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Minutes of the MedAccred Management Council

28 August 2013 at SAE International, Warrendale, PA (USA)

1. Participants

	Participants
	Affiliation

	Ken Stopar
	Baxter Healthcare

	Dan Whalen
	Baxter Healthcare

	Simon Adam
	DePuy

	Steve Niedelman
	King & Spalding

	Ashley Goldberg
	Merz Aesthetics/Rx-360

	Ravi Nabar
	[bookmark: _GoBack]Philips Healthcare

	Denise Caldwell
	Philips Healthcare

	Jim Ahle
	Stryker Corp

	
	

	Mark Aubele
	PRI

	Rebekah Braun
	PRI

	Hannah Godfrey
	PRI

	Mike Graham
	PRI

	Jim Lewis
	PRI

	Justin McCabe
	PRI

	Joe Pinto
	PRI

	James Steady
	PRI




2. Opening Address and Welcome

· Joe Pinto welcomed participants to the meeting
· Participants were reminded of PRI’s guidelines for antitrust compliance
· Participants introduced themselves

3. Task Group Activities: Recap and Discussion

Mark Aubele presented an update on Sterilization, Electronics – PCBA and Cable and Harness activities


· Sterilization (see embedded PPT) 
· Steve Niedelman spoke with Kathy Bardwell of STERIS who is planning to ramp this proposal up to their CEO.  STERIS was earlier concerned that the FDA would be an impediment.  Desire to see an example of Nadcap checklist. STERIS has auditors and people that can help to educate Mark.  Steve will follow up with Kathy.
· ACTION: PRI to share Nadcap checklists with Kathy Bardwell (Due: 13Sept13)
· Mark Aubele requested to observe a Sterilization audit or witness the process 
· Ken Stopar is looking to receive internal clearance for Mark to observe an audit
· MedAccred should not wait to conduct a Sterilization PoC audit before approaching the FDA
· Electronic Circuits – PCBA (see embedded PPT)
· Cable and Harness (see embedded PPT)
Justin McCabe presented an update on Heat Treating and Welding Task Group activities
· Heat Treating (see embedded PPT)
· Welding (see embedded PPT)

4. MMC Sub-Team Activities: Recap and Discussion

Rebekah Braun presented an update on MMC sub-team activities



· Proof of Concept Audits Sub-team
· Welding Proof of Concept Audit Report
· What objective evidence can we include that can be shown to the FDA?  The goal is for the FDA to see all of the science behind the process.
· In Aerospace, each Task Group shares a different amount of information, and is dependent on ITAR restrictions, etc.
· The minimum that should be included:
· Aerospace Audit Checklist
· Actual checklist that was used: strong areas, areas that did not flow right, types of questions to include/remove.  
· Equivalence between the Aerospace and Medical Device industries
· Highlight how the checklists address QMS as related to the Critical Process. 
· Demonstrate that the checklist is robust enough
· It is important to protect the participating companies.  
· ACTION: Welding Task Group to conduct a gap analysis between the Nadcap checklist and Welding Proof of Concept audit (Due: 16Sept13)
· Program Documents Sub-team
· Audit Failure Criteria
· Suggestion was made to define failure as an index, e.g. 1-5 criteria
· Roles & Responsibilities:
· MedAccred will communicate audit failure to industry and will handle the supplier’s accreditation status
· Subscriber OEMs react and decide on actions to take internally regarding that supplier
· Rx-360 provides 2 different kinds of observation rankings: Information sharing and Certification/Accreditation
· For now, Rx-360 has gone the “information sharing” route and not the “Certification/Accreditation” route, where objective 3rd party auditors share information and allow the manufacturer to make the decision about their respective suppliers
· OEMs are still interested in supplier certification, so Rx-360 is looking at this as well.
· The Key will be clearly defining the Program’s alerts, feedback loops, failure criteria, etc.
· This group needs to define the roles that each participating segment of industry will play in this program.  What will PRI do?  What will OEMs do?  What will suppliers do?
· Concern: PRI provides the intelligence.  What is PRI doing to risk-rank that intelligence?
· The Program Document Sub-team is to define MedAccred roles and responsibilities, failure criteria, consequences for supplier failure, etc., 
· FDA wants and needs:
· The speed at which the industry would be advised of a failed audit (see Failure discussion above)
· The efficiency of the MedAccred process
· Question:  Is there a conflict of interest if suppliers pay for their own audits?
· Answer: Steve Niedelman does not think this would be considered a conflict of interest, as there is a new focus on using 3rd party accreditation in order to reduce the number of audits through FDASIA.  The FDA does not have the internal resources available.
· Combo products – Medical Devices and Pharma are starting to converge and the lines are being blurred between them.  We may need to consider how this program would meet the needs of Pharma as well.
· Joe Pinto Response: MedAccred is “process” specific and it would not matter whether it was pharma or devices.
· Steve Niedelman Response: FDA will like that the supplier is responsible for paying for a portion of the audit.
· Industry participants will pay a subscription fee.  The supplier will not pay to participate in the program, but pay only for the audit.
· ACTION: 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)
· Question: Do suppliers participate in MMC?  
· Answer: Yes, each Task Group nominates a supplier to participate on the MMC.  Subscriber members represent their individual company.  A supplier member does not represent their individual company, but represents the technology group that they participate in.
· Question: Can problem suppliers participate in MMC?
· Answer: Currently, audit performance is not considered for participation in Task Groups and the Management Council.  

· External Communications & Strategy Sub-team
· The sub-team is planning a meeting with the FDA in mid to late October 2013
· Steve Silverman and Jeff Shurin are the current FDA targets

5. Subscriber OEM Definition


· Question: Do we want contract manufacturers (CMs) to be subscribers to the program?
· Answer: Joe Pinto thinks they would bring expertise and could contribute to the program.
· Everything ties into who holds the responsibility for “product clearance” – ie a specification developer
· However, there are a lot of devices that do not require 510K, so we would need to be careful
· The term “Legal Manufacturer” is not applicable in the USA
· Participants decided to remove the following from the previous definition: “internal engineering and supplier quality management organizations”, because there are now many “virtual” companies in existence. 
· Question: How do we involve “virtual” companies?  Virtual companies contract out for everything, though they are ultimately responsible for the final product.   
· Answer: Steve Niedelman thinks they will be involved in the program, as it will take some of the pressure off of them.  
· Jim Ahle disagreed. 
· There are CMs who are also OEMs.  There are other CMs who are told what to do by the OEMs, and are not OEMs themselves. 
· By definition, a CM would not own the design.  
· Discussion Summary:
· MedAccred Subscribers = OEMs
· MedAccred Subscribers = CMs of a finished device and OEM
· Non-subscribers = CMs of a finished device and not OEM
· Non-subscribers = CMs of components (no “clearance”)
· Jim Ahle Question: If CM has a supplier, wouldn’t they be expected to control that supply chain?  Wouldn’t we want them to be up to date on the process, since they are responsible?
· Answer: Jim Ahle and Simon Adam could not think of a downside for including CMs.
· Question: Should there be information sharing between OEM and CMs?  
· Answer: Depends on what information.  If process specs, then it is not a problem.  Risk mitigation information would be problematic.  

· Tier 1 and Tier 2 Definition
· Steve Niedelman’s perspective:  Expect pushback from the FDA if Tier 2 subscribers do not have access to the full program.  FDA will see Tier 2s as “lower class citizens” who should be given a financial break to receive the same benefits of Tier 1s
· Caution is required since a large section of industry is smaller mom and pops, and we do not want to create an elitist organization of the heavy weights.  
· Question: Do we want to say that those who qualify under SBA also to receive full benefits?
· Ravi Nabar wondered if it is necessary to define two separate Tiers at this stage.  It might be too complex to try and figure out right now.  
· Jim Ahle likes the idea of allowing the small guys to participate.  However, Stryker is currently at the table spending a lot of time, money and resource and it would not be equitable for a company of 12 employees to have the same voting rights as a company of 2400 employees.  
· Joe Pinto suggestion: Companies do not have to subscribe and participate in the program, but MedAccred can encourage smaller companies who do not subscribe to still have the ability to mandate MedAccred to their supply chain and receive an accreditation in order to be their supplier
· Rx-360 has 4 types of participation on their Board (large and small OEMs, large and small Suppliers)
· Steve Niedelman suggested that it needs to be made clear to FDA that MedAccred is not being controlled by Aerospace representatives at the highest level

6. Rx-360 Presentation and Discussion

Ashley Goldberg of Merz Aesthetics presented an overview of medical device activity within Rx-360 




7. Marketing Activities (Branding and new Webpages)

Hannah Godfrey provided an overview of recent marketing activities



· Participants decided on which tagline to use for the program:
· 6 votes – “Advancing Medical Device Quality Through Supply Chain Process Accreditation”
· 1 vote – “Advancing Medical Device Quality Through Critical Process Supply Chain Accreditation”
· 1 vote – “Advancing Medical Device Quality Through Critical Process Accreditation”

· MedAccred webpage on the PRI website
· The MedAccred webpage was unveiled to participants
· It was recommended to include web releases and marketing that has occurred recently on the webpage. For example, the Silversheet, Medical Device Quality Congress, Medmarc PPT, future presentations, conferences, etc.

8. Next Steps/ Program Development Timeline Discussion

Justin McCabe and Bekah Braun presented the embedded program development timeline for discussion



· Letters of Intent (LOI) 
· Baxter is having difficulty getting it signed, but will keep working on it.
· Stryker is pushing to have it signed and sees it as a good opportunity to communicate the program higher up in the company.
· Budgeting process –
· Aiming for end of Q1 2014 for Program Development agreements ($90,000 for <15 OEMs).  The Program Subscription fees would not be charged until 2015.  
· If 15 OEMS sign subscriber agreements by end of 2014, they will receive a refund of $30k each.
· Question: Is there anything we can do to help companies to sell this internally?
· Hannah has been working with Siemens to create a PPT for internal promotion.  
· ACTION: PRI to ask Siemens of we can share redacted Siemens PPT with MMC members.  Participants want to see Internal Rates of Return. (action complete 30Aug13)  
· ACTION:  Participating OEMs to share with each other how they are selling this internally (Due: Ongoing)  
· Jim Ahle – The Value Proposition was a good first step, but each OEM will have to go beyond this to pitch it internally.  Each OEM will sell this differently.
· Stryker is pitching that this will be a higher level of audit.  He will not focus on reducing cost, as this will not be the most effective argument.  Baxter will probably do the same.
· Baxter requested some data so that OEMs can coordinate to better sell the concept internally (i.e. Bombardier example from 5Dec12)
· ACTION – PRI to provide participants with data that can be used to better sell concept internally (action complete 30Aug13)
· Philips – Sold the program concept internally four different ways and achieved buy-in.  Quality, Reduction in the number of audits, increasing number of process audits, frees up SQEs’ time for supplier development. 
· Question: Would having a PRI staff person present to OEMs Q&R departments be helpful?
· Baxter doesn’t think that having PRI present would be that helpful at this point and thinks that real numbers will be most helpful, both current and future value.  
· Rx-360 uses 3rd party auditors (ie SQA) to conduct audits.   Auditors then have to meet the criteria that the OEMs define for each audit.  This removes overhead of Rx-360.  Independent.  
· Ravi Nabar thinks that this could be a good short term solution.  
· Steve Niedelman knows that in the Medical Device industry, SQA has provided inconsistent results to multiple clients. However, SQA does have locations all over the world.
· Most SQA auditors have QMS experience, but not for specific processes.
· Request was made for participating OEMs to identify the number of supplier site locations and names (if possible) within their respective supply bases.  Suppliers, whether Tier 1 or 2, who are performing the process.
· PRI needs this information to know how many auditors to hire, resources to allocate, etc.
· ACTION: 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.  (Due: 19Sept13)
· ACTION: PRI to reach out to GE Healthcare (Jose Luis Estrada) to request this information (Due: 6Sept13)   
· Ravi Nabar proposed conducting a “Drive” between now and year end 2013 to push the program forward.  
· ACTION: 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. (Due: 11Sept13)
· Jim Ahle requested to know the costs of a mature program (ie Nadcap at 50+ subscribers with fees of $28k) so their companies can appreciate the comparison of new program with a small number of subscribers vs. an established program with 50+ subscribers)).
· ACTION: PRI to provide the MMC with a breakdown of activities that contribute to costs  as the program matures (Due: 13Sept13)
· ACTION – Steve Niedelman to touch base with new Abbott contact 
· Stryker SMEs are anxious to get involved in Cable & Harness TG.  Stryker has suppliers who can get involved right away.
· Supplier mandates will take a while to roll-out, as there will be a good amount of preparation that an OEM will have to do to educate the suppliers, etc.
· ACTION: 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.)
· OEMs could then take that information and sell the program to higher level mgmt.
· Jim Ahle sees 2014 as a development year and 2015 as an active program.
· Ravi Nabar wants to conduct audits in Q1 2014 and wants to see ROI right away.  
· OEMs could announce this at their respective “Supplier Days”
· Question: How are participating OEMs changing their current systems to accommodate the new process audits?  How does it roll into Quality System program?
· Baxter only has PCBAs and Sterilization, so thinks it would be a hard sell to get approved for $90,000 to conduct a few PCBA audits.  Sterilization will be huge later on.  Baxter would also be interested in disposables and extrusions
· DePuy also has extrusions
· Ravi Nabar raised interest in castings 
· Medcon - 6 or 7 May 2014
· Supplier Quality is the #1 issue to be discussed during the Quality track
· 1.5 hours dedicated to supplier quality – STERIS to drive case study.
· End of the day – 15 minutes for PRI and Rx-360 to discuss programs – Recommended that Joe Pinto presents.  The goal is to present the concept to as many people as possible.
· There may be a Case for Quality session the day before.
· MD&M Minneapolis
· ACTION: Ravi will share the Quality Congress overview with Ken 
· Other Conferences
· Ravi Nabar is presenting at the 5th Annual Pharmaceutical & Medical Device Manufacturing & Quality Assurance Forum (San Antonio, TX – 10-11Oct13)
· Enterprise Ireland (October 2013)
· ACTION: Simon Adam to determine if there is any value in attending Enterprise Ireland

9. Other Business
· None to report

10. RAIL Review
· Justin McCabe reviewed open actions in the RAIL

11. Closing Remarks


· Next MMC teleconference: 11Sept13 – 11:00am – 12:00pm EDT
· Next face to face MMC meeting: 31Oct13 – Minneapolis, Minnesota (Millennium Hotel Minneapolis)
· Joe Pinto thanked participants for their attendance and participation in the continued development of MedAccred
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Task Group Milestones
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Milestone  1

Scope and 

Task Group

Creation

 Define Scope (Checklist Structure)

Identify Task Group Members (OEMs and Suppliers)

Select & Train Chairperson

Obtain audit checklists from OEMs 

Obtain list of suppliers and est. audit demand

Conduct Proof of Concept audit (s)

Signature of agreements (as required)

Milestone  2

Document

Development

Task Group review draft checklist documents

Develop Task Group Operating Procedure

Define Auditor 

  Qualifications 

Two Ballots Prior

  to Pilot Audits





Milestone  3

Select

Contract Auditors

Review Auditor Resumes

Interview

OEMs/PRI Train

Involve Task Group Members



Milestone  4

Pilot 

Audits

Select # of Suppliers

On-Site Surveys

OEMs/PRI Auditors

Review Audit Results

Modify eAuditNet

Verify OEM Support

One Final Ballot

  after Pilot Audits



Milestone  5

Publish

Audit Criteria &

Implement

Ballot MMC

OEMs issue Mandate Letters

Supplier education

Assign Staff to support

Publish PRI Audit

  Criteria

Current Position

















Electronic Circuits - PCBA

3

		PRI Staff Engineer		Industry Participation		Activity to date		Future Activity

		Jim Bennett		GE Healthcare
Baxter Healthcare
Philips Healthcare
Sanmina*
Stryker		3 TG meetings
Planning for Proof of Concept Audit – scheduled to be held at Sanmina Medical Division in Huntsville, AL from 9-12 September		Proof of Concept Audit (9-12 September 2013)
Checklist development (September 2013 onwards)
Auditor recruitment (September 2013 onwards)



