A5395 Participant Summary Sheet
A Randomized, Double-blind, Placebo-controlled Trial to Evaluate the Efficacy of Hydroxychloroquine and Azithromycin to Prevent Hospitalization or Death in Persons with COVID-19
Brief Description:
In December of 2019, a new illness appeared in China causing severe acute respiratory syndrome and pneumonia. The responsible virus is related to the severe acute respiratory syndrome coronavirus (SARS CoV-1), which led to an outbreak in 2003. The new virus has been named SARS-CoV-2 and the human disease is called COVID-19. There is currently no vaccine to prevent SARS-CoV-2 infection or medicine proven to treat COVID-19. Therefore, there is an urgent public health need for rapid development of new therapies. 
Purpose of this Study:  
A5395 will see if hydroxychloroquine (HCQ) and azithromycin (Azithro) treatment will prevent hospitalizations and death in adults with COVID-19. 
Key Requirements to Enter the Study
· 18 years of age or older
· Positive test of the nose or throat for COVID-19 from any respiratory specimen collected within 96 hours prior to when the first dose of study treatment is expected to be taken
· Experiencing at least one of the following symptoms: fever, cough, or shortness of breath

· Agreement to not participate in another COVID-19 study during the study period or take HCQ or Azithro from a source outside of the study. If a participant is hospitalized during the study, they can participate in another COVID-19 study.
Treatment: 
Participants will have a 50/50 chance of receiving either Hydroxychloroquine (HCQ) and Azithromycin (Azithro) 

or Placebos. Neither the study staff nor the participants will know which arm they are in. Participants will take 
HCQ/Placebo two (200 mg each) capsules by mouth twice a day starting on the first day, followed by one 200 mg capsule twice a day for 6 days. Hydroxychloroquine/Placebo should be taken with food or milk. Participants will also take Azithro/Placebo two (250 mg each) capsules by mouth once on the first day and then one capsule 

(250 mg) every day for 4 additional days.  
Study Visits
Study participants will be followed on study for 24 weeks. Treatment will be for 7 days with 23 weeks of follow up. At study entry, participants will have a [in-person or remote (for example, video)] study visit. At this visit, participants will receive a Study Kit, which will include enough pills for the whole course of study treatment, a diary to record symptoms and when study medications are taken, and study staff contact information. At study entry, participants will provide contact information, complete the first entry of the diary with study staff, and take their first dose of study treatment.
Participants will be contacted by phone by study staff on Days 2, 4, 6, 9, 13, and 17 and at 3 and 6 months after they enter the study. At each visit, participants will be asked how they have been feeling health-wise, review their symptoms and treatment, and record any hospitalizations or urgent visits to emergency rooms or clinics. Participants will return for an in-person visit on Day 20 to turn in their symptom diary. Day 20 may be remote.
Optional Evaluations
At select sites, participants will have the option of having a blood draw, an intensive nose-throat swab, and a less intense self-collected nose swab, at study entry and on Days 6 and 20 (in-person visits).

For more information contact:  RCID Research at 336-579-6911 or kim.epperson@conehealth.com
Important Notice: Please remember to obtain local IRB approval prior to the distribution of any protocol-specific information including study specific recruitment tools developed for providers and participants








