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Determining Regulatory Priorities
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Developing a Draft Regulation
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Reviewing a Draft Regulation
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Notice & Comment on a Proposed 
Regulation
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Example 1:  UDI  Rule Date Format 

Proposed rule: 
• required U.S. format (e.g., JUN 19, 

2013) for all dates on medical device 
labels

• date formatting requirements 
effective for all devices in 1 year

Final Rule: 

• date format must be all numeric: 
YYYY-MM-DD (e.g., 2013-06-19); 
consistent with international 
standards

• date formatting requirements phased 
in over five years based on device 
classification
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Example 2:  UDI  Rule Direct Marking

Proposed rule: 
• Direct Marking required for:

– Implantable devices
– Devices intended to be sterilized 

between patient use
– Stand-alone software

Final Rule:

• Direct Marking required for all devices 
that are intended to be used more 
than once and “reprocessed” 
(cleaned, disinfected or sterilized) 
before each use [expanded sterilized 
to reprocessed]

• Direct marking requirements for 
implantable device removed

• Application to stand-alone software 
modified
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Example 3:  UDI Rule MRI Compatibility

Proposed rule: 
• Would not have required information 

concerning magnetic resonance 
imaging (MRI) compatibility to be 
submitted to the Global UDI Database 
(GUDID)

Final Rule:

• Requires information to be submitted 
to GUDID concerning whether a patient 
may be safely exposed to MRI or 
similar technologies while using the 
device or while the device is implanted
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Example 4: Additional Information for 
Nutrition Facts Label Rule
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Issuing a Final Rule



11

Review of Rulemaking Process
Identify Public Health Issue

Define Scope of Regulatory Action

Assess all Regulatory Options

Prepare Draft Rule

OMB & Interagency Review of Draft Rule

Draft Rule Published for Notice & Comment

Review & Analyze Public Comments

Draft Final Rule

OMB & Interagency Review of Final Rule

Publish & Notify Final Regulation

Publish Guidance Document

Review Effectiveness of Regulation
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Questions?

Contact Information:
ü Ravi.Bharwani@fda.hhs.gov
ü +1 240 401 9685

mailto:Ravi.Bharwani@fda.hhs.gov

