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1. You will be given an IRB-approved informed consent form (ICF) to read and sign. You will have all
study related questions answered by the Investigator or a designated staff, and if you agree, you will
sign 1 copy of the ICF. You will receive a copy, and the original will be kept in the study file.

2. You will be screened by the Investigator or a qualified designee for qualification criteria.
3. Standard photography using a  camera will be performed.
4. You will participate in pregnancy screening procedures, if applicable.
5. If  applicable, if you arrive having not removed all make-up, you will be required to remove the

make-up at the clinic and wait at least 15 minutes prior to other procedures.
6. A numbing cream will be applied to the face for at least 20-30 minutes before a trained Clinical

Research Coordinator or the Investigator will treat your face from hairline to jawline with the
SkinPen Precision System following instructions in IFU. A trained Clinical Research Coordinator or
the Investigator will  treat the face at depths of up to 1.5mm. Treatment depth will be recorded for
each treatment at every visit.

7. You will be provided with a safety diary and trained on compliance.
8. You will be offered the SkinFuse regimen including cleanser, sunscreen, and moisturizer, and trained

on proper use. It is up to  your discretion if you will utilize this regimen.
9. Next visit to be scheduled

This visit will last approximately 3 hours 

Day 30: Visit 2 
1. You will return to the clinic for evaluation at Day 30 (+/-5 days).
2. Standard photography using a  camera will be performed.
3. After acclimation, the lesion count and IGA will be completed prior to treatment.
4. A numbing cream will be applied to the face for at least 20-30 minutes before a trained Clinical

Research Coordinator or the Investigator will treat your face from hairline to jawline with the
SkinPen Precision System following instructions in IFU. A trained Clinical Research Coordinator or
the Investigator will  treat the face at depths of up to 1.5mm. Treatment depth will be recorded for
each you at every visit.

5. The safety diary will be reviewed, and a new diary will be dispensed to you.
6. Any adverse events will be reviewed.
7. If applicable, your SkinFuse regimen use will be reviewed
8. Next visit will be scheduled

This visit will last approximately 2 hours 

Day 60: Visit 3 
All the procedures completed at Visit 2 (above) will be done at this Visit. 

Day 120(2Months post last procedure): Visit 4 
1. You will return to the clinic for a follow-up evaluation 2 months post last microneedling treatment(+/-

5 days)
2. Standard Photography using a  camera will be performed
3. Lesion Count Assessment and IGA will be performed.
4. Any adverse events will be reviewed.