*Supplier

















Electronics – Cable & Harness

4

		PRI Staff Engineer		Industry Participation		Activity to date		Future Activity

		Jim Bennett		GE Healthcare
Baxter Healthcare
Philips Healthcare
Stryker		Kick-off meeting to be held October 2013		Proof of Concept Audit planned for December 2013



















Sterilization

5

		PRI Staff Engineer		Industry Participation		Activity to date		Future Activity

		Mark Aubele		Baxter Healthcare
Philips Healthcare
Stryker		2 TG meetings
Sharing industry specifications, internal checklists, etc.
Prioritizing processes for checklist development – Ethyleneoxide and Gamma
Staff Engineer training on Sterilization process		Staff Engineer training on Sterilization process
Checklist development (August 2013 onwards)
Auditor recruitment (August 2013 onwards)
Face to face TG meeting (September/October 2013)



















Heat Treating

6

		PRI Staff Engineer		Industry Participation		Activity to date		Future Activity

		Marcel Cuperman		GE Healthcare
DePuy
Philips Healthcare
Stryker		3 TG meetings 
Planning for Proof of Concept Audit – goal is to conduct by end of September 2013
Swiss supplier identified		Proof of Concept Audit (September 2013)
Checklist development (October 2013 onwards)
Auditor recruitment (October 2013 onwards)



















Welding

7

		PRI Staff Engineer		Industry Participation		Activity to date		Future Activity

		Ian Simpson		GE Healthcare
Philips Healthcare
Stryker
Symmetry*		2 TG meetings
Prioritized processes for checklist development –Fusion, Laser and Resistance
Drafted timeline for checklist development established		Discuss Welding Proof of Concept Audit results and applicability to Medical Device industry
Checklist development (August 2013 onwards)
Auditor recruitment (August 2013 onwards)



*Supplier
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MMC Sub-Team Updates
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MMC Sub-Teams

Proof of Concept Audit

Program Documents

External Communication & Strategy
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Proof of Concept Audits

Current Industry Members: 6
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		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



Updated as of 19 June 2013
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Proof of Concept Audits – Task Group Activities

		Welding

Audit Completed April 2013		Electronic Circuits
Audit scheduled at Sanmina 9-12 Sept 13		Heat Treating		Cable & Harness		Sterilization

		Final Report complete and available upon request		Final Preparatory meeting (04Sep13)
Observers: Stryker, Baxter, Philips and GE Healthcare
High level report to be completed prior to FDA meetings		Group discussing PoC in meeting 07Aug13
Supplier identified (Harteri Gerster – Switzerland)
Anticipated timeframe for completion - September 2013		No meetings to date
Anticipated timeframes for completion – December 2013
		No meetings to date
Anticipated timeframes for completion – Q2 2014



















Program Documents

Current Industry Members: 4
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		Name		Company

		Jim Ahle		Stryker

		Bruce Badger		GE Healthcare

		Ravi Nabar		Philips Healthcare

		Daniel Whalen		GE Healthcare
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Program Documents

		Meetings held: 21Jun13/09Jul13/23Jul13/19Aug		

		Key Decisions/Outcomes		Next Steps

		Next meeting scheduled for 29 August from 8am – 5pm. 
Agreed on proposal for a tiered Subscriber OEM participation in the program.   Proposal to be presented to the MMC during the 28 August meeting. 

Meeting schedule:
Telecons every two weeks
Face to face meeting in conjunction with 28Aug13 PMC meeting		Continue PD1300 review and discussion
Goal for completion - Deliver final draft ahead of 31Oct13 PMC meeting

				



















Program Documents
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External Communications and Strategy

Current Industry Members: 4













8

		Name		Company

		Jim Ahle		Stryker

		Ravi Nabar		Philips Healthcare

		Steve Niedelman		King & Spalding LLP

		Ken Stopar		Baxter Healthcare
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		Meeting held : 14Aug13
Next meeting: 28Aug13 (working lunch)		

		Key Decisions/Outcomes		Next Steps

		FDA meeting preparation:
Identified potential 2 stage meeting (CDRH/Global Operations)
3 proof of concept audits prior preferred
Targeting late September 2013


		Begin work drafting FDA presentation:
Review proposed presentation structure/content
Discuss FDA meeting participants 





External Communications and Strategy

















image2.jpeg







image3.jpeg

” PERFORMANCE

7 ; y 4 Review Institute







image6.gif

Medp\é:red






image7.wmf

DRAFT PD 1300




image8.wmf

Section Headers




Microsoft_Word_Document1.docx













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. The Program Members and other participants shall operate in accordance with this procedure and all referenced documents.	Comment by Rebekah Braun: Based on discussions during the 7AUG PMC meeting, should consideration be given to the term “Critical Manufacturing Process” to remove the term Manufacturing?





Program OPERATING PROCEDURE	NOP-001


Program OPERATING PROCEDURE	Page 1 of 24


  	Issue Date:   5-MAR-97


	Revision Date: 6-MAY-09


	DRAFT
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Issued By:  Executive Director, Global Business Operations and Corporate Strategies





Arshad Hafeez <signature on file>			Date:  9-Feb-09





Approved By:  PRI Vice President & General Manager





Bill Wagner <signature on file>			Date:  9-Feb-09








Approved By:  NMC Chair





Mark Rechtsteiner <signature on file>	    	  	Date:  9-Feb-09











	





Issued By: Executive Vice President, PRI





	<signature on file>		Date: 	


 Joseph Pinto








Approved By:  Program Management Council Chairperson





			Date:	


	


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.





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.





Program Management Council (PMC): 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 OEM Voting Members that must be present to make an action valid.	Comment by Rebekah Braun: Need to review use of term throughout document and ensure definition adequately describes the intent. 





Supplier: A company which performs a special processcritical manufacturing process and/or service for an OEM on its internally manufactured products (i.e. captiveFirst Tier) or one which performs a special processcritical manufacturing process as aand/or service to others (i.e. non-captiveSub-Tier); A company that is or would be accredited by the Medical Devices Critical Manufacturing Process Accreditation Program.





Subscriber OEM: A company that is 1) A Purchaser or Finished Medical Device (FMD) Manufacturer who receives end-customer of a product or service from a Supplier who meet the criteria as defined by the Industry Managed Program and subscribes to the Industry Managed Program information and accreditation services and 2).  A Company who designs and manufactures medical devices who also has design authority over the end product, writes their own critical manufacturing process specifications, and has internal engineering and/or supplier quality management organizations to provide technical directions and support. 





Task Group (TG): Each special processcritical manufacturing process audited by the Program has a Task Group, composed of technical experts from industry in that special processcritical 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 The Medical Devices Critical Manufacturing Process Accreditation 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 special processcritical 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 SPECIAL PROCESSCRITICAL MANUFACTURING PROCESS ACCREDITATIONS





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





	Table 1





			Special ProcessCritical Manufacturing Process


			Abbreviation





			Electronic Circuitss


			ECTG





			Cable and Harness


			CH





			Heat Treating


			HT





			Sterilization


			STN





			Welding


			WLD











Note: Revisions to Table 1 shall be handled as administrative 





5.0 MEMBERSHIP: 





5.1 Program membership is strictly voluntary and participation is encouraged. Program Members are considered either Subscriber members or Supplier members. Issues pertaining to accreditation decisions are limited to Subscriber members only.  For Program Member duties, see Appendix A.


5.2 Requirements of Program membership are as follows:





a. Be knowledgeable in one or more Program special process technologies	Comment by Rebekah Braun: Deleted as all details are captured in Appendix A.  





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





c. Reply to surveys, questionnaires and document ballots





d. Carry through sponsorship and coordination of assigned/accepted projects





5.3 All Program members shall be committed to continuous improvement and shall continually seek to identify, develop, and deploy improvements to the processes of Program.





5.4 Program Members participate at two levels: Task Group and Program Management Council








5.4.1 Task Group Membership  





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.





5.4.1.1 Task Groups have specific responsibilities as follows:





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





b. Auditor Contracting 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 PMC.





5.4.1.2 Each Program Task Group shall operate in accordance with this Operating Procedure and all other referenced, applicable program documents. Each Task Group may also provide additional operational guidance and define the methods for compliance with policies and procedures of Program.





5.4.2 Program Management Council (PMC) Membership





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.





5.4.2.1 The Program 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.





5.5 Program Members are categorized as Subscriber OEM, Small Business OEM, Supplier or Liaison/Specialist. Issues pertaining to Supplier accreditation decisions are limited to Subscriber OEM members only.  (For Program Member duties, see Appendix A.)





5.6 Membership levels categories and voting eligibility for both Task Groups and PMC are defined as follows:





Subscriber OEM (Tier 1):	Support development of the Program by way of paying development fees and program subscription fees.  





	All Subscriber OEMs may be granted voting membership in Task Groups and at the PMC and shall have access to audit results of all Suppliers participating in the program. Program Subscriber OEM members are those companies who design and manufacture medical devices, write their own special process specifications, and have internal engineering and/or supplier quality management organizations to provide technical directions and support.Subscriberubscriber OEMs members shall provide individuals to serve as members on the Program Task Group to which they subscribe, in addition to the PMC. Subscriberubscriber OEMs are responsible to attend meetings to fulfill Program Voting Member obligations and to provide support to the PMC. 


One vote per Subscriber shall be granted.


Small Business OEM (Tier 2):	Participate in the Program by way of paying program subscription fees.	Comment by Rebekah Braun:  Tier 1 is developing the program and the Tier 2 is utilizing the outcome.  This limits a Tier 2 participation to only the Task Group level. What is not defined is the subscription fee difference (if there is to be any).  The practice has been to define subscription costs in the Program Subscription Agreement. It may be best to create this agreement for MedAccred and define the cost structure there.  





	All Small Business OEMs may be granted voting membership in Task Group and shall only have access to audit results of those Suppliers identified on their Approved Supplier List.  Small Business OEMs shall provide individuals to serve as members on the Task Group to which they subscribe. Small Business OEMs are responsible to attend meetings to fulfill Voting Member obligations.


Tier 2 –





Subscriber Government:	Representatives from Government activities will be granted membership with voting rights in all Program activities. For the purposes of this Operating Procedure, a government activity is defined as a government office or function at one location or facility. Only one vote per function and facility shall be granted.





Government members may be voting members on any Program Task Group. Each Government activity participating in Program will be given one vote on PMC. Government members are considered Subscribers of Program and are entitled to attend all meetings, including Closed meetings.






Supplier:	Participate in the program by attending meetings, answering questionnaires, furnishing technical information and expertise, attending meetings, answering questionnaires and assisting in developing audit criteria. may be granted





	All Suppliers may be granted  Program Task Group membership. Supplier Membersvoting membership in Task Groups and participate in Task Group and PMC Open meetingsare responsible to attend meetings to fulfill Voting Member obligations.





Suppliers may be granted Program voting member status by the PMC or Task Group Chair.





Liaison/Specialist:	Participate in the program by furnishing technical information and expertise.





	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 A Liaison/Specialist may be granted Task Group membership status by the Task Group Chairnot have voting membership. 	Comment by Rebekah Braun: This is up for debate.  Voting membership was not allowed based upon the definition and their vested interest in the program as a result of the role they have in the program.





5.7 Voting Members, Officers and Participation:





5.7.1 Voting Members of the Program Management Council (PMC)





5.7.1.1 Participating companies/agencies shall identify the individuals who are to be named Voting Members/Alternate Voting Members on the PMC.  All PMC Voting Members/Alternate Voting Members are confirmed by the PMC Chair. Representatives of subscribing companies are selected by the company/agency representedAll PMC Voting Members/Alternate Voting Members shall be confirmed by the PMC Chair, and their voting membership shall be noted in the PMC meeting minutes.  The Chair is assisted by PRI Program Director in confirmations. Confirmations and resignations from the PMC shall be noted in PMC meeting minutes.  





5.7.1.2 A Voting Member shall be confirmed prior to, or in concurrence with, the addition of confirmed Alternate Voting MembersAlternate Voting members cannot be confirmed prior to the confirmation of the Voting Member. 





5.7.1.3 Each Subscriberubscriber OEM to the Program may have one Subscriberubscriber OEM Voting Member on the PMC; for the purposes of formal voting on program operation decisions, a Subscriberubscriber OEM with multiple individual members shall still have only one vote. 





5.7.1.4 Each Task Group may have one confirmed Supplier Voting Member with full voting privileges at the PMC, except on matters pertaining to accreditation. 





5.7.1.5 PMC Officers





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





5.7.1.5.2 The Vice-Chair of the PMC shall be confirmed by the Chair in consultation with the Director, Program Operations. This confirmation shall be reflected in the PMC meeting minutes





5.7.1.5.3 The Director, Program Operations shall serve as Secretary to PMC, but shall have no vote. The PMC Secretary is responsible for the PMC meetings, minutes, and the day-to-day operation of Program.





5.7.1.5.4 The PMC may establish Committees to best manage the program.  Committees of the PMC may include:





a. Ethics and Appeals Committee:  The Committee shall validate the effectiveness of the Ethics and Appeals Process (ref. paragraph 10.3) through standardization of the process and promoting awareness of issues raised from Suppliers and Subscriberubscriber OEMs. This committee shall also facilitate the Ethics and Appeals Process to ensure that members are available to review the issues and that a variety of members participate to assure there is a broad representation.  Suppliers may not participate in the Ethics and Appeals Committee when the issues identified pertain to accreditation.





b. Oversight Committee:  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. Only Subscriberubscriber OEM members may participate on the Oversight Committee.





c. Metrics Committee:  The Metrics Committee shall periodically review Program Operational Performance Metrics. This committee shall establish measurable goals that are consistent with the expectations of the PMC 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 PMC for implementation of recovery plans and strategic actions.





d. Standardization Committee:  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 PMC for implementation of plans and strategic actions.





5.7.2 Task Groups





5.7.2.1 Subscriberubscriber OEM, Small Business OEM and Supplier Members must attend a minimum of two (2) Task Group meetings before they may be considered to be a Task Group Voting Member or an Alternate Voting Member. 





5.7.2.2 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.





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


5.7.2.4 A Voting Member shall be confirmed prior to, or in concurrence with, the addition of confirmed Alternate Voting Members





5.7.2.5 Supplier Members are granted a vote on Task Groups on audit criteria documents, issues not related to accreditation decisions and, at the Task Group's discretion, on Auditor staffing decisions. Subscriberubscriber OEM only votes may be called at the discretion of the Chair.





5.7.2.6 Task Group Officers





5.7.2.6.1 Task Group Chairs shall be selected and confirmed by the PMC Chair in consultation with the Director, Program Operations. These confirmations shall be reflected in the meeting minutes of the PMC.





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





5.7.3 Alternate Voting Membership (PMC and Task Group)





5.7.3.1 Voting Members may designate an Alternate Voting Member to cast their vote when they are unable to attend a meeting, unable to review an Audit package (Subscribers only) or a document ballot. 





5.7.4 All alternate designations shall be made by written proxy or by use of an Alternate Voting Member from the same Subscriberubscriber OEM, Small Business OEM or Supplier.





