




















the patient’s admission as well as properly evaluate and diagnose patients with



bacteremia, were not recorded.  Instead, it was noted that there were ‘no deaths or patient complaints.(5)  



tions, for example, “Enrollment at Partners will be limited to adults although the sponsor’s 
protocol is open to both children and adults.”



Briefly describe study procedures.  Include any local site restrictions, for example, “Subjects 
led at Partners will not participate in the pharmacokinetic portion of the study.”  Describe 

course in Spring 2014. The research assistant will additionally review the “Informed 

Consent Process” pdf created by the Partners Human Research Quality Improvement program and available for viewing 



t the patient’s bedside 

onally review the “Informed 

Consent Process” pdf created by the Partners Human Research Quality Improvement program and available for viewing 

then page the dermatologist to evaluate the patient at the patient’s bedside 

in the dermatologist’s office within two weeks of hospital discharge. 

the dermatologist on patients in the treatment group will be documented in the LMR for the subjects’ medical 



dermatology consult if it is deemed necessary and/or requested. We will not prevent patients or the patient’s team of 

nist’s recommendations alone and will also have a chart review performed 

t’s discretion. These patients will receive a follow

All imaging may be offered again throughout the patient’s hospitalizatio

–

that is placed onto the patient’s skin for approximately 

standard of care given by the subject’s 



the patient’s care to be managed by an internal medicine physician. The 

.

e a PCP, one will be established for them as is the standard of care for patient’s 



a brief, realistic summary of potential benefits to subjects, for example, “It is hoped that the 
ubjects.”  



patient’s location 



in Fall 2013 with a refresher course in Spring 2014. The research assistant will additionally review the “Informed 

Consent Process” pd

then page the dermatologist to come evaluate the patient at the patient’s bedside 



additionally review the “Informed 

Consent Process” pdf created by the Partners Human Research Quality Improvement program and available for viewing 



investigators’ own patients, describe how the potential for coercion will

in fall 2013 with a refresher course in spring 2014. The research assistant will additionally review the “Informed Consent 

Process” pdf created by the Partners Human Research Quality Improvement program and 

assistant of the patient’s location in the 



and the Partners’ IRB and, when applicable, for submitting sponsor safety reports and DSMB 
reports to the Partners’ IRBs.  When the investigator is also the sponsor of the IND/IDE, include 



company’s instruction through a wavelength calibration light source. These are in compliance with the company’s 

Principal Investigator’s office. Research staff will be trained in methods to maintain data confidentiality.  
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imaging may be offered again throughout the patient’s hospitalization and the patient will be given an 
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he “Informed 

Consent Process” pdf created by the Partners Human Research Quality Improvement program and available 

arm, the research assistant will then page the dermatologist to come evaluate the patient at the patient’s 
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2013 with a refresher course in Spring 2014. The research assistant will additionally review the “Informed 

Consent Process” pdf created by the P

arm, the research assistant will then page the dermatologist to evaluate the patient at the patient’s bedside 

for the subjects’ medical 
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performed one month after the patient’s initial discharge from the hospital to assess for readmission. 

patient’s team of caregivers from requesting a dermatology consultation during the course of 

control group in order to confirm the patient’s outcome. There will also be a medical record review one 

month after the patient’s initial discharge from the hospital to assess for readmission. All patients will 

–

placed onto the patient’s skin for approximately 30 seconds. Importantly, the optical probe will be 

acquired in this study will not be used to change, interfere, or modify any stand of care given the subject’s 
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up appointment in Dermatology clinic two weeks after the patient’s initial discharge 
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Adult Patients admitted to MGH for cellulitis

People who agree to take part in research studies are called “subjects.”  This term will be used 

“Partners ”

cellulitis. Usually germs (bacteria) live on a person’s skin without causing problems, however, 



hospital’s conflict of interest policies are handled by the hospital’s owner, Partners HealthCare. 

–

–



soluble gel and place the “window” of the 
your skin. The “window” is a circular adhesive plastic piece. The OFDI imaging 





Can I still get medical care within Partners if I don’t take part in this 

Yes.  Your decision won’t change the medical care you get within Partners now or in the future.  
There will be no penalty, and you won’t l





this section, we refer to this information simply as “health information ”  

In this study, we may collect health information about you from: 

Who may see, use, and share your identifiable health information and why they may 
need to do so: 



None

and to oversee and improve its products’ performance.  We share your health information only 

Your Privacy Rights 

; however, if you don’t sign it, you can’t take part in this research study.   



English Speaking Subjects Using the “Short Form” in the 
Subject’s Spoken Language



that the English version of the consent form was presented orally to the subject in the subject’s 

form was presented orally to the subject in the subject’s own 

May 9th 2017 




