
 
Modernizing Our Drug & Diagnostics Evaluation 
and Regulatory Network: The MODDERN Cures Act 

 
 
More than 133 million Americans – over 40% the U.S. population – live with a chronic disease or disability. For 
many people there are no treatments, there are no cures. 
 

 

Though health research investments made by the National 
Institutes of Health, the private sector, and charities have 
doubled in recent years (thick color bars), the number of 
new treatments making their way to patients has lagged 
(thin line).  
 
U.S. Representative Leonard Lance (R-NJ) is working on 
legislation that would “modernize our drug and diagnostics 
evaluation and regulatory network” – the MODDERN Cures 
Act. 

      Source: http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2735780/ 

 
 

 
 

 
The MODDERN Cures Act creates a pathway for promising new 
treatments that address unmet medical needs that would not otherwise be 
developed due to current legal and market failures. These “dormant 
therapies” will be followed by the introduction of low-cost generic 
equivalents.  
 
The parents of Addi and Cassi Hempel, twin daughters with a rare, fatal 
disease, are fighting to bring a potentially life-saving dormant therapy to 
market for all children with Niemann Pick Type C. The MODDERN Cures 
Act would build a development and regulatory pathway for such treatments.   

 

The MODDERN Cures Act also promotes personalized medicine by 
encouraging the development of companion diagnostics that predict the 
safe, effective, and efficient use of medicines. Richard Heimler is alive today 
because of a companion diagnostic and a medicine that works in less than 
three to five percent of people with his type of lung cancer.  
 
Very few companion diagnostics exist today. As a result, many promising 
treatments never come to market, or a patient takes the medicine until we 
know if it works – while experiencing all the side effects and high costs. 

 
 

The MODDERN Cures Act would solve these problems. 
To learn more, visit www.puttingpatientsfirst.net/moddern. 
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The MODDERN Cures Act of 2013 
21st Century Regulatory Science for 21st Century Cures  

 
 
TITLE I — ADVANCING DIAGNOSTICS FOR PATIENTS  
 
Sec. 101 – DEVELOPING A COMMON LEXICON TO FACILITATE PROGRESS ON DIAGNOSTICS  
Most of the terminology in the diagnostics space is not statutorily defined which has led to inconsistent definitions for 
many important concepts. This section requires the establishment of clear and consistent definitions, which would 
allow both diagnostic manufacturers and regulatory authorities to work from a common foundation that ultimately 
could lead to a more streamlined regulatory process. Requires the Secretary to convene an expert advisory panel with 
specified membership, from which the Secretary would be required to request information (including technical, 
clinical, and quality information) and recommendations relating to any new clinical laboratory test. 

 
Sec. 102 – CREATING INCENTIVES FOR INNOVATIVE DIAGNOSTICS  
This section puts forth the factors that should be considered in rate setting for new clinical laboratory tests and, in 
determining the payment rate. It requires the Secretary of Health and Human Services to provide justification for the 
payment basis and payment rate determination and seek the advice of an independent advisory panel that is comprised 
of individuals with expertise in diagnostic tests. This section also allows developers of a new diagnostic test to apply 
for a temporary Healthcare Common Procedure Coding System (HCPCS) code until a permanent code is established, 
allowing for more timely access to new diagnostic tests. The assignment of temporary codes would occur on a 
quarterly basis. 
 

This section was signed into law as part of the Protecting Access to Medicare Act of 2014 (PL 113-93). 
 
Sec. 103 – PROMOTING THE DEVELOPMENT OF INNOVATIVE DIAGNOSTICS  
This section encourages therapeutic manufacturers to develop a corresponding diagnostic test that could help predict 
the appropriate patient population for the therapy. If a drug or biologic manufacturer develops a diagnostic test after a 
drug or biologic is already on the market, then that drug or biologic will be eligible for an additional 6-month period of 
data exclusivity. If a drug or biologic manufacturer develops a diagnostic test concurrently with the development of a 
drug or biologic, then the drug or biologic will be eligible to receive an additional 12-month period of data exclusivity.  
  
TITLE II — CAPTURING LOST OPPORTUNITIES FOR PATIENTS  
  
Sec. 201 – DORMANT THERAPIES  
This section creates a new class of drugs, named “dormant therapies.” A dormant therapy is a new drug or biological 
product that has insufficient patent protection and meets the Food and Drug Administration (FDA) definition of “unmet 
medical need.” The Secretary is required to establish a methodology and criteria for this designation. In its request for 
designation as a dormant therapy, the manufacturer must provide a list of all patents and applications for patents to 
which the manufacturer has rights, and must agree to waive those rights in order to receive the designation. 
Additionally, this section provides for a 15-year period of data exclusivity to encourage the development of dormant 
therapies. The Secretary is required to make its determinations available to the public. This bill will establish a 
predictable pathway for introducing low-cost generic equivalents to dormant therapies. 
  
Sec. 202 – STUDY REGARDING NEW INDICATIONS FOR EXISTING THERAPIES  
This section directs the Department of Health and Human Services and the Institute of Medicine to conduct a study on 
the intellectual property laws and their impact on therapy and diagnostic development in order to formulate 
recommendations on how to facilitate the clinical evaluation and development of therapies currently available on the 
market for new potential indications.  
 

To get modern medical miracles, we need the MODDERN Cures Act. 
To learn more, visit www.puttingpatientsfirst.net/moddern. 
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