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Medical University of South Carolina 
CONSENT TO BE A RESEARCH SUBJECT 

TITLE OF RESEARCH: Topical treatment for superficial disseminated actinic porokeratosis: 
A Single-blinded Comparison Between Lovastatin/Cholesterol and Lovastatin 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

You are being asked to volunteer for a research study. Research studies are voluntary and include 
only people who choose to take part. The purpose of this research is to treat disseminated 
superficial actinic porokeratosis (DSAP) with cholesterol/lovastatin or lovastatin alone. The goal 
of treatment is to decrease DSAP lesions after 12 weeks of treatment. Moreover, we will compare 
which treatment is best. 

If you agree to participate in this study, you will be asked to apply twice daily the topical 2% 
cholesterol/2% lovastatin ointment or 2% lovastatin alone. The study is single-blinded and 
randomized, meaning you will not be told of which treatment you receive, and the decision of 
which treatment you will receive will be completely random. You have a 50% chance of receiving 
either treatment.  

Enrollment in the study will occur in one of two ways: 1. You will be enrolled after an in-person 
standard of care visit, during which the study team members will enroll you in-person. 2. You will 
be enrolled via a virtual visit by study team members.  

All subjects will be required pay for the cost of the 3-month supply of medication. For residents 
of South Carolina, the cost of the medication is approximately $85. For residents of states other 
than South Carolina, the cost is approximately $110. If you are a woman of child-bearing age, you 
will also be required to purchase a home pregnancy test which may cost up to $15. Costs involved 
with study participation are described in more detail in the cost section of the consent. 

If you are able to be enrolled in the study in-person, you will also agree to close up photographs 
and clinical photographs taken of your DSAP at the initial visit. If you enroll virtually, you must 
provide close up photographs to the study team via email. At weeks 4, 8, and 12, all subjects will 
complete a virtual check-in visit. You will take a picture (using phone camera/digital camera) of 
your lesions/skin markings with a measuring instrument. This will allow us to document the size 
of the lesions. Physical exam, photographs, and a review of your medical records will occur in the 
study. Each visit will take approximately 15 minutes. Total study length will be 12 weeks. 
Changes in size, appearance, and pain will be monitored throughout the study. 

You may directly benefit from this study as we expect DSAP will decrease in size after treatment. 
There are risks to participation that are described in this document, such as minor allergic 
irritation and local irritation. In the rare chance of significant medication absorption through your 
skin into your blood, signs and symptoms of muscle damage may occur including muscle 
soreness, twitches, and cramping. In extremely rare cases, weakness and elevated muscle proteins 
may occur. There is a possible increased risk of allergic reaction in the combination treatment 
group since there are two ingredients instead of one that you might develop an allergy to. There is 
a risk of loss of confidentiality, but every effort will be made to protect your privacy and health 
information. There is a risk of emotional discomfort with taking the questionnaires provided in 
the study. 

If you choose not to participate in the study, your decision will not affect your medical care. Your 
alternative is to not participate and receive the standard of care treatment of conservative 
management, such as local cryotherapy (freezing the lesions), 5-FU cream, and surgery. 
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A.  PURPOSE OF THE RESEARCH 

You are being asked to join this research study because you have disseminated superficial actinic 
porokeratosis (DSAP). We believe using topical cholesterol/lovastatin and lovastatin alone are 
helpful to treat patients with DSAP. 
 
We are asking for your participation to determine if there is a difference between the two treatments 
in how well they work or how safe they are. Currently, cholesterol and lovastatin are not approved by 
the Food and Drug Administration (FDA) to be used for porokeratosis. These drugs are considered to 
be investigational for the purposes for the study.  
 
Please read this consent form carefully and take your time making your decision. As your study 
doctor or study staff discusses this consent form with you, please ask him/her to explain any words or 
information that you do not clearly understand. You are being asked to participate in this study 
because you have DSAP. The study is sponsored by the MUSC Department of Dermatology and 
Dermatological Surgery. The investigator in charge of this study at MUSC is Dr. Dirk Elston. The 
study is being done at MUSC only. Approximately 50 people will take part in this study. 
 

