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21st Century Cures and MDUFA IV commit 
FDA to updating LB implementation 
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Section 3058 of Cures:   

Least Burdensome Device Review 

• Premarket Application Provisions 

• Training & Assessment 

• Audit by Ombudsman 

• Rationale for Significant Decisions 



There are now six major LB themes 
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1. 510(k) requests must be relevant to SE determination 

2. PMA requests must consider LB means to demonstrate 
a Reasonable Assurance of Safety and Effectiveness 

3. Requests for Clinical Data must be necessary for 
establishing device effectiveness 

4. Postmarket Information shall be considered 

5. Only ask for the minimum required information 

6. Review Standards remain unchanged 



Training was completed in September 
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• Scope: Marketing Applications 

• Online and in-person training 
made available and completed 
in September 2017 

• Introduces Guiding Principles 

• Clarifies deficiency format 

 

In MDUFA IV, FDA committed to 
updating the deficiency guidance 
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New Guiding Principles 
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Related to 
Regulatory Decision 

Alternative 
Approaches 

Minimum 
Information 
Necessary 

Major Deficiencies 

Minor Deficiencies 

Additional 
Considerations 
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Related to 
Regulatory Decision 

Alternative 
Approaches 

Minimum 
Information 
Necessary 

The first three Guiding Principles 
frame our requests 
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Related to 
Regulatory Decision 

Alternative 
Approaches 

Minimum 
Information 
Necessary 

Information unrelated 
to the regulatory 
decision should not be 
part of the decision-
making process.  

Related to Regulatory Decision 



Alternative Approaches 
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Related to 
Regulatory Decision 

Alternative 
Approaches 

Minimum 
Information 
Necessary 

Alternative approaches to 
resolving regulatory issues 
should be considered to 
optimize the necessary 
time, effort, and resources 
involved in developing a 
response. 



Minimum Information Necessary 
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Related to 
Regulatory Decision 

Alternative 
Approaches 

Minimum 
Information 
Necessary 

Deficiencies should request the 
minimum (i.e., least burdensome) 
amount of information necessary to 
adequately address the identified 
issue in the most efficient manner at 
the right time. The balance between 
premarket and postmarket should be 
considered to determine when 
information should be provided to 
address the identified issue.  



New Guiding Principles 
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Related to 
Regulatory Decision 

Alternative 
Approaches 

Minimum 
Information 
Necessary 

Major Deficiencies 

Minor Deficiencies 

Additional 
Considerations 
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Categorizing deficiencies improves 
overall clarity 

Major Deficiencies 

Minor Deficiencies 

Additional 
Considerations 
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Major deficiencies are those 
based on least burdensome 
principles that, if not resolved, 
will preclude a favorable decision 
on the marketing application. 
Major deficiencies should only be 
included if their resolution is 
necessary in order to reach a final 
decision regarding the marketing 
authorization.  

 

Major Deficiencies 

Major Deficiencies 

Minor Deficiencies 

Additional 
Considerations 



14 

 
Minor deficiencies are FDA requests 
that can be resolved in a 
straightforward manner, but that 
need to be addressed to meet 
regulatory requirements or to 
prevent potential misbranding or 
adulteration. In general, the Agency 
should not issue a formal deficiency 
letter if only minor deficiencies 
remain, but instead should attempt 
to resolve them interactively. 

 

Minor Deficiencies 

Major Deficiencies 

Minor Deficiencies 

Additional 
Considerations 
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FDA may also include additional 
considerations that are 
suggestions, recommendations, or 
requests that are not expected to 
preclude a favorable decision on 
the marketing application. 
Because additional considerations 
are not expected to preclude a 
favorable decision, they do not 
require an applicant response. 

Additional Considerations 

Major Deficiencies 

Minor Deficiencies 

Additional 
Considerations 



New deficiency elements clarify 
“what” is deficient 
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1. Acknowledgment of the information submitted by 
the applicant, including references to sections, page 
numbers, or tables where appropriate.  

2. Explanation of why the current information does 
not adequately address the issue (i.e., what is 
deficient).  



New deficiency elements clarify 
“what” is deficient 
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1. Acknowledgment of the information submitted by 
the applicant, including references to sections, 
page numbers, or tables where appropriate.  

2. Explanation of why the current information does 
not adequately address the issue (i.e., what is 
deficient).  



New deficiency elements clarify  
“why” information is deficient 
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3. Explanation of the request’s relevance to the PMA RASE determination, 
510(k) SE determination, HDE safety and probable benefit 
determination, or De Novo classification determination, including, where 
appropriate, reference to an applicable section of a final rule, final 
guidance, and/or an FDA-recognized standard (unless the entire or most 
of the document is applicable). When the deficiency cannot be traced in 
the manner above and relates to a scientific or regulatory issue pertinent 
to the determination, FDA will cite the specific scientific issue and the 
information to support its position. 
 

4. Explicit request for the additional information needed to address the 
issue and potential alternate ways of satisfying the issue, if applicable. 



New deficiency elements clarify  
“why” information is deficient 
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3. Explanation of the request’s relevance to the PMA RASE determination, 
510(k) SE determination, HDE safety and probable benefit 
determination, or De Novo classification determination, including, 
where appropriate, reference to an applicable section of a final rule, 
final guidance, and/or an FDA-recognized standard (unless the entire or 
most of the document is applicable). When the deficiency cannot be 
traced in the manner above and relates to a scientific or regulatory issue 
pertinent to the determination, FDA will cite the specific scientific issue 
and the information to support its position. 
 

4. Explicit request for the additional information needed to address the 
issue and potential alternate ways of satisfying the issue, if applicable. 



The format for responding to deficiencies didn’t 
change 
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1. Restate the identified Agency issue; and 

2. Provide one of the following: 

a. the information or data requested; 

b. an explanation why the issue is not relevant to the 
marketing authorization decision; or  

c. alternative information and an explanation describing 
why the information adequately addresses the issue. 



Least Burdensome 



Least Burdensome 



Least Burdensome 

Exemptions from 
premarket review for ~200 
Class 1 and 2 IVD Procodes 
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Least Burdensome 

Exemptions from 
premarket review for ~200 
Class 1 and 2 IVD Procodes 

Coming soon: 
• New RR guidance 



Questions? 
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