
 
Why REVAMP Fails to Address the Real Problems of Bringing New Antibiotics to Market 

Issue 1:  REVAMP places a tax on sick patients, delaying generic entry and sustaining 
already high prices on drugs. 

1.1  REVAMP would extend the period of monopoly pricing on already high-priced drugs on the FDA’s fast 

track. This would be done by transferring up to a year of additional exclusivity applied to one or more 

products, thereby delaying generic entry of these other medicines. The problem is that these drugs, also on 

fast track, may treat seriously ill patients. In 2017, patients who needed 15 out of the 18 drugs designated 

for Fast Track—and 5 out of the 6 cancer drugs on that list—would have been at risk for extended 

monopoly pricing. While delaying the conveyance of exclusivity by limiting it to drugs that are approved in 

2021 or later may prevent the bill from being scored by the CBO as costing money, policymakers should not 

be under any illusion that this would not cost government coffers, taxpayers, and patients substantial sums 

of money. One year of extended monopoly means delayed competition and higher prices, which strain 

health program coffers and patient budgets1 and restrict access to medicines2, for longer. Studies have 

shown both lower prescription fill rates and significant delays for Medicare patients in starting treatment 

for chronic myelogenous leukemia,3 bankruptcy rates two and a half times greater among cancer patients 

than those without cancer.4 Cancer patients filing for bankruptcy were 1.7 times more likely to die than 

those who did not.5 

1.2  There are multiple ways of paying for the innovation of novel antibiotics without taxing sick patients. 

Banning pay-for-delay arrangements, eliminating tax breaks for direct-to-consumer advertising of drugs, 

earmarking penalty payments on the drug industry for such research, or taxation of excess profits by drug 

companies. The UK Review on Antimicrobial Resistance led by Lord O’Neill, formerly of Goldman Sachs, 

proposed a pay-or-play funding scheme, whereby drug companies would either invest in antimicrobial R&D 

or pay a charge.6 

Issue 2:  REVAMP does not target incentives to truly novel antibiotics. 

2.1 REVAMP does not clearly limit the incentive to breakthrough antibiotics, particularly those first-in-

class, as those that would be eligible. The legislation calls for creating a Committee on Developing Critical 

Need Antimicrobials that would develop a list of critical need antimicrobial priorities, and a drug sponsor 
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may then request designation as a “priority antimicrobial product” if “the request is intended to treat or 

prevent a disease attributable to a multi-drug resistant bacterial or fungal pathogen that is listed as a 

critical need antimicrobial priority,” but that request may come “at any time before or after submission of 

an application or licensure of such drug.” There is no required threshold of clinical effectiveness, and the 

designation would be irrevocable unless there were “an untrue statement of material fact.”  

2.2 Few of the drugs being brought by industry to market are truly novel, before or after the GAIN Act. In 

fact, of the eight new antibiotics approved by FDA from 2010-2015, seven had mechanisms of action similar 

to previous classes of antibiotics, and six were initially developed by small to midsized companies.9 Seven of 

the eight antibiotics approved by FDA from 2010-2015 were significantly more expensive than existing 

drugs, but “have been approved without evidence of clinical superiority.”7 

2.3 REVAMP targets the wrong part of the R&D pipeline and does not address directly the key scientific 

bottleneck—the discovery of novel classes of antibiotics. The yield from early drug discovery for 

antibiotics (high throughput screens to lead) is more than tenfold lower at this stage compared to all 

therapeutic areas.8 This is where R&D efforts should be focused, from enriching compound libraries to 

supporting companies taking the risks of bringing novel classes of drugs forward to first-in-human clinical 

trials. The National Center for Advancing Translational Sciences has begun to do this for other therapeutic 

areas, from screening targets against compound libraries to providing toxicology and 

pharmacokinetic/pharmacodynamic services. Target product profiles could be set by the public sector, so 

that priorities for antibiotic R&D would be clear and incentives could align to support those priorities. 

Issue 3:  REVAMP has no teeth to enforce stewardship requirements on the antibiotics 
which it will cost consumers and payers to spend billions of dollars to bring to market. 

3.1  REVAMP requires a report every two years on stewardship plans, but has no enforcement plans—no 

revocable exclusivity of QIDP status, nor greater payment of revenues gained back to the government. By 

contrast, for cancer or other drugs with high risk-benefit ratios, FDA places post-marketing requirements 

under the Risk Evaluation Mitigation Scheme, or REMS. These might involve limiting prescription to trained 

providers, dispensing by certified institutions, administering in specific healthcare settings, or restricting the 

drug’s use to follow a clinical algorithm or diagnostic test finding.  

3.2  Drug companies are not best situated to manage antimicrobial stewardship in the healthcare 

delivery system or to intervene in the doctor-patient relationship. Placing accountability in the hands of 

drug companies vests even more undue industry influence over clinical decision making. Only by de-linking 

the return on R&D investment of the novel antibiotic from volume-based sales of the drug can one realign 

the economic incentive. Yet there are no such limitations on the manufacturer of the antibiotic—for price 

or for quantity of the antibiotic sold. 
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