B.  PROCEDURES 

If you agree to be in this study, the following will happen: 
 

1. You must have a confirmed diagnosis of DSAP by a licensed medical professional. 

2. You must thoroughly read and sign the informed consent after asking any necessary question 
to clarify any lack of understanding. If you enroll virtually, signature of the informed 
consent form must be completed during the initial virtual visit, prior to beginning the study 
procedures. Virtual enrollment will occur via a secure platform approved by MUSC, called 
REDCap. We will send you the REDCap link the day of your enrollment visit. 

3. Once enrolled in the study, you will be added to a patient list and this list will be shared 
amongst study team members alone. Patient visits and collected data will be recorded in 
documents stored in drives in computers created specifically for this research study. This 
information will be shared between study investigators and coordinators for the purpose of 
collecting and analyzing data. They are secured through MUSC’s network and will only be 
accessible by named study personnel. 

4. You will have a physical exam and medical history taken. You will be asked about current 
pregnancy or plans to become pregnant, as you cannot be pregnant to participate in this 
study. Subjects with child-bearing potential not currently on approved contraception will 
complete a urine pregnancy test to rule out pregnancy before being approved for the study. If 
you prefer to use a home pregnancy test, you must submit to the investigators a picture of the 
test with the date, name, the date the test was performed, and a signature to complement the 
integrity of the tests results. Only pregnancy tests with an explicitly negative result will be 
considered as acceptable.  

5.  Subjects with child-bearing potential will need to prevent pregnancy with an oral 
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contraceptive, intrauterine device (IUD), or implanted contraceptive. Any other type of 
pregnancy prevention is unacceptable for this study.  

6. If you are shown to be eligible for the study, you will be randomly assigned to one of two 
groups. This means you have a 50/50 chance (like flipping a coin) of being in either group. 
Neither the researchers nor you will make the choice to which group you are assigned. The 
two groups are Group A (cholesterol/lovastatin) and Group B (lovastatin only). This study 
will be single blinded, meaning you will not be aware which group you are in but the 
investigators will.  

7. Individual prescriptions will be called in and ordered at either Tidewater Pharmacy or 
Chemistry Rx by a study team member. Your assigned pharmacy will call you directly to 
coordinate medication payment and medication delivery to your address. 

8. Group A will apply cholesterol/lovastatin 2 times a day for a total of 12 weeks.  Group B 
will receive lovastatin alone, according to the same schedule. 

9. Study visit timeline: you are expected to attend virtual visits for follow-up and photographs 
at week 4, week 8, week 12 (12 weeks). Visits will be approximately 15 minutes. A typical 
virtual-visit will have you attend the visit using your computer or cell phone and discussing 
your treatment with a doctor or his/her research team who you will see on your screen and 
will be talking to you. 

10. Baseline and follow up clinical photographs will be taken of your DSAP. If the area imaged 
is close to your face, your eyes will be covered to protect your identity. If you do not want    
your eyes to be covered, you will be asked to sign a separate photograph release form. You 
will be asked to take photographs of your lesions and share them on MyChart or email. The 
anticipated measurement time is 5 minutes. If you are sharing photos via email, they must be 
deidentified photos of your legs or arms. 

11. If you are actively taking approved forms of long-term contraception (oral contraceptives, 
implantable intrauterine devices, or other hormone eluting implants), you will be allowed to 
participate as long as they have no plan to become pregnant during the course of the study. If 
this applies to you, a negative urine pregnancy test result is required for enrollment. If you 
prefer to use a home pregnancy test, you must submit to the investigators a picture of the test 
with the date, name, the date the test was performed, and a signature to complement the 
integrity of the tests results. Only pregnancy tests with an explicitly negative result will be 
considered as acceptable.  

12. Three Patient Quality of Life and disease questionnaires will be used at each visit (initial, 
weeks 4, 8, and 12) to ask you how you are currently doing with your treatment and if there 
are any changes with your quality of life due to this treatment.  

13. If you wish to discontinue treatment, notify Alan Snyder at snydeala@musc.edu or Dr. Dirk 
Elston at elstond@musc.edu as soon as possible. 

