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1. PURPOSE 
This single-center, proof of concept trial is being conducted over the course of 42 days followed by 2-
month post last treatment visit in order to assess the efficacy and tolerability of the Sponsor’s SkinPen 
device in treating Acne Vulgaris on the face. 
 
There is currently no published medical or scientific literature demonstrating the effect of 
Microneedling on Acne Vulgaris.  
 

              
  
      

            
     

            
         

     
              

    
  

       
   

  
 

2. STUDY OBJECTIVES 
This proof of Concept study serves to evaluate the efficacy and tolerability of Microneedling with 
SkinPen in female and male Subjects with facial Acne Vulgaris, ages 18  through 45. Overall 
assessment of clinical outcome and safety will be based on clinic visits. The Investigator will apply an 
objective and precise assessment, the Lesion Count of inflammatory and non-inflammatory lesions. 
The Investigator will also perform the IGA assessment. Subjects will be dispensed a Diary to record 
any new Adverse Events between visits. Subjects will be encouraged to contact the Study Investigator 
if any adverse events arise. 
 

3. STUDY ENDPOINTS 

3.1 Primary Endpoint 
 

• The primary endpoint of the study is reduction of lesion count from Visit 1 (baseline) to Visit 5, in the 
inflammatory (papules and pustules) and non-inflammatory (open and closed comedones) lesions.  

3.2 Secondary Endpoints 

• Monitoring of adverse events throughout the course of the study. 
• Investigator’s Global Assessment (IGA, from jaw line to hairline) performed at Visit 1 (Baseline) and 2- 

months post treatment (Visit 5) with IGA score improvement 
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4. TEST MATERIAL INFORMATION 

4.1 Study Identification Procedures 
Investigator will assign each study device(s) a unique test material identification number (TMIN) in 
order to provide proper identification in records and reports. 

 
             

 
              

      

    
   

    
 

      
    

   

Hydrogel will be used in conjunction with the SkinPen during treatment to protect against abrasion and 
friction. 

 
                   
              

  
                   

     

4.6 Treatment Compliance  
Any suspected non-compliance will be addressed by the Investigator or designee. The Investigator will 
make a determination if a subject’s non-compliance will have an effect on the outcome of the study 
and if the subject should be dropped from the study and/or data should be excluded from statistical 
analyses.  

4.7 Method of Treatment Assignment 
A total of 15 Subjects with an IGA score between 1 and 3 on the face and meeting eligibility criteria will 
be enrolled and assigned a number sequentially in the order in which they qualify for entry into the 
study. This number will remain with the subject throughout the study and should be used in all 
references to the individual in this study. No number will be reassigned once the study begins.  

5. SUBJECT ENROLLMENT AND INSTRUCTIONS 

5.1 Informed Consent Form 
An IRB-approved informed consent form (ICF), consistent with the requirements in 21 Code of Federal 
Regulations (CFR) 50.25, will be given to each candidate subject before participation in any study 
procedures.                   
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5.2 Eligibility Criteria 
 Individuals will be admitted to the study at the discretion of the Investigator or designee, based on 
medical history and findings of the interview and examination. Individuals will be screened for the 
eligibility criteria listed below prior to study enrollment.   

5.3. Inclusion Criteria 
 

1. Adult males and females, ages 18  through 45, at the time the ICF is signed. 

2. Clinical diagnosis of Acne Vulgaris 

3. Investigator’s Global Assessment (IGA) Score 1,2 or 3 

4. Individuals willing to withhold aesthetic therapies to the areas of the face being treated or judged to 
potentially impact results by the Investigator (e.g. soft tissue fillers and/or any resurfacing procedures, 
botulinum toxin, injectable fillers, microdermabrasion, IPL (intense pulsed light), peels, facials, laser 
treatments, and tightening treatments, etc.) for the duration of the study. Waxing and threading is 
allowed but not facial laser hair removal. 
 

5. Women of childbearing potential agree to take a urine pregnancy test at the Baseline visit.  
                 

            
         

        
        

          
        
            

 
6. Individuals of childbearing potential who use an acceptable method of contraception throughout the 

study.       
               

    
             

     
  
               

     
                 

 
    

7. Individuals that are willing to provide written informed consent and are able to read, speak, write and 
understand the informed consent document. 
 

8. Willingness to cooperate and participate by following study requirements for the duration of the study 
and to report any changes in health status or medications, adverse event symptoms, or reactions 
immediately. 
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5.4 Exclusion Criteria 
 

A subject will not be eligible to participate if they meet any of the following exclusion criteria. 
 
1. Individuals diagnosed with known allergies to facial or general skin care products. 

 
2. Individuals who have presence of an active systemic or local skin disease, other than Acne Vulgaris, 

that may affect wound healing. 
 

