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                                    Trial of Antibody Drug for COVID-19 Stopped for Lack of Effectiveness

                                    
Testing of Eli Lilly's antibody drug for hospitalized COVID-19 patients has been halted because the treatment doesn't help them recover from their infection.


Two weeks ago, enrollment in the study was paused because of a possible safety issue, the Associated Press reported. But the U.S. National Institute of Allergy and Infectious Diseases, which sponsored the Lilly study, pulled the plug on the trial Monday -- not because of any safety problem, but because there was only a slight chance that the drug would be effective, the AP said.


Although it is a setback for one of the most promising treatment approaches for COVID-19, Lilly said in a statement that the government is continuing a separate study testing the antibody drug in mild to moderately ill patients, to try to prevent hospitalization and severe illness. 


A similar, two-antibody cocktail from Regeneron Pharmaceuticals Inc. was given to President Donald Trump on an emergency basis when he was sickened with the coronavirus. Earlier this month, former New Jersey Gov.  Chris Christie said he had received Lilly's experimental treatment shortly after he was diagnosed with COVID-19, The New York Times reported.


Dr. Eric Topol, a clinical trial expert at the Scripps Research Institute who has been following the treatment's development, told the Times that the news "tells us they stopped the trial due to futility, as suspected," and that it "suggests that the timing of monoclonal antibody administration -- early [in the illness] -- will be important."


Antibodies are proteins the body makes when an infection invades the body ; they attach to a virus and help eliminate it. The experimental drugs are concentrated versions of one or two specific antibodies that worked best against the coronavirus in lab and animal tests, the AP reported.


Lilly and Regeneron have both asked for emergency use authorization from the U.S. Food and Drug Administration while late-stage studies continue. Lilly said Monday that its request is based on other results suggesting that the drug helps patients who are not hospitalized, and that it will continue to seek the FDA's permission for emergency use.


Hospitals feel the strain of surging COVID case counts


As the United States has witnessed record-breaking daily coronavirus case counts, public health experts have warned that hospitals may soon reach a breaking point.


More than 41,000 COVID-19 patients are hospitalized across the country, a 40 percent rise in the past month,  Times reported.


But in sharp contrast to the early days of the pandemic, more of these patients are being cared for in sparsely populated parts of the country, where the medical infrastructure isn't as strong as it is in metropolitan areas, the Times reported.


In Utah, hospital administrators have warned Gov. Gary Herbert that they would soon have to ration access to intensive care units, and requested state approval for criteria to decide which patients should get priority, The Salt Lake Tribune reported.


"We told him, 'It looks like we're going to have to request those be activated if this trend continues,' and we see no reason why it won't," Greg Bell, president of the Utah Hospital Association, told the Tribune, the Times reported.


In Kansas City, medical centers have turned away ambulances because they had no room for more patients. In Idaho, a hospital that was 99 percent full has warned it might have to send coronavirus patients to hospitals as far away as Seattle and Portland, Ore., the Times reported.


Hospitals in hard-hit parts of the country are resorting to a tactic commonly used during the pandemic as it depletes medical resources: limiting other medical services, the newspaper said.


In Tennessee, the Maury Regional Medical Center on Saturday suspended all elective procedures requiring an overnight stay to make room for COVID-19 patients.


In Texas, Gov. Greg Abbott has asked the federal government to authorize the use of a military hospital at Fort Bliss, outside El Paso, to treat civilian non-coronavirus patients, the Times reported. In places like Milwaukee and Salt Lake City, field hospitals are already being opened.


Things will likely get worse: The latest surge of coronavirus infections has brought the seven-day average of new daily cases to heights not seen since the pandemic began, CNN  reported.


The seven-day average of new cases hit 68,767 on Sunday, topping the previous peak of 67,293 reported on July 22. Friday and Saturday were record-breaking days, with more than 83,000 new cases added each day, CNN reported.


Remdesivir gets full FDA approval to treat COVID-19


The antiviral drug remdesivir has received full approval from the U.S. Food and Drug Administration. The approval comes after the agency granted it emergency use authorization last spring. It is given intravenously to hospitalized patients.