 
 

Event 
Screening 
Baseline 
 

Week4 Week 8 Week 12 
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Informed consent X    

Eligibility Assessment X    

Demographics X    

Physical Examination X    

Clinical photograph X X X X 

Dermoscopic 
photograph (close up 
photograph) 

X 
   

Safety X X X X 

Questionnaires X X X X 

 

C.  DURATION 

Participation in the study will take 4 visits over a period of 12 weeks. 
 

D.  RISKS AND DISCOMFORTS 

The experimental treatments may have unknown side effects. The researchers will let you know if 
they learn anything during the course of the study that might make you change your mind about 
participating in the study. 
 
The treatment you receive may prove to be less effective or to have more side effects than the other 
study treatment(s) or other available treatments. 
 
These topical ointments result in minimal systemic absorption. In the rare chance of significant 
medication absorption through the skin into your blood, muscle damage may result, causing muscle 
soreness, fasciculations, cramping, and in extremely rare cases, muscle breakdown and weakness. 
Elevated muscle proteins due to muscle breakdown may also occur. However, the vast majority of 
cases are resolved with proper hydration and simple discontinuation of the medication. Possible 
cutaneous adverse events are local irritation or allergic reaction to the components of the ointment. 
There is a risk of a loss of confidentiality of your personal information as a result of participation in 
this study that will be mitigated at all costs by the study team members. 
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Since this study is randomized, the treatment you receive may prove to be less effective or to have 
more side effects than the other study treatment(s) or other available treatments. The 
lovastatin/cholesterol combined group has increased risk of an allergic reaction compared to the 
lovastatin group due to the fact that there is two compounds in the ointment as opposed to one (the 
allergic risk of the individuals compounds are equal). Otherwise, it is believed that both groups are 
comparable risk.  
 
We do not know if the study drugs will affect embryos or an unborn fetus. Therefore, pregnant 
women are not allowed to take part in the study. If you are pregnant or become pregnant, there may 
be risks to the embryo or fetus that are unknown at this time. Women who can become pregnant must 
take a pregnancy test before the start of the study. 
 
Unless you cannot have children because of surgery or other medical reasons, you must be using an 
effective form of birth control before you start the study. You must also agree to continue to use an 
effective form of birth control for 3 month/s after taking the study drug. 
 
 

E.  MEDICAL RECORDS AND/OR CERTIFICATE OF CONFIDENTIALITY 

Information about your study participation will not be in your medical record.  This means that 
neither your research participation nor any of your research results will be included in any MUSC 
medical record. 
 
All medical history, study related information, and collected data will be stored securely in a study-
specific medical record. This will be stored in a secured drive accessible to study team members. 
Clinical and close up photographs will be included in your study-related medical record. All 
information within your medical record can be viewed by study team individuals authorized to access 
the record. We will make every effort to keep confidential all research information in the medical 
record that identify you to the extend allowed by the law. 
 

F.  BENEFITS 

The possible benefit to you is that the treatment you receive may be more effective than the other 
study treatment or than other available treatments for your DSAP, although this cannot be 
guaranteed. All benefits are not guaranteed. 
 
 

G.  COSTS 

The 3-month supply of the study drug will cost approximately $85 or $110, depending on which state 
you live in. If you live in South Carolina (SC) or near Charleston, SC, the cost of your medication 
will be approximately $85 and you can pick up your prescription in-person or have it sent to your 
residence by Tidewater Pharmacy (421 Johnnie Dodds Blvd, Mt. Pleasant, SC 29464; (843) 375-
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6310). Tidewater Pharmacy is only capable of performing in-person medication pick-up or 
medication delivery within South Carolina. 
 
If you are unable to be dispensed the medication from Tidewater Pharmacy or do not currently live in 
the state of South Carolina, your medication will cost approximately $110 and you can have the 
medication sent to your residence by Chemistry Rx Pharmacy (829 Spruce St #100, Philadelphia, PA 
19107; (855) 861-0862). The difference in costs between pharmacies is due to differences in shipping 
costs and pharmacy fees.  
 