3. Individuals who have severe solar elastosis. 
 

4. Individuals with sensitivity to topical lidocaine. 
 

5. Individuals who have physical or psychological conditions unacceptable to the Investigator. 
 

6. Individuals who have a recent history of significant trauma to the face (< 6 months). 
 

7. Individuals who have significant scarring, other than atrophic acne scars, in the area(s) to be treated. 
 

8. IGA Score 0 or 4. 
 

9. Individuals who have a recent or current history of inflammatory skin disease other than Acne Vulgaris, 
    

     
           

 
10. Individuals who currently have or have a history of hypertrophic scars, or keloid scars.  

 
11. Individuals who currently have cancerous or pre-cancerous lesions in the areas to be treated and/or 

with a history of skin cancer. 
 

12. Individuals who have the inability to understand instructions or to give informed consent. 
 

13.  
     

 
14. Individuals who have a history of chronic drug or alcohol abuse. 

 
15.  

    
 

16. Individuals who, in the Investigator’s opinion, have a history of poor cooperation, noncompliance with 
medical treatment, or unreliability.  
 

17. Individuals who are current smokers or have smoked in the last 5 years. 
 

18.  
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o        

 
       
         
        
            
           

 
 

19. Individuals with a history of using the following prescription and over-the-counter medications: 
•           
          
            

      
                

   
        

          
         
               

   
       
     
   

 
20. Individuals who are nursing, pregnant, or planning to become pregnant during the study according to 

subject self-report. 
 

21. Individuals having a health condition and/or pre-existing or dormant dermatologic disease,  
              
     

 
 
22. Individuals with a history of immunosuppression/immune deficiency disorders (including HIV infection 

or AIDS)     
       

         
 
23. Individuals with an uncontrolled disease  

   
     

 
24. Individuals with any planned surgeries, overnight hospitalization, and/or invasive medical procedures 

during the course of the study. 
 
25. Individuals who are currently participating in any other study  
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26. Individuals who have observable suntan, nevi, excessive hair, etc. or other dermal conditions on the 
face that might influence the test results in the opinion of the Investigator or designee. 
 

27. Individuals who have any condition, which in the opinion of the Investigator makes the patient unable 
to complete the study per protocol

      
       

     
 

 
28. Individuals who started hormone replacement therapies (HRT  

        
   

 
29. Subjects who have received radiation therapy and/or anti-neoplastic agents within 90 days prior to 

baseline 

5.4 Subject Instructions 

    
            

    
             

             
                   

                   
                 
  

5.4.3 Subject Instructions for Study Visits 
Wash off all make up and skincare products on the face, at least 30 minutes prior to each scheduled 
clinic visit.                 

                 
                   

  
 

 5.4.4 General Study Instructions 
• Avoid extended periods of sun exposure and all use of tanning beds for the duration of the study. 

                    
•                 

              
          

6. STUDY DESIGN 
This single-center, proof of concept clinical trial is being conducted in order to assess the efficacy and 
tolerability of the Sponsor’s SkinPen II when used to treat facial acne in male and female Subjects, 
ages 18  through 45. 
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6.1 Outline of Procedures 

(                

             

          

 

6.2. Conduct of Study 

6.2.1 Baseline: Visit 1  
1. Candidate subjects will be given an IRB-approved informed consent form (ICF) [as described in 

section 5.1] to read and sign.  They will have all their study related questions answered by the 

            

                

   
 

 

 
 

 
  

   

      

 
 

     

        

       

         

 
 

     

(1)      

 
     

 
 

2) 

     

(3)      
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Investigator or designated staff, and if they agree, they will sign the ICF and will receive a copy of the 
signed ICF. 

2. Candidate subjects will complete a Medical History Form which will be reviewed by the investigator or 
designee. 

3. Potential Subjects that sign the initial paper-work will be assigned a Subject Number 
4.           

               
          
    

 
              

      
       
  

  
          

              
             
              

                 
      
 

6.2.2 Subsequent Treatment Visits- Visits 2, 3, and 4 (Days 14, 28, and 42) 
1. A clinician will record concomitant medications and will ask subjects if they have experienced any 

changes in their health since the previous visit. If an adverse event (AE) is reported then the 
Investigator will be informed and an AE form will be completed.  

2. Lesion count and IGA will be completed prior to treatment. 
3.              

       
                
                

             
               

            
            
              

                 
 

6.2.3 Post treatment Follow up visit- Visit 5 (Day 102) 
 

1. A clinician will record concomitant medications and will ask subjects if they have experienced any 
changes in their health since the previous visit. If an adverse event (AE) is reported then the 
Investigator will be informed and an AE form will be completed. Refer to section 8 for AE reporting 
procedures.  

2. Collect and review Subject diary. 
3.  
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7. ASSESSMENTS 

7.1 Lesion Count 
          

    
, 

         
                  

. 
 
