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Report Drug Shortages: Root Causes and Potential Solutions
https://www.fda.gov/drugs/drug-shortages/report-drug-shortages-root-causes-and-potential-solutions
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EFERODIA N (1BI0D%55) DAFT 177 fElE. 9 I\)L%"Flibt_ (figure 1)

Percentage of Drugs Newly in Shortage by Reason. Calendar Years 2013-2017

Quality Issues 62%
Unknown
Increase in Demand

Natural Disaster

Production Discontinuation

Most drugs in shortage were cupericneing supply disruptiona. specifically quality issues,
Source: Internal FDA Data

Figure 6. Of 163 drugs that went into shortage between 2013 and 2017, 62 percent went into
shortage after supply disruptions occurred that were associated with manufacturing or
product quality problems.

Shortage Drugs Typically Cost Less Than $9/Dose

Price of Drugs
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Median Price of Drugs in Shortage 2013 - 2017

$2.27

Injectables All Drugs Orally Administered
in Shortage in Shortage Drugs in Shortage

Figure 1. Median price of drugs in shortage from 2013 — 2017 was less than $9 per

dose.
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The report identifies three root causes for drug shortages:
Lack of incentives for manufacturers to produce less profitable drugs;

« The market does not recognize and reward manufacturers for “mature quality systems” that focus on continuous improvement and early
detection of supply chain issues; and
Logistical and regulatory challenges make it difficult for the market to recover from a disruption.

The report also recommends enduring solutions to address drug shortages. These solutions include:

« Creating a shared understanding of the impact of drug shortages on patients and the contracting practices that may contribute to shortages;
Developing a rating system to incentivize drug manufacturers to invest in quality management maturity for their facilities; and
Promoting sustainable private sector contracts (e.g., with payers, purchasers, and group purchasing organizations) to make sure there is a
reliable supply of medically important drugs.
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https://www.ema.europa.eu/en/human-regulatory/post-authorisation/availability-medicines/shortages-catalogue
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