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independently, with the participant’s face 



up. An individual participant’s participation 
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Participants with Netherton’s syndrome or other genodermatoses that 

study, may interfere with the participant’s ability to comply with study 

















mediated not only by AMPs produced by an individual’s own cells, but also by antimicrobial molecules contributed by 









mouse skin, are more susceptible to killing by the human AMPs, such as cathelicidin and β 

negative Staphylococci (CoNS) recovered by skin swab from patient’s skin compared to baseline at indicated time points after 







on the participant’s right and left ventral arms.  The sites will be photographed for reference at the participant’s future 

participant’s face.  A blinded clinical team member will apply the des

CFU ≥ 100 CFU/cm







and others who were notified.  The reasons for unblinding of a participant’s treatment will be included in the 



Participants with Netherton’s syndrome or other genodermatoses that result in a defective epidermal barrier 

interfere with the participant’s ability to comply with study requirements or that may impact the quality or 





questions that make them feel uncomfortable.  There is also a possibility that a participant’s answers may be 
read by others; however, participants’ records are carefully protected so this is very unlikely.  See 

is that the investigational product may improve the participant’s AD; however, there is no guarantee that the 
investigational product will help the participant’s condition.  The participant’s skin condition may ev



α gene by PCR.  



that the smallest potential participant of 4’10” and 85 pounds has a BSA of 1.26 m
largest participant of 6’3” and 210 pounds has a BSA of 2.25 m

1 mL of product will be applied to each participant’s arm once.  
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excluded.  Any AE, defined as any undesirable sign, symptom, or medical condition occurring after the participant’s 
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antibiotic of choice will depend on the individual participant’s medical history, including any possible contraindications 

to comply with UCSD’s current institutional policies and procedures related to COVID
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• site on the participant’s face, including photograph, and skin 

participant’s face. 
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Additional skin swabs will be collected from the participant’s arms at 15 minutes, 1, 2, 4, and 6 hours 
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skin swab collection from the participant’s face for the 
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to the study site for an “unscheduled” visit.  

•
•

•
•
•
•



×



The participant is “lost to follow up” (i.e., no further follow
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Any untoward or unfavorable medical occurrence associated with the subject’s participation in the research, 
whether or not considered related to the subject’s part

•

•

https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm#ctc_50
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm#ctc_50
http://www.hhs.gov/ohrp/policy/advevntguid.html#Q2
http://www.hhs.gov/ohrp/policy/advevntguid.html#Q2


ety reporting, ‘reasonable possibility’ means there is evidence to suggest a 

An adverse event or suspected adverse reaction is considered “unexpected” if it is not listed in the Investigator 

An adverse event or suspected adverse reaction is considered “serious” if, in the view of either the investigator 



baseline value that doesn’t meet grading criteria.  Changes in grade 

https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm#ctc_50
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm#ctc_50
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well as the SACCC and DAIT/NIAID via email when an “unanticipated problem involving risks to participants or 
others” is identified, 



participant’s face 





participant’s face) for 



survival model with exponential distribution, we estimated a hazard rate (λ) of approximately 0.09.   This estimate was 
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may affect the participant’s rights, safety, or well

policies; any action that is inconsistent with the NIH Human Research Protection Program’s research, medical, and 



DAIT/NIAID Medical Monitor at the medical monitor’s discretion.  

ocedures will be implemented by the EDC system’s continuous monitoring of data and 



be presented in the participant’s primary language.  A copy of the signed informed consent form will be given to the 

a participant’s privacy and 
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Skin swab collection from the participant’s ventral arms will occur during each visit, and skin swab collection from the participant’s face will begin at the Treatment Visit. 
sites will be identified on the participant’s ventral arms for skin swab collection. Digital photographs o

n the participant’s face for skin swab collection. A digital photograph of the 