Definitions for each lesion type can be seen in the table below: 
 

ACNE LESIONS: NAMES AND DEFINITIONS  
Lesion Name Lesion Definition 

Closed Comedone Non-inflammatory lesion; whitehead, skin-colored or slightly 
inflamed “bump” in the skin 

Open Comedone 
Non-inflammatory lesion; blackhead, surface of the plugged 
sebaceous follicle has a blackish appearance 

 
Papule 

Inflammatory lesion; small (≤ 5 mm in diameter), solid palpable 
lesion, usually with inflamed elevation of the 
skin that does not contain pus 

Pustule Inflammatory lesion; small (≤ 5 mm in diameter), inflamed skin 
swelling that is filled with pus 

Nodules and Cysts Cyst or nodule; palpable solid or soft lesion > 5 mm in diameter 

 

7.2 Investigator’s Global Assessment 
               

     
    

 
            

    
 

INVESTIGATOR’S GLOBAL ASSESSMENT 

Score Description 

0 Clear skin with no inflammatory or non-inflammatory lesions 

1 Almost clear; rare non-inflammatory lesions with no more than one 
small inflammatory lesion 
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2 

Mild severity; greater than Grade 1; some non-inflammatory lesions with no 
more than a few inflammatory lesions (papules/pustules only, 
no nodular lesions) 

 
3 

Moderate severity; greater than Grade 2; up to many non-inflammatory 
lesions and may have some inflammatory lesions, but no more than one 
small nodular lesion 

4 Severe; greater than Grade 3; up to many non-inflammatory and 
inflammatory lesions, but no more than a few nodular lesions 

7.3 Photography 
Prior to photography procedures, clinic personnel will ensure that subjects have a make-up free face 
with no skincare products as described in the study procedures.       

                 
                  
               

              
                     

                
                

            

7.4 Noninvasive Procedures 
Bioinstrumentation: DermaLab Combo, Cortex Technology (Denmark) will be used to obtain skin 
erythema.                  

            
                  

        

7.5 Other Procedures 
Urine Pregnancy Test: The female Subject will be asked to provide a urine sample if applicable and 
determined by the Investigator, for a Urine Pregnancy test.   

           
 

Patient Satisfaction Questionnaires        
   

8. ADVERSE EVENTS 

8.1 Definition of an Adverse Event 
                

             
                 

             
               

                
     

 

8.2 Assessment of Severity and Relationship 
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8.3 Definition of a Serious Adverse Event 
A serious adverse event (SAE) is any experience or reaction occurring at any dose that results in any 
of the following outcomes: 

• death, 
• is life threatening, 
• inpatient hospitalization or prolongation of hospitalization, 
• a persistent or significant disability/incapacity, or 
• a congenital anomaly/birth defect. 

 
              

              
                

                  
                     

         
 

               
                

               
                

    

8.4 Procedures for Reporting Adverse Events 
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8.5 Procedures for Reporting Serious Adverse Events 
                   

              
                 

                 
                   

8.6 Procedures for Reporting Pregnancies 
               

                  
               
               

              
             
       

8.7 Medical Treatment for Adverse Events and Serious Adverse Events 
               

        
       

 
     

     
 

8.9 Unanticipated Adverse Reactions 
             

                 
          

 
               

               
   

8.10 Anticipated Reactions 
Expected side effects:  After the procedure, the skin will be red and flushed in appearance, similar to a 
moderate sunburn.  The patient many also experience skin tightness and mild sensitivity to touch on 
certain areas.  This will diminish significantly within a few hours following the procedure.  Within the 
next 24 hours, the skin will have returned to normal.  After three days, there is rarely any evidence that 
the procedure has taken place.   
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9. PROTOCOL MODIFICATIONS 
               
               
                 

      
 

                
                   

              
 

                 
                 

               
             

 

10. ETHICAL AND REGULATORY PROCEDURES 

10.1 Research Standards and Good Clinical Practice 
The conduct of this study will follow all applicable guidelines for the protection of human subjects for 
research as outlined in 21 CFR 50, in accordance with the accepted standards for Good Clinical 
Practice (GCP), International Conference on Harmonization (ICH), and the standard practices of the 
Clinical Research Site. 

10.2 Quality Control and Quality Assurance 
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10.3 Institutional Review Board 
This study (protocol, ICF and all addenda) will be reviewed and approved by an Institutional Review 
Board (IRB).                 

                 
                   

                  
            

 

11. BIOSTATISTICS AND DATA MANAGEMENT 

11.1 Statistical Analysis Population and Plan 
 

                
               

          
 

               
                 

 

11.2 Data management and Review 
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APPENDIX III: Subject Treatment Satisfaction Questionnaire: 
 

 

.              
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