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TIMELINE: OPKO CONTINUES TO DELAY RAYALDEE STUDY ENROLLMENT 

 

June 1, 2020:  FDA Authorizes OPKO Health Clinical Trial Evaluating RAYALDEE in COVID-

19 Patients 

 

July 30, 2020: Q2 Earnings Call1 

 

OPKO CEO and Chairman Dr. Phillip Frost:  

 

• “Because of unique action of vitamin-D to produce a potent antimicrobial peptide in humans, 

we believe RAYALDEE may be helpful in treating patients with COVID-19 and are pleased 

that the FDA recently authorized a Phase II trial, which we hope to begin soon.” 

• “This authorization follows from the publication of numerous independent studies reporting a 

correlation between vitamin D status and COVID-19…The result from fair health, analyzing 

private insurance data found that CKD and kidney failure were the most common comorbidities 

among patients hospitalized with COVID-19.” 

 

Guidance:  HOPE TO BEGIN TRIAL “SOON” 

 

August 10, 2020:  BTIG Conference2 

 

OPKO: “So, what is interesting is there has been a lot of anecdotal information about the impact of 

Vitamin D possible, impact by Vitamin D on COVID. So we have actually have received permission 

from FDA to run a study to show that if we have any kind of impact on COVID, we hope to start that 

study later this month, so you're Vitamin D is a very powerful antimicrobial, and we are able to safely 

raise levels of Vitamin D better than any other product including the over the counter products, of 

course. So that should be interesting for us, and that could come out of nowhere, but even as a kidney 

disease drug and including existing label expansion for that drug we expect great things.” 

BTIG: “That's terrific. I have a couple of questions kind of coming in on RAYALDEE and COVID- 

19. You know talking about Vitamin D in various reports. Any way to step on the accelerator for that 

program? And just you spoke on it earlier, but just a little bit of an update in terms of what you're doing 

clinically with the program, would be helpful?” 

 

OPKO: “Sure, probably yes, and we will probably, we will accelerate. We were trying to get BARDA 

funding which is mostly focused on a vaccine. So rather than continue to wait we are going to start the 

trial, we already starting to roll the change where to start it because you also have to be able to enroll 

sufficient number of patients one that want to do any kind of clinical study. 

 

And two, you have the right kind of population. We would like to get a fair amount of chronic kidney 

disease patients, at the same time. So we've decided we originally were going to be out west, where 

one of our regional investigators were, and now we are moving it down here into the South Florida 

area, is a hotspot. And so it should be relatively easy to enroll. 

 

 
1 Bloomberg transcript (OPKO Q2 2020 Earnings Call). 
2 Bloomberg transcript (BTIG Conference, August 10, 2020). 

https://www.opko.com/investors/news-events/press-releases/detail/394/fda-authorizes-opko-health-clinical-trial-evaluating
https://www.opko.com/investors/news-events/press-releases/detail/394/fda-authorizes-opko-health-clinical-trial-evaluating
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So we are expect to start our first enrollment by the end of the -- end of this month, and see if we can 

get some quick result, because I think that will also help. If we get some initial positive results, which 

it is a proof of concept to be fair, and as we get some initial positive results we could probably get 

government funding, if we have these initial positive results, I think we'll get instructions from the 

FDA to unit possibly emergency use authorization, but we have to prove it first. We need that initial 

proof of concept and that's where we are starting -- try to do that quickly.” 

 

September 15, 2020: Wainwright Conference3 

 

OPKO: “There's been a lot of anecdotal evidence and a fair amount of studies showing the positive 

effects of Vitamin D on the symptoms -- reducing the severity of symptoms for COVID-19 patient. … 

We expect to begin enrollment perhaps as early as this month or early October. It will be 160 

patient study in mild to moderate COVID-19, randomization of one to one against placebo, and…we 

should have top-line data before the end of this year.” 

 

OPKO pushed back ENROLLING in the study to October 2020, meaning it cannot start until 

November 2020. 

 

OPKO has said it will have data before the end of 2021. 

 

October 29, 2020: Q3 Earnings call4 

 

OPKO: “We have commenced a Phase II trial with RAYALDEE as a treatment for patients with mild 

to moderate COVID-19 as there have been numerous independent studies reporting an inverse 

correlation between vitamin D status and COVID-19 risk and severity. 

 

The trial is a randomized, double-blind, placebo-controlled study and is expected to enroll 160 

outpatients, including many with stage 3 or 4 chronic kidney disease who are at a higher risk for 

developing more severe illness. These outpatients will be randomized on a one to one ratio to four 

weeks of daily treatment with either RAYALDEE or placebo and then monitored for another two 

weeks. The primary efficacy endpoints include raising and maintain serum total 25-hydroxy vitamin 

D within a range of 50 to 100 nanograms per milliliter and time to resolution of COVID-19 symptoms. 

We continue to actively enroll patients. 

 

To update you on other RAYALDEE studies, we expect to have final results by year-end from our 

Phase IV clinical trial comparing RAYALDEE with three common treatment regimens for secondary 

hyperparathyroidism in adult patients with stage 3 or 4 CKD and vitamin D insufficiency. Interim 

results indicate that a daily dose of 60 micrograms of RAYALDEE is the only treatment that reliably 

raised serum total 25-hydroxy vitamin D to the range of 50 to 100 nanograms per ml, a level required 

to effectively suppress elevated plasma parathyroid hormone levels in CKD patients.” 

 

November 15, 2020:  Jefferies 2020 Virtual London Healthcare Conference5 

 

 
3 Bloomberg transcript (Wainwright Conference, September 15, 2020). 
4 Bloomberg transcript (OPKO Q3 2020 Earnings Call).  
5 Bloomberg transcript (Jefferies Virtual London Healthcare Conference, November 15, 2020). 
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OPKO: “As I mentioned before we are also doing a COVID study, there has been a lot of anecdotal 

research done on the impact of vitamin D and whether it has an impact on lessening the severity of 

COVID, reducing hospitalizations [ph] study was just as authorized in London using an over-the-

counter vitamin D. Well our drug we approved our own studies, this is more successful than anything 

over the counter to increase -- safely increase levels of vitamin D and you certainly even under these 

other both studies need to have high levels of vitamin D to have any shots have an impact against 

COVID. So you'll see the structure that study, it's a 160 patients; non hospitalized mild to moderate 

randomizing on one-to-one basis and uncertain [ph] for 14 days. So we are actively enrolled at this 

point. We hope to complete enrollment early next year and it's a relatively quick study...” 

 

OPKO projects it will complete enrollment in January 2021. 

 

In this timeline, the trial will end on March 1, 2021 with results to come on March 15, 2021 

 

       ###    