5.7.5 Proxy (PMC and Task Group)





5.7.5.1.1 Subscriberubscriber OEM Voting Members of the PMC may only give proxy to another person from the same Subscriberubscriber OEM or to another PMC Subscriberubscriber OEM Voting /Alternate Voting Member.





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





5.7.5.1.3 Subscriberubscriber OEM and Small Business OEM Voting Members of a Task Group may only give proxy to another Subscriberubscriber/Small Business OEM Voting/Alternate Voting Member of the same Task Group.





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





5.7.6 Maintaining Voting Membership (PMC and Task Group)	Comment by Rebekah Braun: New criteria added based off of the Nadcap program.  Further details on document program document revision/approval yet to be included.  Can pull from Nadcap program for details when needed. 





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





a. Voting Member shall not be absent without approved alternate representation (including a full proxy) from three consecutive regular PMC/Task Group meetings.





b. Voting Member, or approved alternate representation, shall not miss a vote on 2 consecutive letter ballots. A waive shall count as a vote. 





5.7.7 Quorum Requirements (PMC and Task Group)





a. PMC: A minimum of three (3) Subscriberubscriber OEM Voting mMembers.





b. Task Groups: A minimum of two (2) Subscriberubscriber OEM Voting mMembers, or at the Task Group's discretion, this requirement may be raised.





6.0 MEETINGS (PMC AND TASK GROUP)





6.1 Program meetings are held as decided by the Chair. Meeting announcements shall be sent to all members in sufficient time for members to arrange attendance. The unique relationship between the Program and its Subscriberubscriber OEMs requires that Subscriberubscriber OEM Voting Members are expected attend all Program meetings. If the Subscriberubscriber OEM Voting Member is unable to attend, the Subscriberubscriber OEM may designate an alternate.





6.2 Program activities require the active participation of a broad spectrum of volunteers. The preparation of consensus audit criteria must be public and open to any interested participant. The confidential nature of the accreditation process also requires that some meetings be limited to only those Subscriberubscriber OEMs responsible and liable for their products. Therefore, it is necessary that the Program conducts both Open and Closed (Subscriberubscriber OEM only) meetings.  Unless there is a compelling reason for a meeting to be Closed (as defined below), all meetings should be Open (as defined below).





6.3 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 member awareness and compliance.





6.4 Open Meetings:





6.4.1 Open meetings may be attended by all members of Program or any interested party.





6.4.2 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.





6.4.3 All meetings discussing Program policies, procedures, or operations shall be open.





6.5 Closed Meetings:





6.5.1 Closed meetings may only be attended by Subscriberubscriber OEM and Small Business OEM members. At the invitation of the Chair, Liaison/Specialist, Supplier members or observers may attend Closed meetings in an advisory capacity.





6.5.2 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.





6.6 Ad Hoc Meetings:





6.6.1 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.





6.7 Voting at Meetings





6.7.1 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 Subscriberubscriber OEMs. If the Chair deems it necessary or beneficial when discussing sensitive issues, a roll call of Voting Members or Subscriberubscriber OEM Members may be taken. Votes taken at meetings for normal business require no less than a simple majority to be approved.





6.7.2 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. Votes taken for approval of checklists and other operating documents require ¾ majority or 75% of votes cast to be approved.





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





6.8 Minutes of Meetings:





6.8.1 Minutes of all meetings shall be issued within 8 weeks of the last day of the meeting. The applicable Task Group and PMC meeting minutes shall be made available to all members 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 PMC 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.


Companies who design and manufacture medical devices with design authority over the end product, write their own critical manufacturing process specifications, and have internal engineering and/or supplier quality management organizations to provide technical directions and support.





	Subscriber members shall provide individuals to serve as Voting Members on the Program Task Group to which they subscribe in addition to the PMC . Subscriber members are responsible to attend meetings to fulfill Program obligations. One vote per Subscriber shall be granted when activity requires a vote to be taken.





8.2 Audit Observations





8.2.1 Subscribing members 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.  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 Subscriberubscriber OEM members, unless otherwise approved by PMC.   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 Documenting Audit Results and Submitting for Review (Auditor)





9.3 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.





9.3.1 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.	Comment by Rebekah Braun: Need to define nonconformances.








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





9.4.1 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.





9.4.2 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.





9.4.3 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.





9.4.4 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.





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





9.4.6 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 Subscriberubscriber OEM Voting Members. A second email reminder will be sent to the same parties at twenty (20) days of Supplier Cumulative Delinquency.





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





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





9.5 Audit Review (Audit Report Reviewer)





9.5.1 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. Reviewer name and any export control restrictions shall be clearly identified in eAuditNet. Audit Report Reviewers are Technical Staff who are full-time or part-time employees of PRI or contracted consultants. 	Comment by Rebekah Braun: EAR is a topic that needs to be addressed, however may be an exception. Need to add supporting information to control if this is an item to address.





9.5.2 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.





f. Conducting and documenting Auditor performance evaluations.





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





9.5.3 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.





9.5.4 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. 





9.5.5 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.





9.5.6 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.)





9.5.7 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.





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





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





9.7 Audit Closure (Task Group)





9.7.1 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. 


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





9.7.3 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.





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





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





9.8 Granting Accreditation (PRI Staff)





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





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





9.9.1 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 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.





10.4 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.





10.5 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 Subscriberubscriber OEM 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, 18, or 24 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:



			


			18-Month Criteria





			Number of audits


			2nd Reaccred Audit





			No Non-Sustaining Corrective Action


			Current and 1 previous audit





			No VCA Audits


			Current and 1 previous audit





			No Defective Critical Manufacturing ProcessProduct Escapes (Special Process Escapes) 


			Current and 1 previous audit





			Cumulative Supplier Delinquency


			No more than 14 Days





			Other


			Any justifiable reason identified by Task Group











11.0 PROGRAM AUDIT FAILURE PROCESS



11.1 Failure is when Task Group has stopped the audit review because the supplier did not meet requirements.  The accreditation process has stopped and the supplier must comply with the re-entry conditions to be readmitted into the Program.  A majority of Subscriberubscriber OEM TG voting members may elect to continue normal audit processing even though the failure criteria described below otherwise apply.



11.2 Modes of Failure





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





Audit Failure in this case takes place when the supplier, either by choice or by failure to meet the terms of an agreement, cancels an audit that is in progress that has just been completed or is in the accreditation process.  An audit may be failed for any number of reasons including but not limited to; severity of NCRs (NCRs), number of NCRs, any violation of supplier agreement, failure to pay the prescribed accreditation fee, etc. 





11.2.2 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. 





11.2.3 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





11.2.4 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.  





11.2.5 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)


b. The audit reaches one-hundred twenty (120) days elapsed time.





12.0 PROGRAM APPEALS PROCESS





12.1.1 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. 





12.1.2 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 PMC and PRI Staff.  The ruling of the PMC shall be final.   





13.0 DOCUMENT REVISION HISTORY





			Effective Date


			Summary





			


			Initial Version.












APPENDIX A





DUTIES OF PROGRAM MEMBERS





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 ProgramSubscriber Voting Members are required to attend all Program meetings. If the member is unable to attend, an alternate may be designated.





3. Other Program members should make arrangements to attend all meetings where policies, procedures, audit criteria, etc. will be discussed.





4. Reply to surveys, questionnaires, document ballots that are circulated to members.





5. Carry throughEnsure participation in sponsorship and coordination of individual projects as assigned.





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





7. Ensure that all government and individual Subscriberubscriber OEM requirements are met.





8. Be ethical and consistent.





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









APPENDIX B





DUTIES OF PMC AND TASK GROUP CHAIRS





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





2. Contact members to assure adequate representation.





3. Chair the meeting per Parliamentary Rules Procedures.





4. Designate a member to take and prepare minutes.





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 "Subscriberubscriber OEM 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 PMC, provide a summary of action taken at the PMC meeting.
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Definitions

Subscriber OEM: A company that is both:

A Finished Medical Device (FMD) Manufacturer who receives a product or service from a Supplier and subscribes to the Industry Managed Program information and accreditation services and 

A Company who designs and manufactures medical devices who also has design authority over the end product, writes their own critical manufacturing process specifications, and has internal engineering and/or supplier quality management organizations to provide technical directions and support. 
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Tier 1 vs Tier 2

The attached logic was used when establishing the differences between participation as a Tier 1 or Tier 2 Subscriber OEM.
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Definitions

Tier 1: A Subscriber OEM that supports development of the Program by way of paying development fees and program subscription fees as defined in the Program Development Agreement and Subscriber Agreement.  



Tier 2: A Subscriber OEM having no more than 500 employees and gross receipts or sales of no more than $100 million (identified as a Small Business Manufacturer by the FDA via a Small Business Decision Number).  Tier 2 Subscriber OEMs participate in the program by way of paying program subscription fees as defined in the Subscriber Agreement. Compliance shall be confirmed by receiving evidence of a Small Business Decision Number assigned by the FDA or verifying evidence of gross receipts or sales.
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Roles, Responsibilities & Audit Access

Tier 1:



Shall provide individuals to serve as members on the Task Group to which they subscribe, in addition to the MMC. Tier 1 Subscriber OEMs are responsible to attend meetings to fulfill Voting Member obligations. 



Shall have access to audit results of all Suppliers participating in the program. 



Subscriber OEMs that meet the definition of Tier 1 shall not participate in the program as a Tier 2 Subscriber OEM. 

Tier 2:	



Shall provide individuals to serve as members on the Task Group to which they subscribe. Tier 2 Subscriber OEMs are responsible to attend meetings to fulfill Voting Member obligations. 



Shall have limited membership at the MMC. 



Shall have access to audit results of those Suppliers identified on their Approved Supplier List (ASL).  



Subscriber OEMs that meet the definition of Tier 2 are permitted to choose to participate as a Tier 1 by meeting the definition of a Tier 1.

5

















				Tier 1		Tier 2

		MMC Voting Membership		Yes		Limited

		Task Group Voting Membership		Yes		Yes

		Supplier Audit Access		All		Only those on ASL

		Program Operation Fee		USD $30,000		USD $5,000

		Shared Program Admin Fee		USD $30,000		USD $20,000



6

Details in Nadcap program around limitations to Supplier members on the Management Council.  Can apply a similar concept to the participation of Tier 2 Subscriber OEMs.



“Each Nadcap Task Group may have one confirmed Supplier Member with full voting privileges at NMC except on matters pertaining to accreditation. The total number of Supplier Voting Members shall not exceed 50% of the total number of Subscriber Voting Members and the number of Supplier votes shall not exceed 33 1/3% of the NMC Voting Members. Supplier Voting Members shall represent their particular Task Group. No more than one Supplier representative from any company shall be confirmed on the NMC in any NMC Supplier voting role.”
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			Rebekah Braun; 'daniel_whalen@baxter.com'; 'Matthew.Binkley@ge.com'; Bruce.Badger@med.ge.com; 'william.brennan@med.ge.com'; Nabar, Ravi (ravi.nabar@philips.com)
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Bekah & all-





A couple of thoughts from my end…





 





Defining “Small Business”





I like the fact that we are using logic to determine the size of a “small business” and not just our respective opinions!  





The data from the US Small Business Administration does indeed lead to the conclusion of 500 employees.  I looked at several classifications within that document that could be applicable to medical device manufacturers and all point to 500 as the magic #.











I have one additional data point, however, that we need to consider before making the final determination. 





I just found a document issued by FDA CDRH’s Division of Small Manufacturers that describes the process FDA uses to not only define a “Small Business” but also the established methodology FDA uses to qualify and certify that a manufacturer is Small Business.  (I have attached the document for everyone’s reading pleasure!  Note that the highlights are mine.)  In a nutshell, FDA defines a Small Business as “having gross receipts or sales of no more than $100 million…” with some stipulations of course.  In order to qualify, the Small Business Manufacturers must submit a form to FDA and if approved, will received a “Small Business Decision Number” from the agency.





It seems that this would be a better way to proceed.  Using a standard already accepted and published by FDA.  And, we could leverage the FDA’s qualification process and ask the small business (tier 2) to provide their Small Business Decision Number to show certification.  If the tier 2 does not register with FDA (as device sales are wholly outside of the USA) then we could ask PRI to view the manufacturers evidence of gross sales and approve apart from FDA.





 





Defining Tier 1 & 2





I think we should have verbiage in the definition of Tier 2 that specially shows the intent of the that tier being for “the Small Business Manufacturer”.  And, then defining the $100 million dollar thing.





I would even suggest we remove the “more than 500 employees” or “more than $100 million” from the Tier 1 description.  This would then show that everyone could be Tier 1 with no restrictions.  Then, there are only restrictions for allowing access to the program as a Tier 2.





 





I hope all that long windedness makes sense?!  J





Everything else seems good.  Thanks again for all of your efforts here.





Jim





 





 





 





Jim Ahle





Corporate Supplier Controls





 





Stryker Corporation





3800 E. Centre Ave





Portage, MI  49009





t: 269-389-6813 





m: 269-720-5690





jim.ahle@stryker.com





 





 





 





 





 





 





From: Rebekah Braun [mailto:rbraun@sae.org] 
Sent: Tuesday, August 20, 2013 11:46 AM
To: 'daniel_whalen@baxter.com'; 'Matthew.Binkley@ge.com'; Bruce.Badger@med.ge.com; 'william.brennan@med.ge.com'; Nabar, Ravi (ravi.nabar@philips.com); Ahle, Jim
Subject: Medical Device IMP - Program Documents Sub-Team - Meeting 5





 





All,





 





Based off of our conversations yesterday, I have updated the attached presentation to document the approach this sub-team would like to take in regards to the Tiered Subscriber participation in MedAccred.  I know a lot of conversation took place around differentiating the levels based off of sales.  I’ve incorporated the use of number of employees based upon the information that Ravi has provided (also attached).





 





Lastly, I provided an example of how Nadcap addresses a type of limited participation at the Management Council level.  I thought this information could give the team a starting point for further discussion.  





 





Please have a look and provide your feedback.  If you are all satisfied with the approach, I will use this presentation to present to the full MedAccred Management Council for discussion during our face-2-face meeting next week.  





 





Thank you!





Bekah





 





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





Bekah Braun





Manager - Nadcap Program Quality and NUCAP





Senior Staff Engineer – COMP/NMMT/NMMM





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:  rbraun@sae.org





Website:  www.pri-network.org





 





Online pre-registration for the October 2013 Nadcap Meeting in Pittsburgh, Pennsylvania, USA is now available.  To register for the meeting, please click here or visit our website at http://www.pri-network.org/nadcap-meeting-in-pittsburgh-pa-usa-a/. 





 





 







Nothing in this message is intended to constitute an electronic signature unless a specific statement to the contrary is included in this message. Confidentiality Note: This message is intended only for the person or entity to which it is addressed. It may contain confidential and/or proprietary material. Any review, transmission, dissemination or other use, or taking of any action in reliance upon this message by persons or entities other than the intended recipient is prohibited. If you received this message in error, please contact the sender and delete it from your computer. 
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Preface

Public Comment

You may submit written comments and suggestions at any time for Agency consideration to the
Division of Dockets Management, Food and Drug Administration, 5630 Fishers Lane, Room
1061, (HFA-305), Rockville, MD, 20852. Submit electronic comments to
www.regulations.gov. When submitting comments, please refer to the exact title of this
guidance document. Comments may not be acted upon by the Agency until the document is
next revised or updated.

Additional Copies

Additional copies are available from the Internet. You may also send an e-mail request to
dsmica@fda.hhs.gov to receive an electronic copy of the guidance or send a fax request to 301-
847-8149 to receive a hard copy. Please use the document number 2014 to identify the
guidance you are requesting.

