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D-4517-005: Cohort 2 

Instruc�ons / Restric�ons:  

 

 Avoid use of prescribed (except hormonal contracep�ves and ac-

etaminophen) or over-the-counter medica�ons ( except non-

steroidal an�-inflammatory drugs (e.g., ibuprofen or naproxen), 

acetaminophen, or an�histamines may be considered  for use 

during the study on a case-by-case basis by the Inves�gator) vita-

mins/herbal supplements within 7 days prior to Day 1 un�l com-

ple�on of Day 29 

 Par�cipants are not permi(ed to have used any other study drug 

within 30 days prior to Day 1/the first dose of study drug un�l 

comple�on of the Day 29 Follow-up Visit 

  You must not have history of alcohol or drug abuse within 1 year 

prior to screening. You must abstain from alcohol from 48 hours 

prior to Day –1 Check-In, Day 14 and un�l end of study   

 You must not be given a vaccine within 30 days prior to screening; 

COVID-19 vaccina�ons within 7 days of Day 1 

 You must agree to not donate sperm throughout 90 days a6er 

administra�on of the last dose of study drug 

 You must agree to not donate eggs from start of study and for 90 

days a6er last dose of inves�ga�onal drug 

 You must refrain from loss or donated  greater than or equal to 

500 ml of blood or blood products within 2 months of screening 

 You must abstain from alcohol and drugs  from 48 hours prior to 

Day –1 Check-In and throughout the study 

 You must abstain from vaping and smoking within 30 days of 

screening and during the inpa�ent stay  

 Con�nue to follow birth control requirements outlined in the in-

formed consent  30 days prior to the first dose of drug and 

throughout the study un�l 30 days following the last dose of study 

drug for females and 90 days following the last dose for males 

Reminder: breath alcohol & urine drug test at Day –1 and Day 14     
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C2 Dates: 

Study Inpa�ent Dates:  

August 17 –19 2026 

August 31– Sept 2, 2026 

OPV dates: 

August 20, 21, 25 2026 

September: 3, 4, 8 & 15, 2026 

F/u Phone Call:  

August: 22, 26, 29, 

September 5th 2026 

 