All subjects are responsible for the cost of the drug.  
 
If you are a woman of childbearing age, you will also be required to purchase a home pregnancy test, 
which may cost up to $15 at your local pharmacy. All costs associated with physician time will be 
waived by the physician. No costs will be incurred or associated with any of the virtual visits for both 
enrollment groups (in-person or virtually.) All routine clinical care that you have undergone without 
participation in this study will be billed to you/your insurance company, such as your medication or a 
pregnancy test. All study-related tests and procedures will be not paid for by the Sponsor.  
 
If a subject is injured during the study, they will be responsible for the associated charges. Payments 
for the medication must be paid in full to Tidewater Pharmacy for the drug without a payment 
schedule. Patients are responsible for the costs of the pregnancy test as well. If the study subject 
withdraws from the research study or is removed from the study by the investigators, there will be no 
refund of any cost provided by the study team.  
 
Some insurance plans will not pay for these services for people taking part in research studies and it 
is unlikely your insurance company will cover the cost of the drug or pregnancy test. Your 
involvement in this study will not affect your health insurance coverage. You will be responsible for 
any charges that your insurance does not cover including co-payments and deductibles.  

H.  PAYMENT TO PARTICIPANTS 

 
You will not be paid for participating in this study. 
 

I.  ALTERNATIVES 

If you choose not to participate in this study, you could receive other treatments for you condition. 
The standard therapies for your condition include cryotherapy (freezing lesions using cold 
substance), surgery, light therapy, lasers (burning skin to promote new skin formation), and 5-
fluorouracil. 
 

J.  DATA SHARING 

Information about you (including your identifiable private information, photographs, and/or any 
identifiable biospecimens) may have all of your identifiers removed and used for future research 
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studies or distributed to other researchers for future research without additional informed consent 
from you or your legally authorized representative. 

K.  DISCLOSURE OF RESULTS 

Results from the study will be shared with you if you would like. 

L.  AUTHORIZATION TO USE AND DISCLOSE (RELEASE) MEDICAL INFOMRATION 

As part of this research study, your study doctor and his/her research team will keep records of your 
participation in this study. 
 
The health information MUSC may use or disclose (release) for this research study includes 
information in your medical record, results of physical exams, medical history, lab tests or certain 
health information indicating or relating to your condition.  
 
Your study doctor and his/her research team will use and disclose (release) your health information 
to conduct this study. The health information listed above may be used by and/or disclosed (released) 
to the following, as applicable: 
 

• The sponsor of the study including its agents such as data repositories or contract 
research organizations monitoring the study; 

• Other institutions and investigators participating in the study; 
• Data Safety Monitoring Boards; 
• Accrediting agencies; 
• Clinical staff not involved in the study whom may become involved if it is relevant; 
• Parents of minor children if less than 16 years old.  Parents of children 16 years old or 

older require authorization from the child; or 
• Health insurer or payer in order to secure payment for covered treatment; 
• Federal and state agencies and MUSC committees having authority over the study such 

as: 
 

o The Institutional Review Board (IRB) overseeing this study;  Committees 
with quality improvement responsibilities;  Office of Human Research 
Protections; Food and Drug Administration;  National Institutes of Health or 
Other governmental offices, such as a public health agency or as required by 
law. 

 
Those persons who receive your health information may not be required by Federal privacy laws 
(such as the Privacy Rule) to protect it and may share your information with others without your 
permission, if permitted by laws governing them.   You do not have to sign this consent form.  If you 
choose not to sign, it will not affect your treatment, payment or enrollment in any health plan or 
affect your eligibility for benefits.  However, you will not be allowed to be a participant in this 
research study. 
 
You will be given a copy of this consent form.  Your authorization will expire at the conclusion of 
this study or, if you are participating in a study designed for the development of a drug or device, 
your authorization will remain in effect until the drug or device is approved by the FDA or until the 
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company’s application to study the drug/device is withdrawn.   You have the right to withdraw your 
agreement at any time.  You can do this by giving written notice to your study doctor.  If you 
withdraw your agreement, you will not be allowed to continue participation in this research study.  
However, the information that has already been collected will still be used and released as described 
above.  You have the right to review your health information that is created during your participation 
in this study.  After the study is completed, you may request this information. 
 
