Build checklists



*
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MedAccred Task Group Chair Report – 5 Dec 13

Sterilization – SE Mark Aubele

	



Issues Requiring MMC Support

Requesting Staff Engineer training and/or witnessing of sterilization processes





Improvement Suggestions

None at this time



Other Comments/Concerns

It is a concern that in an atmosphere of not allowing the SE into a facility to witness the process; that we will then be able to have an open “Industry Managed” program







Level of Support

Active Industry Participants     4

OEM Subscriber 		3

Contract Manufacturer 	1

Supplier			0



Key Accomplishments since last report (20Nov13)

Continuing to work through the “BASE” checklist document



Key Projects Active for the Coming Year

Develop Ethylene Oxide and Gamma audit checklists. Electron Beam may follow



*
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MedAccred Task Group Chair Report – 5Dec13

Weld – SE Ian Simpson

	



Issues Requiring MMC Support

Support from Industry for this Task Group







Improvement Suggestions

Consider the need for NDT Task Group





Other Comments/Concerns

Need to establish what base Quality System requirements will be required in order to ensure adequate checks in Weld checklist







Level of Support

Active Industry Participants     3

OEM Subscriber 		3

Contract Manufacturer 	-

Supplier			-



Key Accomplishments since last report (20Nov13)

Fusion Weld checklist development, approx 50% complete



Key Projects Active for the Coming Year

Complete fusion weld checklist, complete welder / weld operator checklist, complete base requirement checklist



*
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General Task Group Topics for Discussion

		MMC & Task Group communication/feedback mechanisms

		Auditor recruitment/hiring

		Supplier lists
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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

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 RGandek@sae.org or Hannah.Godfrey@pri-europe.org.uk)



Personal Code of Ethics & Conflict of Interest





© Performance Review Institute

image2.jpeg







image1.jpeg

Med/-‘ Ccred








Bl
B ¢, il

Anti-Trust / Code of Ethics