Additional copies of this guidance are also available from CBER:

Office of Communication, Outreach and Development (OCOD) (HFM-40), 1401 Rockville
Pike, Suite 200N, Rockville, MD 20852-1448, or by calling 1-800-835-4709 or 301-827-
1800, or by e-mail at ocod@fda.hhs.gov or from the Internet at
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatorylnformation/
Guidances/default.htm.

Additional Information About Medical Device User Fees

For additional information about medical device user fees, see FDA’s Medical Device User
Fees web site at:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFAI
1I/default.htm

This site provides an overview of the laws establishing medical device user fees, links to
additional guidance documents, answers to frequently-asked questions, and more.





http://www.regulations.gov/
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Guidance for Industry and
Food and Drug Administration Staff and
Foreign Governments

FY 2014 Medical Device User Fee
Small Business Qualification and Certification

This guidance represents the Food and Drug Administration's (FDA's) current thinking on this topic.
It does not create or confer any rightsfor or on any person and does not operate to bind FDA or the
public. You can use an alternative approach if the approach satisfies the requirements of the

applicable statutes and regulations. |f you want to discuss an alternative approach, contact the FDA
staff responsible for implementing this guidance. If you cannot identify the appropriate FDA staff,
call the appropriate number listed on thetitle page of this guidance.

I. Introduction

The Medical Device User Fee Amendments (MDUFA) require the payment of a user fee for most types
of medical device applications. A business that is qualified and certified as a “small business” is eligible
for a substantial reduction in most of these user fees. This guidance describes the process for how a
business may request qualification and certification as a small business.

A business that qualifies as a “small business” is eligible for a significant reduction in the fees described
in Table 1, as well as a one-time waiver of the user fee for its first (ever) premarket application
(premarket approval application [PMA], biologics license application [BLA], product development
protocol [PDP], or premarket report [PMR]).

Information about the process based on your role is described in the following sections of this guidance:

for a U.S. Business:

e see Section IB and Section III

e use Form FDA 3602 for FY 2014: FY 2014 MDUFA Small Business Qualification and
Certification, for a Business Headquartered in the United States

for a Foreign Business:

e see Section IC and Section [V

e use Form FDA 3602A for FY 2014: FY 2014 MDUFA Foreign Small Business Qualification
and Certification, for a Business Headquartered Outside the United States
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National Taxing Authority/Foreign Governments:

e see Section ID and Section V

e use Form FDA 3602A for FY 2014: FY 2014 MDUFA Foreign Small Business Qualification
and Certification, for a Business Headquartered Outside the United States

As you review this guidance, please follow the instructions and complete the form that is appropriate for
your business.

A. Eligibility

To be eligible for a reduced small business fee, you must qualify as a “small business.” This is defined
as having gross receipts or sales of no more than $100 million for the most recent tax year. If you have
any affiliates, you must add their gross receipts or sales to yours, and the total must be no more than
$100 million'. More information about the general applicability may be found in Section IT (Small
Business Fees: 2014 Fee Schedule, Benefits, and Scope) and Section VI (Frequently-Asked Questions)
of this guidance.

Note that the establishment registration fee is not eligible for a reduced small business fee. As a result, if
the establishment registration fee is the only medical device user fee that you will pay in FY 14, do not
submit an FY 2014 Small Business Qualification and Certification request.

B. U.S. Businesses

If your business is headquartered in the United States, you should follow the guidance in Section I1T
(Guidance for U.S. Businesses). To qualify as a small business, please complete Form FDA 3602 for
FY 2014 (FY 2014 MDUFA Small Business Qualification and Certification, for a Business
Headquartered in the United States), and submit the completed form to FDA. Appendix 1 of this
guidance contains a copy of Form FDA 3602 and Appendix 2 of this guidance contains instructions for
how to complete the form.

FDA will complete its review of your completed Form FDA 3602 within 60 days of receipt. The 60-day
FDA review time does not include the days during which we have requested and are waiting for
additional information from you.

C. Foreign Businesses

If your business is a foreign business headquartered outside the United States, you should follow the
guidance in Section V (Guidance for Foreign Businesses). To qualify as a small business, please follow
these sequential steps:

' See Sections 738(d)(2)(A) and 738(e)(2)(A) of the Federal Food, Drug, and Cosmetic Act (FD&C Act).
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1. You complete Sections I and II of Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small
Business Qualification and Certification, for a Business Headquartered Outside the United States).

2. You submit Form FDA 3602A for FY 2014 to your National Taxing Authority (the equivalent of the
U.S. Internal Revenue Service), who then adds in Section III of that form (i.e., National Taxing
Authority Certification).

3. The National Taxing Authority returns the updated form to you.

4. You submit the completed Form FDA 3602A, with Sections I, II, and III fully completed, to FDA for
review. Appendix 3 of this guidance includes a copy of Form 3602A and Appendix 4 includes
instructions for how to complete this form. In addition, if your business has any foreign affiliates,
you must send a separate certified Section III of Form FDA 3602A for each foreign affiliate. If your
business has any U.S. affiliates, you must send a U.S. Federal income tax return for each U.S.
affiliate.

We recommend that you review Section V (Guidance for Foreign Governments - How to Prepare a
National Taxing Authority Certification) to understand the responsibility of your National Taxing
Authority and, specifically, Section III of the Form FDA 3602A.

FDA will complete its review of your completed Form FDA 3602A within 60 days of receipt. The 60-
day FDA review time does not include the days during which we have requested and are waiting for
additional information from you.

D. National Taxing Authority

If you are a National Taxing Authority, you should review Section V (Guidance for Foreign
Governments — How to Prepare a National Taxing Authority Certification) for instructions on your
responsibilities. Complete Section III for the Form FDA 3602A (National Taxing Authority
Certification) submitted to you by a business headquartered in your nation and return the completed form
back to the business that sent you the form.

Important Changes to the FY 2014 Guidance

This guidance is substantively the same as the FY 2013 Medical Device User Fee Small
Business Qualification and Certification Guidance.

Where necessary, we have changed the dates cited throughout the guidance to reflect those that
apply to FY 2014. We have also updated the information on standard and small business fees
to reflect the new fee rates for FY 2014.

FDA's guidance documents, including this guidance, do not establish legally enforceable responsibilities.
Instead, guidances describe the Agency's current thinking on a topic and should be viewed only as
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recommendations, unless specific regulatory or statutory requirements are cited. The use of the word

should in Agency guidances means that something is suggested or recommended, but not required.

II. Small Business Fees: 2014 Fee Schedule, Benefits, and Scope

This section identifies the 2014 fee schedule, describes the benefits of qualifying as a small business,
discuss the “first premarket application” fee waiver, and identifies the scope of the small business status.

A. 2014 Fee Schedule

The FY 2014 fees are shown in Table 1, and are set by law.” If your application is subject to a fee, the
law requires you to pay the standard fee unless FDA determines that you qualify as a small business. If
you qualify as a small business for FY 2014, you are eligible to pay a reduced fee for any application
types listed in Table 1 from the date of FDA’s determination of your small business status through the

end of FY 2014.
Table 1 — Medical Device User Fees for FY 2014
Application Type Standard Small Business
Premarket Application (PMA, BLA, PDP) $258,520 $64,630
Premarket Report (for a reprocessed single-use device) $258,520 $64,630
Panel-Track PMA supplement $193,890 $48,473
BLA Efficacy Supplement $258,520 $64,630
180-Day PMA Supplement $38,778 $9,695
Real-Time PMA Supplement $18,096 $4,524
Premarket Notification (510(k)) $5,170 $2,585
30-day notice $4,136 $2,068
513(g) request for classification information $3,490 $1,745
Annual fee for periodic reporting on a class Il device $9,048 $2,262

Certification request.

Establishment Registration Fee - There is no reduced fee for a small business. If this is the only fee
you expect to pay during FY 2014, do not submit an FY 2014 Small Business Qualification and

Type of Fee

Annual Fee

Establishment registration fee

$3,313

? See Sections 738(b) and 738(d) of the FD&C Act.
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B. Benefits of Qualifying asa Small Business

If you qualify as a small business, you will pay a significantly lower user fee than the standard fee for the
application types described in Table 1.

C. “First Premarket Application” Fee Waiver

If FDA determines that you are eligible for a “first premarket application” fee waiver, this means that
you will be eligible to waive the fee for your first premarket application of this type: PMA, BLA, PDP,
or PMR). This may be done one time only. As an example, if your first application is a PMA and is
granted the “first premarket application” fee waiver, then if your next application is a BLA, the BLA is
not eligible for the “first premarket application” fee waiver.

To qualify for the “first premarket application” fee waiver, you must meet both of these criteria:

1. You must qualify as a small business with gross receipts or sales of no more than $30 million,
including the gross receipts or sales of all of your affiliates.

Note: This means that some businesses may qualify as a small business because their gross receipts
or sales are less than $100 million but would not qualify for the “first premarket application” fee
waiver if their gross receipts or sales are more than $30 million.

2. FDA must determine that this is your first premarket application. Specifically, if you or any affiliate
previously submitted a premarket application, then your next application does not qualify for the
“first premarket application” fee waiver, and you must pay the fee that would otherwise apply.

D. Scope

Is there a reduced small business fee for the establishment registration fee?

No. Every establishment that is subject to the establishment registration fee will pay the same fee. If the
registration fee is the only fee you expect to pay during FY 2014, do not submit a FY 2014 Small
Business Qualification and Certification request.

Who may qualify as a small business for FY 2014?
Both domestic (U.S.) and foreign businesses may qualify as a small business.

How can I obtain an FDA decision that I am a small business for FY 2014?
The qualification process depends on whether you are a domestic (U.S.) or foreign business:

* Ifyou are a domestic business headquartered in the United States, please follow the instructions in
Section III (Guidance for U.S. Businesses) of this guidance.

? See Section 738(d)(1) of the FD&C Act.









Contains Nonbinding Recommendations

» If your business is headquartered in a foreign country, please follow the instructions in Section IV
(Guidance for Foreign Businesses) of this guidance.

III. Guidance for U.S. Businesses

A U.S. business is a business headquartered in the United States. If you are a U.S. business, you should
follow the guidance provided in this section. If your business is headquartered in a foreign country, you
should follow the guidance in Section I'V (Guidance for Foreign Businesses).

If you believe you qualify as a small business and want to pay reduced or waived fees, you should submit
the following documents to FDA:

a completed Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business Qualification and
Certification, for a Business Headquartered in the United States);

your Federal income tax return for the most recent tax year;

a separate Federal (U.S.) income tax return for each U.S. affiliate; and

certified Section III of Form 3602A for each foreign affiliate.

FDA will review your Form FDA 3602 and supporting materials within 60 days. The 60-day FDA
review time does not include the days during which we have requested and are waiting for additional
information from you. Upon completion of our review, we will send you a letter that indicates whether
or not your business has been qualified under MDUFA as a small business. A qualified small business
is then eligible for a reduced or waived fee for submissions made during FY 2014 (i.e., submissions
received by FDA from October 1, 2013 through September 30, 2014). If your business is qualified as a
small business, FDA’s decision letter will assign you a Small Business Decision number. You should
provide this number to FDA each time your want to receive a small business fee discount for one of the
applications types identified in Table 1 or, if you qualify, when you want to obtain a fee waiver for your
first premarket application.

What is an affiliate?
The term “affiliate” is defined in Section 737(12) of the FD&C Act. An affiliate means a business entity
that has a relationship with a second business entity if, directly or indirectly:

(a) one business entity controls, or has the power to control, the other business entity; or
(b) a third party controls, or has power to control, both of the business entities.

You must include the gross receipts or sales of all of your affiliates with your own gross receipts or sales
when you prepare your Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business Qualification
and Certification, for a Business Headquartered in the United States).
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Why does FDA require me to submit Federal (U.S.) income tax returns?

Sections 738(d)(2)(B) and 738(e)(2)(B) of the FD&C Act require an applicant to pay the standard fees
for its submissions unless it demonstrates it is a small business by submitting a copy of its most recent
Federal income tax returns (and returns of all affiliates). A consequence of this requirement is that you
cannot qualify as a small business under MDUFA if you have not submitted a Federal income tax return.
Until you file a Federal income tax return, you can not qualify as a small business and, therefore, the law
requires you to pay the standard fee for any medical device application you submit that is subject to a
fee. FDA cannot accept a foreign tax return in place of a Federal (U.S.) income tax return.

What is the most recent tax year?
The most recent tax year will be 2013, with these exceptions:

» If you submit your Form FDA 3602 for FY 2014 and supporting materials FY 2014 before April 15,
2014 and you have not yet filed your return for 2013, then you may use tax year 2012.

» If you submit your Form FDA 3602 for FY 2014 and supporting materials after April 15,2014 and
you have not yet filed your 2013 return because you obtained an extension, then you may use your
most recent return filed prior to the extension. In this scenario you should also include IRS Form
7004 in your application.

My organization filed a Form 990, Return of Organization Exempt from Income Tax. Do I still
need to qualify as a Small Business?

Yes. The FD&C Act does not exempt you from medical device user fees or grant you automatic small
business status simply because you are exempt from Federal income tax. You are subject to the same
“gross receipts or sales” thresholds as other applicants. You should report your Total Revenue (line 12
of Form 990) as your “gross receipts or sales.”

May I submit a foreign income tax return to show I am a small business?

No. Under the law, if your business is headquartered in the United States, you must support your claim
that you qualify as a small business “by submission of a copy of [your] most recent Federal income tax
return for a taxable year, and a copy of such returns of [your] affiliates . . . .” If your business is
headquartered in the United States and you have not filed a Federal (U.S.) income tax return, you cannot
qualify as a small business under MDUFA. See sections 738(d)(2)(B) and 738(e)(2)(B) of the FD&C
Act. If'you have a foreign affiliate, you should submit a separate FY 2014 Foreign Small Business
Qualification and Certification (which includes a National Taxing Authority Certification) for that
affiliate; see section III for guidance concerning foreign businesses.

Where can I obtain a copy of Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business
Qualification and Certification form)?

A copy is included in Appendix 1 of this guidance. You may print the pages that include the form, and
then complete it by hand or by typewriter. If you download the PDF (portable document format) version
of this guidance, you can fill in the form using your computer and then print it. The PDF version of this
guidance is available on the Internet at:
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http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFAIIl/default.htm

The information you enter on the PDF version of the Certification form is not saved on your computer
and is not sent to FDA. You will not be able to “retrieve” or “open” your completed Certification at a
later time. After you complete the electronic version of the Certification, you will need to print the form,
sign it, date it, and send in to FDA with your supporting Federal income tax returns.

Where do I send my completed Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business
Qualification and Certification form) and supporting materials?
Send your completed Form FDA 3602 for FY 2014 and all supporting materials to:

FY 2014 MDUFA Small Business Qualification

Division of Small Manufacturers, International, and Consumer Assistance
10903 New Hampshire Avenue

Building 66, Room 4633

Silver Spring, MD 20993

U.S.A.

Be sure to include copies of all of Federal income tax returns and certifications from foreign national
taxing authorities that relate to your Certification.

IV. Guidance for Foreign Businesses

A Foreign business is a business headquartered outside the United States. If you are a Foreign business,
you should follow the guidance provided in this section. If your business is headquartered in the United
States, you should follow the guidance in Section I1I (Guidance for U.S. Businesses).

If you are a Foreign business and wish to qualify as a small business, please follow these sequential
steps:

1. You complete Sections I and II of Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small
Business Qualification and Certification, for a Business Headquartered Outside the United States).

