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So What Happened?

• FDA held 2 public meetings and 3 town hall 
meetings, 3 open public dockets and many 
individual stakeholder meetings
76 comments submitted from diverse stakeholder• 76 comments submitted from diverse stakeholder 
groups

• FDA issued Summary and Overview of CommentsFDA issued Summary and Overview of Comments 
and Next Steps document on January 19, 2011

• Of the original 55 recommendations:
– 28 received overall support
– 12 received support with modification or caveat

15 recei ed significant concern
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– 15 received significant concern



Recommendations Being Pursued

• FDA plans to implement recommendations that received 
overall support or support with modification/caveatoverall support or support with modification/caveat

• Focus on actions with greatest impact on fostering medical 
device innovation, enhancing predictability, and improving 
patient safety:
– Streamlining the de novo processg p
– Issuing guidance to improve clarity about 510(k) program
– Improving training for CDRH staff and industry

M k t f t l t– Make greater use of external experts
– Make critical business process improvements in CDRH
– Establish a Center Science Council
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Establish a Center Science Council



Received Support

• Strengthen training, staffing, retention, business processes
St th i t l f d i i ki• Strengthen internal processes for decision making, 
incorporating new scientific info, etc.

• Issue clinical trials guidance and build internal expertise
f• Issue guidance on use of consensus standards and 

documentation within a 510(k)
• Issue guidance on requests for clinical data in support of a 

510(k)510(k)
• Implement UDI
• Develop guidance and SOPs on use of product codesp g p
• Issue guidance and SOPs on 510(k) Summaries
• Issue guidance and regulations regarding transfer of 510(k) 

ownership
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Received Qualified Support

• Revise “least burdensome” guidance – not intended to 
lower expectations with respect to what is necessary tolower expectations with respect to what is necessary to 
demonstrate a device meets the relevant statutory 
standard
– In lieu of revising guidance, will train review staff and industryIn lieu of revising guidance, will train review staff and industry

• Develop social-media based network of external experts
– Will develop SOP on engagement with external expertsp g g p

• Issue “Notice of Industry” letters when regulatory 
expectations change
– Will develop SOP to clarify parameters for issuing these letters

• Continued use of Transparency website (e.g., summaries 
of review decisions not currently made public)
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of review decisions not currently made public)
– Will not include confidential or proprietary information



Received Qualified Support 
(continued)(continued)

• Reconcile language and issue guidance on “different 
technological characteristics” and “different questions oftechnological characteristics  and different questions of 
safety and effectiveness”
– Will provide guidance and interpretations consistent with Act

• Streamline de novo process and evidentiary expectations
– Will clearly delineate eligibility criteria

• Clarify when device modifications require a new 510(k), 
and when a Special 510(k) is appropriate 
– Will issue guidance to provide greater clarity

• Submission of detailed photographs and schematics
– Will clarify steps taken to assure confidentiality
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Received Qualified Support 
(continued)(continued)

• Clarify statutory listing requirement on device 
labelinglabeling
– Submit current labeling annually with device listing

• Regularly update list of devices eligible for third 
party review
– Update SOP for identifying devices eligible for thirdUpdate SOP for identifying devices eligible for third 

party review

• Periodic audit of 510(k) revision decisionsPeriodic audit of 510(k) revision decisions
– Will not be used to reverse previous 510(k) 

determinations for marketed products
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Controversial Provisions 
to be Implemented with Modificationsto be Implemented with Modifications

• Online labeling repositoryg p y
– Will hold public meeting prior to implementing a scaled-

back version that addresses public comments
May link to manufacturer’s websites with posted labeling– May link to manufacturer’s websites with posted labeling

• Assurance case framework
– To be piloted for infusion pumps

P blic database ith de ice photograph• Public database with device photograph
– Concern with proprietary information
– Will hold public meeting and address public comments
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Will hold public meeting and address public comments



To Be Implemented on a 
Case-by-Case BasisCase-by-Case Basis

• Requiring regular, periodic updates of device modificationsq g g p p

• Requiring submission of a list and brief description of all 
scientific information related to the safety and effectivenessscientific information related to the safety and effectiveness 
of a new device known or reasonably known to the 
submitter
– Through device-specific guidance; clarify to information “alreadyThrough device-specific guidance; clarify to information already 

known” to the submitter

• Requiring manufacturing data to be submitted in a 510(k)Requiring manufacturing data to be submitted in a 510(k)

• Clarifying when CDRH will withhold clearance for failure to 
comply with GMP’s and require a pre clearance inspection
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comply with GMP s and require a pre-clearance inspection



Recommendations On Hold 
Pending IOM FeedbackPending IOM Feedback

• Consolidate terms “indications for use” and “intended use”
– Could inadvertently be disincentive to new indications

• Consider off-label use when determining intended useg
– Focus on situations where the primary use is expected to be off-label

• Issue guidance on when a device should no longer beIssue guidance on when a device should no longer be 
available for use as a predicate
– Rescission may be option

• Issue a regulation on rescission authority
– FDA believes it has the authority under appropriate circumstances
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Recommendations On Hold 
Pending IOM FeedbackPending IOM Feedback

• Require manufacturers to keep one unit of a device q p
available
– May be impractical for large devices, and may not be available at 

time of submission

• Issue guidance to create a “Class IIb”
– One of the most controversial proposalsp p
– Would clarify requirements for clinical, manufacturing or postmarket 

data for higher risk Class II devices

• Require postmarket surveillance studies as a condition of 
clearance for certain devices
– Concern that would be duplicative of existing requirements and 
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burdensome



Abandoned: Split Predicates

• As described, CDRH’s definition of split predicates , p p
was inconsistent with the applicable provisions in 
the Act
S i i h l d• Semantic issue…no change planned

• Instead will issue guidance to clarify use of multiple 
predicatespredicates

• CDRH “strongly supports” the use of multiple 
predicatesp ed cates
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Next Steps

• Plan for 25 actions released mid-Januaryy

• Individual notice and comment periods (e.g., for 
d f id d )new draft guidance documents)

• Issue device specific guidance where applicable• Issue device-specific guidance where applicable

• Public Meeting April 7-8, 2011ub c eet g p 8, 0
– Public posting of device photographs
– Development of online labeling repository
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Timetable (1)
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Timetable (2)
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Timetable (3)
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Timetable (4)
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Timetable (5)
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Questions

Mark Kramer
Regulatory Strategies, Inc.g y g ,

414.731.4257
kramer@regulatorystrategies netkramer@regulatorystrategies.net
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