Your health information will be used or disclosed when required by law.  Your health information 
may be shared with a public health authority that is authorized by law to collect or receive such 
information for the purpose of preventing or controlling disease, injury or disability and for 
conducting public health surveillance, investigations or interventions.  No publication or public 
presentation about the research study will reveal your identity without another signed authorization 
from you.   
 
If you have questions or concerns about this Authorization or your privacy rights, please contact 
MUSC’s Privacy Officer at (843) 792-8740.   
 
Regulations require that you be given a copy of the MUSC Notice of Privacy Practices (NPP) 
describing the practices of MUSC regarding your health information. One can be found at the end of 
this form. 

M.  SIGNIFICANT NEW FINDINGS 

Significant new findings that may relate to the subject's willingness to continue participation, such as 
new risk information, will be provided to the subject. Significant new findings may include an 
unexpected adverse event or an adverse event occurring at greater frequency or severity than 
previously stated in the consent process. 

N. FUTURE CONTACT 

The researcher in charge of this study might like to contact you in the future about other research 
opportunities.  
 
Please initial by your choice below for paper consents, or scroll down to the bottom of the 
screen and select your choice electronically: 

____Yes, I agree to be contacted 

____No, I do not agree to be contacted 

O. CLINICAL TRIALS.GOV  
 
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by 
U.S. Law. This Web site will not include information that can identify you. At most, the Web site 
will include a summary of the results. You can search this Web site at any time. 
 
Results of this research will be used for the purposes described in this study. This information may 
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be published, but you will not be identified. Information that is obtained concerning this research that 
can be identified with you will remain confidential to the extent possible within State and Federal 
law. The sponsor and the Food and Drug Administration (FDA) will receive copies of the research 
records. The investigators associated with this study, employees of the sponsor, the FDA, and the 
MUSC Institutional Review Board for Human Research will have access to identifying information. 
All records in South Carolina are subject to subpoena by a court of law. 
 
In the event of a study related injury, you should immediately go to the emergency room of the 
Medical University Hospital, or in case of an emergency go to the nearest hospital, and tell the 
physician on call that you are in a research study. They will call your study doctor who will make 
arrangements for your treatment. If the study sponsor does not pay for your treatment, the Medical 
University Hospital and the physicians who render treatment to you will bill your insurance 
company. If your insurance company denies coverage or insurance is not available, you will be 
responsible for payment for all services rendered to you. 
 
Your participation in this study is voluntary. You may refuse to take part in or stop taking part in this 
study at any time. You should call the investigator in charge of this study if you decide to do this. 
The data collected on you to this point remains part of the study database and may not be removed. 
Your decision not to take part in the study will not affect your current or future medical care or any 
benefits to which you are entitled. 
 
The investigators and/or the sponsor may stop your participation in this study at any time if they 
decide it is in your best interest. They may also do this if you do not follow the investigator’s 
instructions. 
 

Volunteers Statement 
 
I have been given a chance to ask questions about this research study. These questions have been 
answered to my satisfaction. If I have any more questions about my participation in this study or 
study related injury, I may contact Dr. Dirk Elston at elston@musc.edu or Alan Snyder at 910-
619-5832. I may contact the Medical University of SC Patient and Family Care Liaison (843) 792-
5555 concerning medical treatment. 
 
If I have any questions, problems, or concerns, desire further information or wish to offer input, I 
may contact the Medical University of SC Institutional Review Board for Human Research IRB 
Manager or the Office of Research Integrity Director at (843) 792-4148. This includes any questions 
about my rights as a research subject in this study. 
 
I agree to participate in this study. I have been given a copy of this form for my own records. 
 
Please sign below for paper consents or scroll to the bottom of the screen to provide an 
electronic signature. 
 
 
  ________________________________ 
Signature of Person Obtaining Consent Date *Name of Participant  
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Signature of Participant                              Date 
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