2. You submit Form FDA 3602A for FY 2014 to your National Taxing Authority (the equivalent of the
U.S. Internal Revenue Service), who then adds in Section III of that form (i.e., National Taxing
Authority Certification).

3. The National Taxing Authority returns the updated form to you.

4. You submit the completed Form FDA 3602A, with Sections I, II, and III fully completed, to FDA for
review. Note that Appendix 3 of this guidance includes a copy of Form 3602A and instructions for
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how to complete this form. In addition, if your business has any foreign affiliates, you must send a
separate certified Section III of Form FDA 3602A for each foreign affiliate. If your business has any
U.S. affiliates, you must send a U.S. Federal income tax return for each U.S. affiliate.

We recommend that you review Section V (Guidance for Foreign Governments — How to Prepare a
National Taxing Authority Certification) to understand the responsibility of your National Taxing
Authority and, specifically, Section III of Form FDA 3602A.

FDA will complete its review of your completed Form FDA 3602A and supporting evidence within 60
days of receipt. The 60-day FDA review time does not include the days during which we have requested
and are waiting for additional information from you. Upon completion of our review, we will send you a
letter that indicates whether or not your business has been qualified under MDUFA as a small business.
A qualified small business is then eligible for a reduced or waived fee for submissions made during

FY 2014 (i.e., submissions received by FDA from October 1, 2013 through September 30, 2014). If
your business is qualified as a small business, FDA’s decision letter will assign you a Small Business
Decision number. You should provide this number to FDA each time your want to receive a small
business fee discount for one of the applications types identified in Table 1 or, if you qualify, when you
want to obtain a fee waiver for your first premarket application.

What is an affiliate?
The term “affiliate” is defined by Section 737(12) of the FD&C Act. An affiliate means a business
entity that has a relationship with a second business entity if, directly or indirectly:

(a) one business entity controls, or has the power to control, the other business entity; or
(b) a third party controls, or has power to control, both of the business entities.

Y ou must include the gross receipts or sales of all of your affiliates with your own gross receipts or sales
when you prepare your Form FDA 4602A (FY 2014 MDUFA Foreign Small Business Qualification and
Certification, for a Business Headquartered Outside the United States.

How do I contact my National Taxing Authority?

You should contact the government agency that collects your national income tax. FDA does not have a
complete list of every National Taxing Authority. Section VII (Appendix 5) of this guidance includes a
table of the National Taxing Authorities Known to FDA at the time of the publication of this guidance.
If you cannot find contact information for your National Taxing Authority in this guidance it is your
responsibility to identify your appropriate point of contact. This information is subject to change, and it
is also your responsibility to verify that the contact information remains correct.

May a foreign applicant file a Federal (U.S.) income tax return in order to qualify as a small
business under MDUFA?

FDA believes that almost all foreign businesses will not submit a Federal income tax return, but will
instead submit a Form FDA 3602A (FY 2014 Foreign Small Business Qualification and Certification),
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including the completed National Taxing Authority Certification found in Section III of this form, and
supportive materials. Although the law does not prohibit a foreign business from submitting a Federal
income tax return, filing a Federal income tax return may have significant tax and other legal
consequences beyond simply making you eligible as a small business under MDUFA. FDA cannot
provide advice regarding whether you should or should not file a Federal income tax return. If you are in
doubt as to whether it is advisable for you to file a Federal income tax return, you should consider
consulting with qualified legal and tax professionals. Additional information on Federal income
taxation is available from the United States Internal Revenue Service (Www.irs.gov).

Where can I obtain a copy of FDA Form 3602A (FY 2014 MDUFA Foreign Small Business
Qualification and Certification form)?

A copy is included in the Appendix 3 of this guidance. You may print the pages that include the form,
and then complete it by hand or by typewriter. If you download the PDF (portable document format)
version of this guidance, you can fill in the form using your computer and then print it. The PDF version
of this guidance is available on the Internet at:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFAIIl/default.htm

The information you enter on the PDF version of the Certification form is not saved on your computer
and is not sent to FDA. You will not be able to “retrieve” or “open” your completed Certification at a
later time. After you complete the electronic version of the Certification, you will need to print the form,
sign it, date it, and send it to your National Taxing Authority with any additional information or
materials required by the National Taxing Authority.

Your National Taxing Authority should complete Section III (National Taxing Authority Certification)
of Form FDA 3602A, and you should then send to FDA Form FDA 3602A, with Sections I, I, and III
fully completed and all supportive materials.

Where do I send my completed Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small
Business Qualification and Certification form) and supporting materials?

Send your completed Form FDA 3602A for FY 2014, with Sections I, II, and III fully completed, and all
supporting materials to:

FY 2014 MDUFA Foreign Small Business Qualification

Division of Small Manufacturers, International, and Consumer Assistance
10903 New Hampshire Avenue

Building 66, Room 4633

Silver Spring, MD 20993

U.S.A.
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V. Guidance for Foreign Governments — How to Prepare a
National Taxing Authority Certification

Qualification as a MDUFA small business allows the business to pay reduced medical device user fees.
Some small businesses may also qualify to obtain a waiver of the fee for its first premarket application.
Prior to enactment of the Medical Device User Fee Amendments of 2007, very few foreign businesses
could qualify as a small business under MDUFA because the law required the business to submit a
Federal (U.S.) income tax return as the only acceptable evidence that its “gross receipts or sales” did not
exceed $100 million.

The Medical Device User Fee Amendments of 2007 provide an alternative means for a foreign business
to demonstrate that it qualifies as a MDUFA small business. Instead of providing a Federal (U.S.)
income tax return, a foreign business may now obtain a certification from its “National Taxing
Authority” showing that its gross receipts or sales do not exceed the $100 million qualification
threshold. The law requires that this certification, referred to as the “National Taxing Authority
Certification,” must:

* be in English;

* Dbe from the National Taxing Authority of the country in which the business is headquartered;

» provide the business’s gross receipts or sales for the most recent year, in both the local currency
and in United States dollars, and the exchange rate used in converting local currency to U.S.
dollars;

» provide the dates during which the reported receipts or sales were collected; and

» Dbear the official seal of the National Taxing Authority.

See Sections 738(d)(2)(B)(ii1) and 738(e)(2)(B)(iii1) of the FD&C Act.

Form FDA 3602 for FY 2014 (FY 2014 MDUFA Foreign Small Business Qualification and
Certification, for a Business Headquartered Outside the United States) provides space for this required
information in Section III — National Taxing Authority Certification.

May the National Taxing Authority Certification be provided in any language other than English?
No. Sections 738(d)(2)(B)(ii1)(IT) and 738(e)(2)(B)(iii)(II) of the FD&C Act require the certification to
be in English.

What are “gross receipts or sales”?
If you are unsure how ‘“gross receipts or sales” relate to your national income taxation system, please
contact the United States Internal Revenue Services through the United States Embassy.

What information should the business submit to the National Taxing Authority?
The business should send you a Form 3602A for FY 2014 (FY 2014 MDUFA Foreign Small Business
Qualification and Certification, for a Business Headquartered Outside the United States), with Section I
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and II fully completed. Each National Taxing Authority may require the business to provide additional
information and evidence needed by the National Taxing Authority to determine the gross receipts or
sales it will report in the National Taxing Authority Certification for the business.

What exchange rate should be used to convert local currency to U.S. dollars?

You should use the exchange rate in effect as of the ending date of the period during which the reported
receipts or sales were collected; this is the date shown in response to item 5.b. of the National Taxing
Authority Certification. FDA cannot provide this information to you; each National Taxing Authority is
responsible for determining the appropriate exchange rate to use.

Why does FDA require the National Taxing Authority Certification to bear the official seal of the
National Taxing Authority?

This is a statutory requirement. Sections 738(d)(2)(B)(ii1)(II) and 738(e)(2)(B)(iii)(I) of the FD&C Act
require the National Taxing Authority Certification to bear the official seal of the National Taxing
Authority.

VI. Frequently-Asked Questions

What is the purpose of a Small Business Decision number?

The Small Business Decision number is used by FDA to confirm that you have been qualified as a small
business when you submit an application that requires a user fee (as described in Table 1 of this
guidance). You should use your Small Business Decision number to document that you have qualified
as a small business for FY 2014. For example, whenever you submit a Medical Device User Fee Cover
Sheet (Form FDA 3601), you should provide your Small Business Decision number.

When will my status as a small business begin?

Your status as a small business will begin on the date of FDA’s decision letter which qualified you as a
small business. FDA expects to make its decision within 60 days of receiving your Certification and
supporting materials. The 60-day FDA review time does not include the days during which we have
requested and are waiting for additional information from you.

When will my status as a small business expire?
Your status as a small business will expire on September 30, 2014. You should submit a new MDUFA
Small Business Qualification and Certification each year to qualify as a small business. This is because:

*  Your “gross sales and receipts” will vary from one year to another.

*  We will always need a copy of your most recent Federal income tax return (if you are a U.S.
business) or your most recent certification of income from your national taxing authority (if you
are a foreign business).

What fee should I pay if I submit an application before FDA determines that I qualify as a small
business?
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If you submit an application before FDA has qualified you as a small business, you should pay the
standard (full) amount of any fee that applies. FDA will not refund the difference between the standard
(full) fee and the small business fee if you later qualify as a small business. If you want to pay the small
business fee for an application, you should not submit your application until you obtain your Small
Business Decision number from FDA.

Can I be certain FDA will protect my income tax returns and other financial information?
Yes. Your income tax returns and other financial information are “confidential commercial
information” and will not be released to the public.

What may happen if I submit a false certification concerning my business?
When you make your certification, you are explicitly certifying:

“. .. to the best of my knowledge, the information I have provided in this Certification is
complete and accurate. I understand that submission of a false certification may subject me
to criminal penalties under 18 U.S.C. § 1001 and other applicable federal statutes.”

This statement appears immediately above your signature.

A false certification is one where you report information that is not true (for example, your gross receipts
or sales are actually higher than you state) or if you fail to disclose required information (for example,
you fail to disclose the existence of a parent, partner, or affiliate).

If FDA determines you submitted a false certification, we may suspend your status as a Small Business,
we may suspend the review of any application you submitted until you pay the full fee that applies to that
type of application, we may seek payment of the unpaid portion of fees that should have been paid, we
may take other legal actions that are appropriate under the circumstances, and you may be subject to
criminal penalties under 18 U.S.C. § 1001 and other applicable federal statutes.

If I have a question, who may I call?

If you need additional information about becoming a MDUFA small business, contact FDA’s Division
of Small Manufacturers, International, and Consumer Assistance at 800-638-2041 or 301-796-7100.

VII. Appendix — Forms and Instructions

This appendix several resources for reference with this guidance, as follows:

Appendix 1: Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business Qualification and
Certification, for a Business Headquartered in the United States

Use this form if your business is headquartered in the United States.
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Appendix 2: Instructions for Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business
Qualification and Certification, for a Business Headquartered in the United States

These are the instructions to complete Form 3602 for FY 2014.

Appendix 3: Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small Business Qualification
and Certification, for a Business Headquartered Outside the United States)

Use this form if your business is headquartered outside the United States.

Appendix 4: Instructions for Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small
Business Qualification and Certification, for a Business Headquartered Outside the
United States

These are the instructions to complete Form 3602A for FY 2014.

Appendix 5: Table of the National Taxing Authorities known to FDA

This information will help foreign applicants identify and contact the appropriate
National Taxing Authority responsible for completion of Section III (National Taxing
Authority Certification) in Form FDA 3602A for FY 2014.

Overall Instructions
Select the proper form that applies to your business and fill out and complete the form using a pen or
using a computer. See instructions for each below.

Using a pen
You may download a paper copy of the form and fill out the information in clear handwriting. Please
take care to write all numbers and digits clearly.

Using a computer
To complete the form with a computer: (1) Fill out the form electronically and then (2) print out the
form.

(1) Fill out the form electronically

Download a PDF (portable document format) version of this guidance, and fill out the form using your
computer. The PDF version of this guidance is also available on the Internet at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFAIIl/default.htm
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(2) Print out the Form
Follow these instructions to print the electronically-completed form:

Instructions

Download the guidance by visiting above link.

Save it as a PDF file onto your computer.

Open the saved PDF file on your computer.

Go to the top right side of the page and Select “Tool”.
Click on “Content”.

Click on “Add or Edit Text Box”.

Type directly onto the form.

Print the form when completed.

NN R WD =

The information you enter on the PDF version of the Certification form is not saved on your computer
and is not sent to FDA. You will not be able to “retrieve” or “open” your completed Certification at a
later time. After you complete the electronic version of the Certification, you should print the form, sign
it, date it, and send in to FDA with your supporting Federal income tax returns.
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1: Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small Business Qualification and
Certification, for a Business Headquartered in the United States
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Department of Health and Human Services OMB No. 0910-0508
Food and Drug Administration Expiration Date: March 31, 2016

FY 2014 MDUFA Small Business PRA Statement: See next page.

Qualification and Certification
For a Business Headquartered in the United States

Section | — Information about the Business Requesting Small Business Status

1. Name of business claiming MDUFA Small Business status: 2. Federal Employer Identification Number:

3. Address where business is physically located:

4. Name of person making this Certification: 5. Your telephone number (include area code):
( )
Area Code Telephone Number
6. Your mailing address: o Check if same as item 3. 7. Your e-mail address:
8. What is your relation to the business claiming MDUFA Small Business status?

9. Have you listed all of the business’s affiliates in Section II of this form?

Check oneresponse: o Yes 0 This business has no affiliates.

10. Complete, sign, and date the following certification:

I certify that

Name of business (must be identical to response to item 1)
(Check one response:)

O has no affiliates and reported “gross receipts or sales” of no more than $100,000,000 on its most recent
Federal income tax return. I have attached a true and accurate copy of the business’s most recent Federal
income tax return.

O has only the affiliates listed in this Certification, and together with those affiliates reported total “gross
receipts or sales” of no more than $100,000,000 for the most recent tax year. I have attached a true and
accurate copy of the entity’s most recent Federal income tax return, and a true and accurate copy of the most

recent Federal income tax return, or an FY 2014 Foreign Small Business Qualification Certification, for each
of the entity’s affiliates.

I further certify that, to the best of my knowledge, the information I have provided in this Certification is complete and
accurate. I understand that submission of a false certification may subject me to criminal penalties under 18 U.S.C.

§ 1001 and other applicable federal statutes.

Signature of person making this Certification:

Signature (must be signed by the person identified in item 4)

Date of this Certification:

Form FDA 3602 (8/13) (for FY 2014) Page 1 of 2










Section Il — Information about You and Your Affiliates

a. Name of Affiliate

b. Taxpayer ID Number c. GrossReceiptsor Sales

10

11

12

13

14

15

16 Total Gross Receipts or Sales of All Affiliates (sum of lines 1 through 15)

17 Gross Receipts or Sales of the Business Making this Certification

R AR R R R R R EEEEEEED

18 Total Gross Receipts or Sales Used to Determine Qualification as a Small Business

&+

(sum of lines 16 and 17)

Mail your completed FY 2014 Small Business Qualification and
Certification and copies of your latest Federal income tax return to the

address below. You must also send a separate U.S. Federal income tax return
for each U.S. affiliate and a certified Section III of Form 3602A for each foreign

affiliate.. Send all materials to —
FY 2014 MDUFA Small Business Qualification

Division of Small Manufacturers, International, and Consumer Assistance

10903 New Hampshire Avenue
Building 66, Room 4633
Silver Spring, MD 20993

(FDA Use Only)

o Information verified
o Information not verified

Review:

Decision: o Qualifies for Small Business fee discounts
o Qualifies for Small Business fee discounts and
fee waiver for first premarket application

SBD14
o Does not qualify

The information below applies only to requirements
of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM
TO THE PRA STAFF ADDRESS BELOW.

