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Breakthrough Device Program

• This program is intended to provide patients and health care 
providers with timely access to certain medical devices by 
speeding up development, assessment, and review for premarket 
approval, 510(k) clearance, and De Novo marketing authorization.
• Since the launch of the program, the FDA has granted 933 

Breakthrough Device designations, and authorized 95 
Breakthrough Devices for marketing. 
• Update.
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Federal authority to regulate rests with 
U.S. Congress and is delegated to a 
federal agency through law.

The statutory basis for a 
regulation may differ greatly in 
terms of its specificity



Comparison

Food, Drug, and Cosmetic Act (FD&C 
Act)

enacted in 1938, gives the FDA authority to 
oversee the safety and effectiveness of these 
products to protect public health.

Law empowers the FDA

CLIA '88 is a federal regulatory framework that establishes 
quality standards for all laboratory testing to ensure the 
accuracy, reliability, and timeliness of patient test results.

Law empowers the Centers for Medicare & Medicaid Services 
(CMS) to oversee CLIA regulations

Clinical Laboratory Improvement Amendments 
(CLIA)



Aspect FD&C Act (Enabling FDA Regulations) CLIA '88 (Enabling CLIA Regulations)

Enacted Year 1938 1988

Regulatory Authority U.S. Food and Drug Administration (FDA) Centers for Medicare & Medicaid Services (CMS)

Focus Regulation of various products including medical 
devices, pharmaceuticals, food, cosmetics, etc.

Regulation of laboratory testing for health assessment, 
diagnosis, prevention, or treatment of disease

Purpose Ensure safety, effectiveness, and proper labeling of 
regulated products to protect public health

Establish quality standards for laboratory testing to 
ensure accuracy, reliability, and timeliness of patient 
test results

Scope Wide-ranging, covering manufacturing, labeling, 
marketing, distribution, etc.

Specifically focused on laboratory testing standards and 
practices

Oversight FDA oversees compliance with FD&C Act regulations 
through inspections, enforcement actions, etc.

CMS oversees CLIA compliance through laboratory 
certification, proficiency testing, inspections, etc.

Applicability
Applicable to manufacturers, importers, distributors, 
and other stakeholders involved in regulated 
products

Applicable to laboratories performing testing on human 
specimens for health assessment or medical diagnosis

Key Requirements

- Pre-market approval for new drugs and medical 
devices<br>- Good Manufacturing Practices 
(GMP)<br>- Labeling and advertising 
requirements<br>- Adverse event reporting<br>- 
Post-market surveillance and inspections

- Laboratory certification<br>- Proficiency testing<br>- 
Quality control procedures<br>- Personnel 
qualifications<br>- Inspection requirements

Public Health Impact
Ensures the safety and efficacy of medical products 
and promotes public health through proper 
regulation

Enhances the quality and reliability of laboratory 
testing, leading to accurate diagnosis and effective 
treatment of diseases



Federal authority to regulate rests with 
U.S. Congress and is delegated to a 
federal agency through law.

The statutory basis for a 
regulation may differ greatly in 
terms of its specificity

VALID

Proposed
rule



What is “Rulemaking”
• The terms “rule” and “regulation” are often used 

interchangeably in discussions of the federal regulatory process
• The Administrative Procedure Act (“APA”) of 1946 sets forth the 

most broadly applicable federal rulemaking requirements
• “agency process for formulating, amending, or 

repealing a rule.”
• Rules that fall within the scope of the agency’s delegated 

authority and that comply with certain requirements have the 
force and effect of law.



RULEMAKING Process
• Administrative Procedure Act (“APA”) of 1946
• Formal and informal process

• (1) a statement of the time, place, and nature of public rulemaking proceedings; 
• (2) reference to the legal authority under which the rule is proposed; and 
• (3) either the terms or substance of the proposed rule or a description of the subjects 

and issues involved.
CONGRESSIONAL OVERSIGHT AND JUDICIAL REVIEW OF FEDERAL 
RULEMAKING
• Congressional Review Act (“CRA”), for example, before any final rule can be effective, it 

must be filed with each house of Congress and the Government Accountability Office 
(“GAO”) along with any cost-benefit analysis

• 60 days after Congress receives an agency’s rule (excluding periods when Congress is in 
recess or adjournment), Congress can pass a joint resolution of disapproval and nullify the 
rule

by King & Spaulding
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Witnesses Subcommittee Hearing on Regulation of Diagnostic Tests

Van Meer Rothstein Karcher Allen Aisner

FDA rule

VALID









California => remote work (not allowed) => Bill AB 2107 SUPPORT LETTERs 

Hearing April 2nd, 2024 





Cancer



This cycle, from tumor measurement and 
analysis to biomarker development, testing, 
and implementation within the evolutionary 
trial, enables a new approach in the treatment 
of cancer patients where data rapidly, 
consistently, and accurately informs patient 
care.









Monday, April 1, 1:00 - 2:00 p.m. ET.