California-based Gilead Sciences Inc. is selling the drug under the brand name Veklury. It cut the time to recovery from COVID-19 by five days -- from 15 days to 10, on average -- in a large study led by the U.S. National Institutes of Health, the FDA announced in a statement.


"Today's approval is supported by data from multiple clinical trials that the agency has rigorously assessed and represents an important scientific milestone in the COVID-19 pandemic," FDA commissioner Dr. Stephen Hahn said in an agency news release.


Veklury is approved for people aged 12 and older who weigh at least 88 pounds and are hospitalized for a COVID-19 infection. For patients younger than 12, the FDA will still allow the drug's use in certain cases under its previous emergency authorization.


The drug works by blocking the ability of the virus to replicate itself. Kidney and liver function tests are required before giving patients remdesivir, and the label warns against using it with the malaria drug hydroxychloroquine, because that can curb its effectiveness, the AP reported.


"We now have enough knowledge and a growing set of tools to help fight COVID-19," Gilead's chief medical officer, Dr. Merdad Parsey, said in a statement.


Remdesivir is either approved or has temporary authorization in about 50 countries, Parsey noted.

Its price has been controversial, costing between $2,000 and $3,000 for one course of treatment, given that no studies have yet found that it improves survival, according to the AP. Last week, a large study led by the World Health Organization found the drug did not help hospitalized COVID-19 patients, but that study did not include a placebo group and was less rigorous than previous ones that found a benefit, the AP reported.


So far, only steroids such as dexamethasone have been shown to cut the risk of dying of COVID-19, the AP reported. The FDA also has given emergency authorization to using the blood plasma of survivors, and two companies are seeking emergency authorization for experimental antibody drugs.


COVID-19 continues to spread around the globe


By Tuesday, the U.S. coronavirus case count neared 8.8 million while the death toll passed 225,000, according to a Times tally.


According to the same tally, the top five states in coronavirus cases as of Tuesday were: Texas with over 916,500; California with over 913,600; Florida with over 782,000; New York with over 501,000; and Illinois with more than 385,000.


Curbing the spread of the coronavirus in the rest of the world remains challenging.


Several European countries are experiencing case surges as they struggle with another wave of coronavirus infections and hospital beds begin to fill up, the Washington Post reported.


In England, Prime Minister Boris Johnson has instituted a three-tier lockdown in a bid to slow a startling spike in coronavirus cases across the country. In recent weeks, new coronavirus cases have quadrupled and there are now more COVID-19 patients hospitalized than before the government imposed a lockdown back in March, the Post reported.


Addressing the nation recently, Johnson warned Britons that the country's rise in cases was "flashing  like dashboard warnings in a passenger jet."


Things are no better in India, where the coronavirus case count has passed 7.9 million, a Johns Hopkins tally showed.


More than 119,500 coronavirus patients have died in India, according to the Hopkins tally, but when measured as a proportion of the population, the country has had far fewer deaths than many others. Doctors say this reflects India's younger and leaner population.


Still, the country's public health system is severely strained, and some sick patients cannot find hospital beds, the Times said. Only the United States has more coronavirus cases.


Meanwhile, Brazil passed 5.4 million cases and had over 157,300 deaths as of Tuesday, the Hopkins tally showed.


Cases are also spiking in Russia: The country's coronavirus case count has passed 1.5 million. As of Tuesday, the reported death toll in Russia was over 26,400, the Hopkins tally showed.


Worldwide, the number of reported infections passed 43.5 million on Tuesday, with over 1.1 million deaths, according to the Hopkins tally.


More information



The U.S. Centers for Disease Control and Prevention has more on the new coronavirus.

                                    SOURCES: Washington Post; The New York Times; Associated Press; CNN; U.S. Food and Drug Administration, news release
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                                Health News is provided as a service to Mountain Street Pharmacy site users by HealthDay. Mountain Street Pharmacy nor its employees, agents, or contractors, review, control, or take responsibility for the content of these articles. Please seek medical advice directly from your pharmacist or physician.
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                                                        Mountain Street Pharmacy provides a very personal atmosphere that caters to each of our customers' needs.
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