The burden time for this collection of information is estimated to average 1 hour
per response, including the time to review instructions, search existing data
sources, gather and maintain the data needed and complete and review the
collection of information. Send comments regarding this burden estimate or any
other aspect of this information collection, including suggestions for reducing
this burden to the address to the right:

“An agency may not conduct or sponsor,
and a person is not required to respond to,
a collection of information unless it displays
acurrently valid OMB number.”

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaft@fda.hhs.gov

Form FDA 3602 (8/14) (for FY 2014)

Page 2 of 2
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2. Instructionsfor Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small
Business Qualification and Certification, for a Business Headquartered in
the United States

You should complete and submit Form FDA 3602 for FY 2014 (FY 2014 MDUFA Small
Business Qualification and Certification) if you wish to be eligible for reduced or waived fees for
medical device submissions you make during FY 2014 (submissions received by FDA from
October 1, 2013 through September 30, 2014).

You should also submit:

* a copy of your most recent Federal (U.S.) income tax return, and
+ if you have any affiliates:
0 acopy of the most recent Federal income tax return of each of your domestic (U.S.)
affiliates, and
0 acopyofanFY 2014 MDUFA Foreign Small Business Qualification and
Certification for each of your foreign affiliates.

See Sections 738(d)(2) and 738(e)(2) of the FD&C Act.

FDA will use these materials to decide whether you qualify as a small business within the
meaning of MDUFA.

You should mail your FY 2014 MDUFA Small Business Qualification and Certification, and
copies of the Federal income tax returns that support your Certification, to FDA at this address:

FY 2014 MDUFA Small Business Qualification

Division of Small Manufacturers, International, and Consumer Assistance
10903 New Hampshire Avenue

Building 66, Room 4633

Silver Spring, MD 20993

If you need assistance, please contact the Division of Small Manufacturers, International and
Consumer Assistance at 800-638-2041 or 301-796-7100.

Section I — Information about the Business Requesting Small Business Status

1. Name of business claiming MDUFA Small Business status. Provide the full legal name of the
business:
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+ If the business is a corporation, limited liability company, partnership, or other legal
entity, provide the name used in its articles of incorporation, articles of organization,
partnership registration, or other similar instrument filed with the State or other
government under whose laws the firm was created.

+ If the business is a sole proprietorship owned entirely by one individual, provide the name
used when filing Federal, State, or other taxes.

2. Federal Employer Identification Number. Your business’s Federal Employer Identification
Number (EIN) was assigned to you by the U.S. Internal Revenue Service and uniquely identifies
your business.

3. Address where businessis physically located. This is the address where the business is
physically located (the address you would give to a person who needed to travel directly to the
business’s primary establishment).

4. Name of person making this Certification. This is the person who is responsible for the
accuracy and completeness of the information provided in the Certification and who must sign
the Certification (see item 10).

5. Your telephone number. This is the telephone number where FDA can reach you if we have a
question concerning your FY 2014 MDUFA Small Business Qualification and Certification.

6. Your mailing address. This is the address to which you want FDA to send its decision letter
informing you that you are, or are not, a small business. If your mailing address is the same as
item 3, you can just check the box rather than repeating the information.

7. Your e-mail address. This is the e-mail address where FDA can reach you if we have a
question concerning your FY 2014 MDUFA Small Business Qualification and Certification.

8. What is your relation to the business claiming MDUFA Small Business status? Briefly
explain your position within the business (e.g., Chief Financial Officer; Vice President; Chief
Counsel; or other relationship that gives you authority to provide an FY 2014 MDUFA Small
Business Qualification and Certification on behalf of the business).

9. Have you listed all of the business’s affiliates in Section II of this form? 1f you have any

affiliates, check the first box (“Yes”) and list themin Section Il of the form. If you do not have
any affiliates, check the second box (“This business has no affiliates.”).
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10. Complete, sign, and date the following certification. In this certification, you should provide
the following information:

* The name of the business that is claiming MDUFA small business status. This should be
identical to your response to item 1.

* Check oneresponse to indicate whether the business has any affiliates —

0 Check the first box if the business has no affiliates.
0 Check the second box if the business has only the affiliates you listed in Section II
of the form.

* Check oneresponse to indicate how the business determined it met the requirement that it
have “gross receipts or sales” of no more than $100 million —

0 Check the first box if the entity reported “gross receipts or sales” of no more than
$100 million on its most recent Federal income tax return. Attach a true and
accurate copy (a complete and unaltered copy) of the business’s most-recent
Federal (U.S.) income tax return. FDA cannot accept a foreign tax return instead
of a Federal (U.S) income tax return.
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Where do I find my gross receipts or
sales? You reported your gross receipts
or sales on your most recent Federal
income tax return.

Please note that the following list is not
an all inclusive list for IRS Forms that
may contain information on your gross
receipts or sales. You should provide
all IRS Forms that contain information
on your gross receipts or sales.

What is the most recent tax year?
The most recent tax year will be
2013, except —

* If you submit your FY 2014
MDUFA Small Business
Qualification and
Certification before April 15,
2014 and you have not yet
filed your return for 2013,
you may use tax year 2012.

* If you submit your FY 2014
MDUFA Small Business
Qualification and
Certification on or after
April 15, 2014 and have not
yet filed your 2013 return

because you obtained an
extension, you may submit
your most-recent return filed
prior to the extension,
provided that you include IRS
Form 7004 in your
application.

IRS Form See Line
Number

Schedule C 1

(Form 1040)

Schedule C-EZ 1

(Form 1040)

Form 1065 la

Form 1065-B la

Form 1120 la

Form 1120-F Section II, 1a

Form 1120S la

Form 990 12

Any other form Please contact
FDA.

0 Check the second box if the business

and all of its affiliates together
reported “gross receipts or sales” of no
more than $100 million on their most
recent Federal income tax returns. You
should attach a true and accurate copy
(a complete and unaltered copy) of the
entity’s most recent Federal income tax
return and a true and accurate copy of
each affiliate’s most recent Federal
income tax return.

What is an affiliate? This term is
defined by § 737(12) of the Federal
Food, Drug, and Cosmetic Act.
Affiliate means a business entity that
has a relationship with a second
business entity where, directly or
indirectly —

(a) one business entity
controls, or has the power to
control, the other business
entity; or

(b) a third party controls, or

* The person identified in item 4 (“Name of
person making this Certification”) must sign

the Certification.

has power to control, both of
the business entities.
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» Date the Certification (this is the date you signed the Certification).
Section II — Information about You and Your Affiliates

Section II of the form provides space for listing up to 15 affiliates; if you have more than 15
affiliates, you may provide the additional information on one or more additional copies of
Section IL

Lines 1 through 15:
List each affiliate on a separate line. For each, you should provide the following information:
a. Name of Affiliate. Provide the full legal name of the affiliate:

+ If the affiliate is a corporation, limited liability company, partnership, or other legal
entity, you should provide the name used in its articles of incorporation, articles of
organization, partnership registration, or other similar instrument filed with the State
or other government under whose laws the firm was created.

+ Ifthe affiliate is a sole proprietorship (that is, it is owned by an individual), you
should provide the name used when filing Federal, State, or other taxes.

b. Taxpayer ID Number. This number uniquely identifies each business:

» If the affiliate is headquartered in the United States, you should provide the Employer
Identification Number (EIN) assigned to the affiliate by the U.S. Internal Revenue
Service.

» If the affiliate is headquartered outside the United States, you should provide the
Taxpayer Identification Number provided by the National Taxing Authority where the
affiliate has its headquarters.

c. Gross Receiptsor Sales.

For each affiliate headquartered in the United States, you should copy this number from the
most-recent Federal income tax return for the affiliate. See the instruction for item 9 to learn
where you will find this information on a Federal income return. For each affiliate
headquartered outside the United States, you should copy the information from item 3.b. of
the National Taxing Authority Certification for the affiliate.

16. Total Gross Receipts or Sales of All Affiliates. This is the sum of the Gross Receipts or
Sales shown in column c. of lines 1 through 20.

17. Gross Receipts or Sales of the Business Making this Certification. This is the gross receipts
or sales of the business identified in Section I, item 1.
26
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18. Total Gross Receipts or Sales Used to Determine Qualification as a Small Business. This is

the sum of lines 21 and 22. To qualify as a MDUFA small business fee discounts, this sum must
be no more than $100 million. See Sections 738(d)(2)(A) and 738(¢e)(2)(A) of the FD&C Act.
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3: Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small Business
Qualification and Certification, for a Business Headquartered Outside the
United States)

28
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Department of Health and Human Services OMB No. 0910-0508
Food and Drug Administration Expiration Date: March 31, 2016
FY 2014 MDUFA Foreign Small Business PRA Statement: See next page.

Qualification and Certification
For a Business Headquartered Outside the United States

Section | — Information about the Business Requesting Small Business Status

1. Name of business requesting MDUFA Small Business status: 2. Taxpayer Identification Number:

3. Address where business is physically located:

4. Name of person making this Certification: 5. Your telephone number:
(include country code and area code)

Check oneresponse: 0 Head of Firm 0 Chief Financial Officer
6. Your mailing address: o Check if same as item 3. 7. Your e-mail address:
Section Il — Information about You and Your Affiliates
a. Name of Affiliate b. Taxpayer ID Number c. Gross Receipts or Sales

1 $
E e I g
E e i g
T R g
e R g
6. Total Gross Receipts or Sales of All Affiliates (sum of lines 1 through 5) $

7 Gross Receipts or Sales of the Business Making this Certification $

8. Total Gross Receipts or Sales Used to Determine Qualification as a Small Business $

(sum of lines 6 and 7)

9. Have you attached a separate FY 2014 MDUFA Foreign Small Business Qualification and Certification or
a U.S. Federal income tax return for each of your affiliates?

Check one response: o Yes 0 This business has no affiliates.

10. Complete, sign, and date the following certification:
I certify that

Name of business (must be identical to response to item 1)
(Check one response:)

o has no affiliates and reported “gross receipts or sales” of no more than $100,000,000 (in U.S. dollars) in its most recent tax year.
O has only the affiliates listed in this Certification, and together with those affiliates reported total “gross receipts or sales” of no more than
$100,000,000 (in U.S. dollars) in its most recent tax year.

I further certify that, to the best of my knowledge, the information I have provided in this Certification is complete and accurate. I understand that

submission of a false certification may subject me to criminal penalties under 18 U.S.C. § 1001 and other applicable federal statutes.

Signature: Date signed:
(Signature of the person identified in item 4)

Form FDA 3602A (8/13) (for FY 2014) Page 1 of 2
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Section Il — National Taxing Authority Certification
This Certification Must be Completed by the National Taxing Authority

1. Name of business:

2. This business is: Check oneresponse

o The business requesting small business status. (All of Section I must be completed.)

0 An affiliate of a business requesting small business status.

(Items 1 and 2 of Section I must be completed.)

3. Gross receipts or sales reported to the National Taxing Auth
for the most recent tax year:

ority | 4. Does the National Taxing Authority know
of any affiliate(s) of the business requesting

rted | small business status, other than those listed in

Section II?

Check one response:

Currency Unit Amount Repo
a. Local currency:
b. U.S. currency: U.S. Dollars $
c. Exchange rate (per U.S. Dollar):

o No (or not applicable).
o0 Yes. An explanation is attached.

5. Period during which reported receipts or sales were collected:
a. Starting date:

Month-Day-Year

b. Ending date:

Month-Day-Year

6. a. Name of National Taxing Authority official making
this Certification:

b. Your title:

7. Your telephone number:

8. Your e-mail address:

9. Name of this National Taxing Authority:

10. Sign and date the following certification:

I certify that, to the best of my knowledge, the information I have

provided in this Certification is complete and accurate.

Affix Official Seal of National Taxing Authority here:

Signature of official making this Certification (must be signed by the official identified in item

Date of this Certification:

6)

The business seeking small business status should mail its completed FY 2014 Small Business
Qualification and Certification to FDA at the address below. Your Certification is not complete and
will not be accepted unless Section 111 has been completed by your National Taxing Authority. If your
business has any affiliates, you must send a separate certified Section III of Form 3602A for each foreign
affiliate and an U.S. Federal income tax return for each U.S. affiliate. Send all materials to —

FY 2014 MDUFA Small Business Qualification

Division of Small Manufacturers, International, and Consumer Assistance
10903 New Hampshire Avenue

Building 66, Room 4633

Silver Spring, MD 20993

U.S.A.

(U.S. FDA Use Only)

Review: o Certification is complete.
o Information not complete.

Decision: o Qualifies for Small Business fee discounts.
o Qualifies for Small Business fee discounts
and fee waiver for first premarket application.

SBD14
o Does not qualify.

The information below applies only to requirements
of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM
TO THE PRA STAFF ADDRESS BELOW.

The burden time for this collection of information is estimated to average 1 hour per response,
including the time to review instructions, search existing data sources, gather and maintain the
data needed and complete and review the collection of information. Send comments regarding
this burden estimate or any other aspect of this information collection, including suggestions
for reducing this burden to the address to the right:

“An agency may not conduct or sponsor,
and a person is not required to respond to,
a collection of information unless it displays
a currently valid OMB number.”

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

Form FDA 3602A (8/13) (for FY 2014)

Page 2 of 2
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4. Instructionsfor Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small
Business Qualification and Certification, for a Business Headquartered Outside
the United States)

You should complete and submit Form FDA 3602A for FY 2014 (FY 2014 MDUFA Foreign Small
Business Qualification and Certification) if you wish to be eligible for reduced or waived fees for
medical device submissions you make during FY 2014 (submissions received by FDA from October 1,
2013 through September 30, 2014). If you have any affiliates, you should also submit additional
supporting documentation:

* acopy of the most recent Federal (U.S.) income tax return for each of your affiliates
headquartered in the United States, and

« acopyofan FY 2014 MDUFA Foreign Small Business Qualification and Certification for each
of your foreign affiliates.

FDA will use these materials to decide whether you qualify as a small business within the meaning of
MDUFA.

You should mail your FY 2014 MDUFA Foreign Small Business Qualification and Certification and all
supporting documentation to FDA at this address:

FY 2014 MDUFA Small Business Qualification

Division of Small Manufacturers, International, and Consumer Assistance
10903 New Hampshire Avenue

Building 66, Room 4633

Silver Spring, MD 20993

U.S.A.

If you need assistance, please contact the Division of Small Manufacturers, International and Consumer
Assistance at 1-800-638-2041 or 1-301-796-7100.

Section I — Information about the Business Requesting Small Business Status

1. Name of business claiming MDUFA Small Business status. Provide the full legal name of the
business :

» If the business is a corporation, limited liability company, partnership, or other legal entity,
provide the name used in its articles of incorporation, articles of organization, partnership
registration, or other similar instrument filed with the government under whose laws the business
was created.
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+ If the business is a sole proprietorship owned entirely by one individual, provide the name used
when filing income taxes.

2. Taxpayer Identification Number. This is the identification number used by your National Taxing
Authority to uniquely identify your business.

3. Address where businessis physically located. This is the address where the business is physically
located (the address you would give to a person who needed to travel directly to the business’s primary
establishment).

4. Name of person making this Certification. This is the person who is responsible for the accuracy and
completeness of the information provided in the Certification and who must sign the Certification (see

item 10). Only the head of your firm or your chief financial officer can make and sign the Certification;
see Sections 738(d)(2)(B)(iii) and 738(e)(2)(B)(iii) of the FD&C Act.

5. Your telephone number. This is the telephone number where FDA can reach you if we have a
question concerning your FY 2014 MDUFA Small Business Qualification and Certification.

6. Your mailing address. This is the address to which you want FDA to send its decision letter
informing you that you are, or are not, a small business. If your mailing address is the same as item 3,

you can just check the box rather than repeating the information.

7. Your e-mail address. This is the e-mail address where FDA can reach you if we have a question
concerning your FY 2014 MDUFA Small Business Qualification and Certification.

Section II — Information about Your Affiliates

Section II of the form provides space for listing up to 5 affiliates; if you have more than 5 affiliates, you
may provide the additional information on one or more additional copies of Section II.

Lines 1 through 5:

List each affiliate on a separate line. For each, you should What is an affiliate? This term is
provide the following information: defined by § 737(12) of the Federal
Food, Drug, and Cosmetic Act.
a. Name of Affiliate. Provide the full legal name of the Affiliate means a business entity that
affiliate: has a relationship with a second
business entity where, directly or
- If the affiliate is a corporation, limited liability indirectly —
company, partnership, or other legal entity, you should (a) one business entity
provide the name used in its articles of incorporation, controls, or has the power to
articles of organization, partnership registration, or control, the other business
other similar instrument filed with the Nation, State, or entity; or

(b) a third party controls, or
has power to control, both of 32
the business entities.
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other government under whose laws the firm was created.

» If the affiliate is a sole proprietorship (that is, it is owned by an individual), you should provide
the name used when filing Foreign, Federal (U.S.), State, or other taxes.

b. Taxpayer ID Number. This number uniquely identifies each business:

o If the affiliate is headquartered in the United States, you should provide the Employer
Identification Number (EIN) assigned to the affiliate by the U.S. Internal Revenue Service.

o If the affiliate is headquartered outside the United States, you should provide the Taxpayer
Identification Number provided by the National Taxing Authority where the affiliate has its
headquarters.

c. Gross Receiptsor Sales.

For each affiliate headquartered in the United States, you should copy this number from the most-

recent Federal (U.S.) income tax return for the affiliate. For each affiliate headquartered outside the

United States, you should copy the information from item 3.b. of the National Taxing Authority
Certification for the affiliate.
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Where do I find the gross receipts or
sales of an affiliate headquartered in
the United States? Your affiliate
reported its gross receipts or sales on its
most recent Federal income tax return.

Please note that the following list is not
an all inclusive list for IRS Forms that
may contain information on your gross
receipts or sales. You should provide
all IRS Forms that contain information
on your gross receipts or sales.

IRS Form See Line
Number

Schedule C 1

(Form 1040)

Schedule C-EZ 1

(Form 1040)

Form 1065 la

Form 1065-B la

Form 1120 la

Form 1120-F Section II, 1a

Form 1120S la

Form 990 12

Any other form Please contact
FDA.

What is the most recent tax year of
an affiliate headquartered in the
United States? The most recent tax
year will be 2013, except —

If you submit your FY 2014
MDUFA Small Business
Qualification and
Certification before April 15,
2014 and your affiliate has
not yet filed its return for
2013, you may use tax year
2012.

If you submit your FY 2014
MDUFA Small Business
Qualification and
Certification on or after
April 15, 2014 and your
affiliate has not yet filed your
2013 return because it
obtained an extension, you
may submit its most-recent
return filed prior to the
extension, provided that you
include IRS Form 7004 in
your application.

6. Total Gross Receiptsor Sales of All Affiliates. This is the sum of the Gross Receipts or Sales shown

in column c. of lines 1 through 5.

7. Gross Receipts or Sales of the Business Making this Certification. This is the gross receipts or sales
of the business identified in Section I, item 1, as reported to your National Taxing Authority.

8. Total Gross Receipts or Sales Used to Determine Qualification asa Small Business. This is the sum
of items 6 and 7. To qualify as a MDUFA small business fee discounts, this sum must be no more than
$100 million. See sections 738(d)(2)(A) and 738(e)(2)(A) of the FD&C Act.

9. Have you attached a separate FY 2014 MDUFA Foreign Small Business Qualification and

Certification or a U.S Federal income tax return for each of your affiliates? If you have any affiliates,

check the first box (“Yes”) and list themin Section |1 of the form. If you do not have any affiliates,
check the second box (“This business has no affiliates.”).
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10. Complete, sign, and date the following certification. In this certification, you should provide the
following information:

* The name of the business that is claiming MDUFA small business status. This should be
identical to your response to item 1.

» Check oneresponse to indicate whether the business has any affiliates:

0 Check the first box if the business has no affiliates.
0 Check the second box if the business has only the affiliates you listed in Section II of the
form.

* The person identified in item 4 (“Name of person making this Certification”) must sign the
Certification.

» Date the Certification (this is the date you signed the Certification).

Section III — National Taxing Authority Certification

After you have completed Sections I and II of your FY 2014 MDUFA Foreign Small Business
Qualification and Certification, you should submit it to your National Taxing Authority.

What is my National Taxing Authority? Your National Taxing Authority is the government agency
that administers your national income tax. A list of National Taxing Authorities known to FDA at the
time of this publication is provided in Appendix 5 that follows these instructions. If you cannot find
contact information for your National Taxing Authority in this guidance it is your responsibility to
identify your appropriate point of contact. This information is subject to change, and it is also your
responsibility to verify that the contact information remains correct.

Your National Taxing Authority is responsible for completing Section III — National Taxing Authority
Certification; you cannot complete this section yourself. You are responsible for identifying and
contacting your National Taxing Authority. Your National Taxing Authority should complete Section
I, and should then return your completed FY 2014 MDUFA Foreign Small Business Qualification and
Certification to you. You are responsible for sending your completed FY 2014 MDUFA Foreign Small
Business Qualification and Certification and all required supporting documentation to FDA.
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5. National Taxing Authorities Known to FDA

This information is provided to help foreign applicants identify the National Taxing Authority that is
responsible for completing Section IIIl — National Taxing Authority Certification of the FY 2014
MDUFA Foreign Small Business Qualification and Certification; This information is subject to change.
Each applicant is responsible for identifying and contacting the appropriate National Taxing Authority.

Country National Taxing Authority

Australia Australian Taxation Office (ATO)
http://www.ato.gov.au/

Austria Ministry of Finance
https://www.bmf.gv.at/

Belgium Belgium Treasury, Ministry of Finance
http://www.minfin.fgov.be/portail2/index.htm

Brazil Ministry of Finance
http://www.receita.fazenda.gov.br/

Canada Canada Revenue Agency
http://www.cra-arc.gc.ca/

China State Administration of Taxation (SAT) Ministry of Finance
http://202.108.90.130/n6669073/index.html

Czech Ministry of Finance of the Czech Republic

Republic http://www.mfcr.cz/en/

Finland Finland Tax Administration
http://www.vero.fi/

France Director General of Taxes (Corporate)

Treasury Department of France (Personal)
http://www.impots.gouv.fr/portal/dgi/home?pageld=home&sfid=00

Germany Federal Ministry of Finances
http://www.bundesfinanzministerium.de/Web/DE/Home/home.html

India Ministry of Finance, Government of India
http://www.incometaxindia.gov.in/

Ireland Ireland Revenue — Irish Tax & Customs
http://www.revenue.ie/en/about/index.html

Israel State of Israel, Ministry of Finance
http://ozar.mof.gov.il/mainpage eng.asp

Italy Ministry of Economy and Finances
http://www.finanze.it/export/finanze/index.htm

Japan National Tax Agency

http://www.nta.go.ip/
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Country National Taxing Authority
Jordan The Hashemite Kingdom of Jordan
Income and Sales Tax Department, Ministry of Finance

http://www.pm.gov.jo/english/index.php?page type=pages&part=1&page_id=95

Korea Ministry of Strategy and Finance (MOSF)
http://english.mosf.go.kr/index.do

Luxembourg | Luxembourg Ministry of Finance
http://www.mf.public.lu/

Malaysia Inland Revenue Board of Malaysia
http://www.hasil.org.my/indexbi.php

Mauritius Republic of Mauritius
http://www.gov.mu/portal/site/treasurysite/menuitem.com

Mexico Secretary of the Treasury and Public Credit
http://www.shcp.gob.mx/Paginas/default.aspx

The Tax and Customs Administration

Netherlands http://www.belastingdienst.nl/

New Inland Revenue Department

Zealand http://www.ird.govt.nz/

Norway Norwegian Ministry of Finance
http://www.regjeringen.no/en.html?id=4

Russian Interregional Tax Inspectorate Department

Federation http://www.nalog.ru/

Singapore Inland Revenue Authority of Singapore (IRAS)
http://www.iras.gov.sg/irashome/default.aspx

Slovenia Agency of the Republic of Slovenia for Public Legal Records and Related Services

(AJPES) Ministry of Finance

http://www.gov.si/

South Africa | South African Revenue Service (SARS)
http://www.sars.gov.za/

Spain Spain Ministry of Economy
http://www.lamoncloa.gob.es/home.htm

Sweden Sweden Tax Board, Ministry of Finance
http://www.skatteverket.se/english/inenglish.4.3a2a542410ab40a421c80006827.html

Taiwan Taipei National Tax Administration (TNTA) Ministry of Finance
http://www.ntbt.gov.tw/etwmain/

Turkey Republic of Turkey, Ministry of Finance
http://www.maliye.gov.tr/

United HM Revenue & Customs

Kingdom http://www.hmrc.gov.uk/index.htm
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Paperwork Reduction Act of 1995

This guidance contains information collection provisions that are subject to review by the
Office of Management and Budget (OMB) under the Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520).

The time required to complete this information collection is estimated to average 2 hours,
including the time to review instructions, search existing data sources, gather the data needed,
and complete and review the information collection. Send comments regarding this burden
estimate or suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

The guidance refers to approved collections of information under sections 738(d) and 738(e) of
the FD&C Act. The collections of information in Form FDA 3602 and Form FDA 3602A have
both been approved under OMB Control Number 0910-0508 (expires March 31, 2016).

An agency may not conduct or sponsor, and a person is not required to respond to, a collection
of information unless it displays a currently valid OMB control number.
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The problem













Rx-360 Mission

	Protect patient safety by sharing information and developing processes related to the integrity of the healthcare supply chain and the quality of materials within the supply chain.

*

Patient safety should never be compromised as a competitive advantage

“Rx-360s current members are pioneers that are building the type of global, all embracing industry group of the 21st century.  Rx-360 is working to ensure that patients everywhere can enjoy the benefits of globalization safely.”



Guy Villax, Chief Executive Officer, Hovione







Rx-360: Bringing Industry and Regulators Together to Protect Patients Worldwide

		Exchange public information to allow firms to adopt best practices across industry

		Bring industry experts together to develop responses and action when the supply chain is threatened 

		Act as a clearinghouse for suspicious supply chain information

		Share individual audits and conduct joint audits

		Consider joint technological development for securing supply chain and detecting adulteration



*













Broad and Inclusive Membership

		Global

		Small and large companies

		Suppliers and manufacturers

		Branded and generic

		Regulatory agencies, standard setting bodies, and industry organizations participate as Observers



*













*

Any legal entity may join Rx-360 provided that it meets the following criteria:



Its activities relate to the research, development, manufacture, or distribution of pharmaceutical, biotechnology, or medical device products, including (i) research-based pharmaceutical companies, generic pharmaceutical companies, biotechnology companies, and medical device companies, (ii) suppliers of ingredients and components of pharmaceutical, biotechnology, and/or medical device products, and (iii) suppliers of services relating to the quality or safety of the pharmaceutical, biotechnology, and/or medical device supply chain, including distributors and wholesalers.  





Excerpt  from Rx-360 Bylaws, Article IV: Membership; Section 4.01 (A): Membership Criteria



Membership Criteria: Industry







*

Current Rx-360 Membership

Manufacturers (27)

		AbbVie

		Amgen

		AstraZeneca

		Baxter

		Bayer

		Bend Research

		Biogen Idec

		Boehringer Ingelheim

		BMS

		Daiichi Sankyo Co., Ltd.

		Eli Lilly

		Forest Laboratories

		Roche/Genentech

		GSK

		Hospira

		Johnson & Johnson

		Merck & Co.

		Merz Aesthetics

		Mylan Inc.

		Novartis

		Perrigo

		Pfizer

		Sanofi-Aventis

		Takeda

		Teva

		UCB Pharma S.A.

		Watson



Suppliers (31)

		AMPAC Fine Chemicals LLC

		Ash Stevens 

		Aurisco

		Avantor Performance Materials, Inc.

		BASF

		Cambridge Major Laboratories, Inc.

		Cardinal Health

		Codexis

		Doe & Ingalls 

		DKSH International

		DSM Nutritional Products Ltd.

		FUJIFILM Diosynth Biotechnologies U.S.A., Inc.

		GE Healthcare

		Hikal

		Hovione

		Labochim

		LifeConEx

		Life Technologies Corp.

		Ligand

		Merck KGaA

		Myoderm

		Multipharma

		Novozymes

		OSO BioPharmaceuticals Manufacturing LLC

		Sartorius AG

		Sigma Aldrich

		Spectrum Chemical Mfg. Corp.

		TempTime

		VWR

		West

		York Container



Members

Observers

Auditors (10)

		Auckerman Consulting

		blue inspection body GmbH

		PSC Biotech Corp.

		Regulatory Compliance Associates

		Rephine Ltd.

		RMC Pharmaceutical Solutions Inc.

		Safis Solutions LLC

		SQA Services Inc.

		STS Consulting

		The Weaver Group, Inc.



Associations (15)

		ANSI-ASQ National Accreditation Board

		APIC

		Bulk Pharmaceutical Task Force

		Consumer Healthcare Products Association (CHPA)

		Council for Responsible Nutrition

		European Fine Chemicals Group (EFCG)

		European Generic Medicines Association (EGA)

		International Society for Pharmaceutical Engineering (ISPE)

		IPEC Americas

		IPEC Europe

		NSD Bio Group

		Parenteral Drug Association (PDA)

		Pharmaceutical Supply Chain Initiative (PSCI)

		Pharmaceutical Quality Group (PQG)

		Pharmaceutical Research & Manufacturers of America (PhRMA)





*











Operating Model

		Formed in mid-2009

		501(c)(6) nonprofit organization

		Volunteer based

		Companies are members not individuals

		Not intended to replace regulatory systems or oversight

		Designed to meet competition law requirements; on-going and comprehensive antitrust compliance 

		



*







*

RX 360 Structure







*

Member Perspectives on Rx-360 Audit Programs

“BASF supports Rx-360 as it contributes to a secure pharmaceutical supply chain and enables drug manufacturers and their suppliers to cope with current and future audit challenges without compromising product safety.”



Dr. Rainer Fendt, Head of Regulatory & GMP Compliance Pharma , BASF

“Rx-360 is a one-stop venue for understanding the issues, solutions, and emerging regulations around the pharmaceutical supply chain. AbbVie’s participation allows our shared service audit team to apply enhanced focus and risk prevention with critical suppliers.”



Wes Schmidt, Divisional Vice President, Operations Quality Assurance,  AbbVie 

Rx-360 Audit Programs













Sharing Supplier Audits Can Increase Compliance, Quality and Efficiency

Joint Audits are initiated by the consortium based on input from members

Audit Sharing uses audit reports from member companies that are redacted and placed into a secure database for member access

*

Numerous 1 or 2 day audits of a supplier will be replaced with fewer but 

more thorough Rx-360 Joint Audits, thus eliminating “Audit Fatigue”







*

*

Audit Sharing Concept

		Share reports and responses from audits conducted by individual member companies (not by Rx-360)

		Companies decide individually how to use information in the audit reports/responses

		Suppliers can exclude specific companies (i.e., competitors) from viewing the audit reports/responses  

		Suppliers can also vet new members joining Rx-360 who have requested access to a Shared audit report 





*

*











*

*

Rx-360 Joint Audits Concept 

		Audits are sponsored and conducted by Rx-360 on behalf of consortium members

		Rx-360 reviews and hires audit service provider companies to conduct audits

		Suppliers can exclude specific companies (i.e., competitors) from viewing the audit reports  

		Suppliers can vet:

		New members joining Rx-360 who have requested purchase of a Joint Audit report

		Non-members who have requested purchase of a Joint Audit report





*

*











Contact Information

*

See: http://www.rx-360.org/



Or contact:

Rx-360 Secretariat

info@rx-360.org

+1 (202) 230-5607



For More Information













BACKUP SLIDES





*







*

Joint Audits:  Observations

		Observations in Rx-360 Audit Reports are either “Potentially Critical” or “Other”

		Potentially Critical:

		A deficiency that indicates a critical system failure that may pose an immediate risk to patient safety or health, or may result in adverse impact to the safety, identity, strength or purity of a product.  The Potentially Critical Observation should be objectively verifiable based upon documentation, facts, and observations.  Each company must assess this observation for Criticality with respect to their product or process

		Other:

		A deficiency against the Rx-360 audit standards, guidelines, checklists, but that are not potentially critical









Growth in Phases

Phase 1 (~2009-2011)

Create organizational infrastructure

Phase 2 (~2011 – ongoing)

Share individual audits and conduct joint audits

Address supply chain security issues

Phase 3 (~2012 – ongoing)

Fund technological development

*







*

Joint Audits:  Guidelines/Standards/Audit Guides

		API and Registered Intermediates

		Guideline and audit guide adopted ICH Q7 with additional TSE/BSE text

		Supply Chain Security

		Audit guide based on review of C-TPAT guidelines and internal company guidelines and practices

		Excipients

		EXCiPACT GMP standard for excipients

		Audit guide based on standard

		Basic Chemicals/Raw Materials (including Chromatography Resins Index)

		Audit Guide based on IPEC/PQG excipients audit guide and draft standard

		Packaging/Printed Materials

		ISO 15378 standard

		Audit Guide based on standard



*



*

*











Access to Audit Reports

		Joint Audit reports available to non-sponsor members and non-members (for a fee)  

		http://rx-360.org/Tools/AuditPrograms/AuditsReportsAvailableforPurchase/tabid/283/Default.aspx 

		Shared Audit reports freely available to member report contributors.  Members who have not contributed reports, must pay a fee for access to individual reports



*







*

Member Perspectives on Supply Chain Security Activities

“Rx-360 is one of the only organizations I know globally that is working on the issue of supply chain security holistically.  Members are collaborating  on audits, sharing intelligence, developing supply chain integrity best practices, and collectively responding to global events such as the tsunami in Japan last year.  Incredible contributions to the industry and our patients in a few short years!”



Brian Johnson, Senior Director, Pfizer Supply Chain Security 

Rx-360 Supply Chain Security Activities













Accomplishments (Delivering)

		Management Systems

		Benchmarking, and white paper describing comprehensive supply chain security program

		Conveyance Risk Management

		Benchmarking, development of risk model, and white paper on using risk based approaches to conveyance security

		Market Monitoring

		Benchmarking, white paper and framework on good practices/tools-techniques, emerging technologies, to monitor the market for criminal activity

		Audits and Assessments of Third Party Providers 

		Points to Consider for audits/assessments; audit standard methodology; audit tools for LSP’s  

		Webinars conducted for all the above



Available at:  http://www.rx-360.org/Resources/DocumentsGuidelinesPTCWhitePapers/tabid/209/Default.aspx 







Accomplishments (Delivering)



		Management Systems

		Benchmarking, and white paper describing comprehensive supply chain security program

		Conveyance Risk Management

		Benchmarking, development of risk model, and white paper on using risk based approaches to conveyance security

		Market Monitoring

		Benchmarking, white paper and framework on good practices/tools-techniques, emerging technologies, to monitor the market for criminal activity

		Audits and Assessments of Third Party Providers 

		Points to Consider for audits/assessments; audit standard methodology; audit tools for LSP’s  

		Illegal Diversion

		Shared information on illegal diversion and how each company is impacted; identified best practice and current thinking; generated a white paper that highlighted the problem and what can/should be done to address it

		Incident Management 

		Benchmarking, white paper on existing efforts for supply chain incidents response

		Drug Shortages

		Highlighted risks to the integrity of pharmaceutical supply chains in a white paper

		Webinars conducted for all the above



Available at:  http://www.rx-360.org/Resources/DocumentsGuidelinesPTCWhitePapers/tabid/209/Default.aspx 







Accomplishments (Risk Mitigation)

		Japan Supply Chain Working Group

		Gathered radiation exposure experts 

		Shared risk assessments / models

		Developed library of radiation references

		Shared regulatory intelligence

		Monitored the regulatory environment and kept requirements library

		Monitored the “on the ground” situation in Japan

		Source of SME knowledge for regulators

		Contributed to a balanced response 

		We were a service to industry and patients

		Leveraging external resource

		









		Collaboration with Pharmaceutical Cargo Security Coalition (PCSC) to jointly develop symposium (22-23 January)

		Collaboration with PhRMA to provide PhRMA with points to consider white paper

		Providing information on group activities to EFPIA

		Participating as subject matter expert resource to APEC Supply Chain Integrity Operations Committee





Accomplishments (Collaborating)







Current Working Groups

		Upstream Supply Chain Security 

		Benchmarking, white paper on security practices and controls that mitigate these threats of economic adulterated raw materials  

		High Risk Cargo Theft

		Benchmarking, white paper on responses to the escalation of violence in cargo theft incidents in high risk areas

		Threat Reporting and Data Sharing

		Exploring mechanisms to collect and publish information on Supply Chain Security risks

		Serialization Discussion Group

		Share information, knowledge, experiences and leverage learnings on how companies actually implementing requirements



		









External Relations and Regulatory Affairs

		Since inception, Rx-360 has endeavoured to facilitate constructive relationships with regulators around the world and keep them informed of Rx-360’s activities

		Ensure that Rx-360’s initiatives are aligned with regulators’ expectations and priorities

		Facilitate opportunities for “one to many” meetings to encourage dialogues among groups of regulators on ways to improve supply chain security

		Rx-360 External Relations Group coordinates public communications and strives to enhance the visibility of Rx-360 activities

		Rx-360 has a vibrant Monitoring and Reporting Working Group that tracks key regulatory, policy and legislative developments relevant to supply chain security and prepares timely reports that are posted on Rx-360’s public website

		Important resource for members and broader supply chain community

		



*













Snapshot of Rx-360 Website: A Resource!

*







Testimonials

*

“At Amgen we have already seen significant benefits from sharing audit information. We fully support the Rx-360 audit program such that Amgen will waive the audit of any supplier that has successfully completed an Rx-360 audit.” 





Martin VanTrieste,  SVP Quality, Amgen







“We will save $20-30K this year with a potential of $20-150K on vendor audits and $40-50K on customer audits by 2015.” 

Tom Beil, Vice President Quality and Regulatory Affairs, Sigma Aldrich 







Privilege & Responsibilities

*

Serving patients is a privilege that comes with responsibilities...



Our Mission:



Protect patient safety by sharing information and developing processes related to the integrity of the healthcare supply chain and the quality of materials within the supply chain
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Marketing Activities

28Aug13

Joanna Leigh

Marketing Manager
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Tagline

Tagline will add clarification until the brand is well established

Results of MMC voting (21Aug13):





2

		Tagline		Votes

		Medical Device Supply Chain Critical Process Accreditation		1

		Medical Device Critical Process Quality Accreditation		2

		Assuring Medical Device Quality Through Critical Process Accreditation 		6

		Advancing Medical Device Quality Through Supply Chain Process Accreditation		NEW



During MMC telecon 21Aug13 further suggestions were made (reference to critical process considered important).

















Decision: Tagline

Advancing Medical Device Quality Through Supply Chain Process Accreditation



Advancing Medical Device Quality Through Critical Process Supply Chain Accreditation



Advancing Medical Device Quality Through Critical Process Accreditation
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MedAccred Webpages

http://pri.wotsthebigidea.com/other-programs/medical-devices-supply/ 

4
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2013-2014 

MedAccred Development Timeline

Status and Next Steps
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Initial Timeline 
(December 2012 – Present)

2



Start
2/13/13

Finish
1/15/14

March



April



May



June



July



August



October



November



December



January



Internal OEM Buy-in
2/13/13 - Fri 6/21/13

Value Proposition Development & Presentation
2/13/13 - 6/12/13

Identify Suppliers to Involve
2/22/13 - 6/21/13

Draft Program Documents
2/25/13 - 6/30/13

Finalize Audit Pricing
2/25/13 - 4/22/13

Identify potential sources for recruiting Auditors
2/25/13 - 9/13/13

Conduct PoC Audits
3/18/13 - 6/21/13

Review PoC Audit Results for Value


Approach and gain buy-in from Regulatory Agencies 
Mon 6/24/13 - Fri 9/13/13

Make presentations to Industry Associations
Mon 6/24/13 - Fri 9/13/13

Approach broader Supply base
6/24/13 - 9/13/13

Validate Software
6/24/13 -  9/13/13

Configure eAuditNet to Medical Device Industry needs


Rally external stakeholders for Program buy-in
9/16/13 - 1/15/14



Value Proposition Sub-Team Meeting (Warrendale, PA)
2/13/13



Roundtable Meeting #2 (Dallas, TX)
2/22/13





(ASK) Obtain OEM Letters of Intent
2/22/13 - 6/21/13





(ASK) Form Critical Mfg Process Task Groups 
4/24/13 - 6/28/13



Roundtable Meeting #3 (Chicago, Il) 
5/15/13





(ASK) Form Program Document Sub-Team
5/15/13 - 6/30/13



Nadcap Meeting (Paris, France)
6/3/13 - 6/7/13



Europe Roundtable Meeting (London, England)
7/10/13



Roundtable meeting #4 (Pittsburgh, PA) 
8/14/13



(ASK) OEMs assign Management Council members 
8/14/13



Nadcap Meeting    (Pittsburgh, PA)
10/21/13 - 10/25/13



Roundtable Meeting #5 (MD&M Minneapolis)
10/29/13 - 10/30/13



(ASK) Obtain OEM Subscriber Agreements
10/29/13 - 10/30/13

Today



Key

       Complete

       In Progress

       Not Completed on Time

























Proposed MedAccred Development Plan    (28Aug13 – 29Aug14)

3

Key

       OEM Responsibility

       PRI Responsibility

       Joint Responsibility









Start
8/28/13

Finish
Fri 8/29/14

September



November



January



March



May



July



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

Draft Program Documents
8/28/13 - 12/5/13

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

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

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

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

(ASK) Identify # of Suppliers in Supply Base
8/28/13 - 10/31/13

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

(ASK) OEMs sign Program Development/Subscriber Agreements
10/1/13 – 3/28/14

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

Approach Industry Associations
11/4/13 - 8/29/14

Approach broader Supply base
1/6/14 - 8/29/14

Rally external stakeholders for Program buy-in
4/1/14 - 8/29/14

European and Asian OEM engagement
4/1/14 - 8/29/14

(ASK) OEMs issue supplier mandates as applicable
4/1/14 - 8/29/14



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





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



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



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



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



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



MMC Meeting    (Location TBD)
3/19/14





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



Launch Supplier Support Committee
4/1/14



MMC Meeting    (Location TBD)
6/18/14



















Future Timeline                                                            (28 August 2013 – Q4 2014)

4



Start
8/21/13

Finish
Fri 12/19/14

4th Quarter



1st Quarter



2nd Quarter



3rd Quarter



4th Quarter



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

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

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

PoC
9/9/13 - 9/27/13

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

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

PoC
9/30/13 - 10/18/13

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

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

(HT) Define auditor requirements/hiring


PoC
12/2/13 - 12/20/13

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

(CH) Define auditor requirements/hiring

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

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

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

PoC
4/1/14 - 5/1/14

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

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

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

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

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

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

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

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





(ASK) Identify # of Suppliers in Supply Base 

8/28/13 - 10/31/13



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





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



(ASK) OEMs sign Prog. Dev. Agreements
10/1/13



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



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



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



(ASK) OEMs sign   Subscriber Agreements
1/6/14



MMC Meeting   (Location TBD)
3/19/14



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



Launch Supplier Support Committee
4/1/14



MMC Meeting   (Location TBD)
6/18/14



MMC Meeting   (Location TBD)
9/17/14



MMC Meeting   (Location TBD)
12/3/14

Today



Key

       Electronic Circuits - PCBA

        Electronics – C & H

        Heat Treating

        Sterilization

        Welding





























Timeline Summary (December 2012 – Present)

		Activity		Status		Details		Future Action

		Program Development Meetings		Complete		4 face to face roundtable meetings held (December, February, May and August)
Bi-weekly MMC telecoms initiated (June)		Quarterly f2f meetings scheduled
Bi-weekly telecoms to continue

		Value Proposition		Complete		Value Proposition completed (February)		PRI to update and re-distribute document to stakeholders (September 2013)

		Internal OEM buy-in		In Progress		Internal OEM buy-in activity initiated		Additional OEM buy-in requested

		Letters of Intent (LOI)		In Progress		1 signed Letter of Intent by Philips (June)		Additional OEMs to sign LOIs 

		European buy-in		Tabled		European roundtable not held (July) due to lack of response		Develop strategy for approaching European stakeholders 

		Rally External Stakeholders for Buy-in		In Progress		Industry presentations  made (Medical Device Quality Congress (June), MD&M East (June))		Presentation to be made at MD&M Minneapolis  (29 October 2013)

		Supplier Participation		In Progress		Some supplier participation in MMC and Task Groups		Approach broader supply base following signing of subscriber agreements (2014)??

		FDA “Approval”		In Progress		MMC sub-team planning for meetings with CDRH and OGROP		Plan to approach by end of October 2013

		Approach Industry Associations		In Progress		To follow meetings with FDA		Plan to approach by end of November 2013

		Audit Pricing & Cost Structure		Complete		Audit Pricing and Cost Structure agreed to by industry participants		

		Program Document development		In Progress		PRI and MMC sub-team  currently drafting 		Goal to complete by December 2013

		Proof of Concept Audits		In Progress		Welding PoC complete (April)
PCBA PoC scheduled (9-12 September)
HT planned (September/October)		Complete  3 PoC audits before FDA meetings (October 2013)

		Management Council formation		Complete		MedAccred Management Council (MMC) formed (July)
3 MMC sub-teams created (May)		

		Task Group formation		In Progress		5 critical process Task Groups created (July)
Bi-weekly telecoms held
OEM and supplier’ SME  participation
PRI Staff Engineers assigned 		Gain additional SME participation from OEMs and suppliers

		Validate eAuditNet Software		In Progress		PRI discussing internally		PRI to meet with IT experts from participating OEMs and determine any action required  for meeting FDA requirements
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Upcoming Meetings
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Upcoming Meetings – 2013 -2014

MMC Teleconference

Wednesday 11 September, 11:00 am – 12:00 pm EDT



MMC Face to Face

31 October, Minneapolis, MN

Following the MD&M Minneapolis Conference

Millennium Hotel Minneapolis (attached to Convention Center)



5 December, Pittsburgh PA



Nadcap Meetings

21-25 October, Pittsburgh, PA

24-28 February, London, UK

2
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