
This is the Freedom Quitline Verbal Consent 

Begin Consent… 

This study is being conducted at Wilford Hall Ambulatory Surgical Center (WHASC) with the University of 

Virginia (UVA) and is sponsored by the National Institutes of Health (NIH). Approximately 1900 military 

beneficiaries will be enrolled in the study. Participants will receive an effective stop smoking program 

comprised of four 30-minute telephone counseling sessions and nicotine replacement therapy (NRT) at no 

cost. A follow-up phone contact will be made 3 months after initial enrollment. Participants who were 

either unsuccessful at quitting or who quit and relapsed will receive additional counseling and NRT. 

Participants will be randomly assigned by a computer to one of three groups:  

Participants in the first group will repeat the initial sessions; however, we’ll use what we learned from the 

first attempt to tailor these sessions.  

Participants in the second group will follow a rate reduction intervention to reduce smoking. This 

intervention can help people quit who may be having difficulty.  

Participants in the third group will choose which of the two groups they feel would be most helpful. 

Counseling and using NRT can help some people quit smoking, although it’s not guaranteed that your 

health will improve. It is possible that you will be able to stop smoking for some time with the help of this 

study.  

You do not have to be in this study to receive treatment to stop smoking; there are alternatives. Other 

treatments include, other forms of NRT such as nicotine nasal spray, lozenge, or inhaler; or prescription 

medications.  

In the event of physical injury resulting from research procedures, UVA does not have funds budgeted for 

compensation either for lost wages or for medical treatment. Therefore, UVA does not provide for 

treatment or reimbursement for such injuries. If you do not have access to a local MTF, you should 

contact Tricare prior to seeking care at a civilian facility (unless it is an emergency) to avoid out of pocket 

costs.  

We’ll collect the following data: information about your smoking habits, withdrawal symptoms, use of other 

products, and potential side effects of the NRT. Please alert the study team if you have any illnesses or 

hospitalizations while in the study.  

There are possible risks related to your participation in this voluntary study. Although it is expected that all 

study treatments will be beneficial, it is possible that any of the treatments may later turn out to be less 

effective or to have more risks or side effects than other therapies. All participants, however, get a highly 

effective stop smoking program.  

Smoking cessation is associated with a variety of nicotine withdrawal symptoms including depressed 

mood, difficulty sleeping, irritability, anxiety, difficulty concentrating, restlessness, and increased appetite 

or weight gain. These symptoms typically are not severe and dissipate within a few weeks of cessation. 

Study staff will be available to discuss these symptoms with you and provide appropriate strategies to 

cope with them.  

The side effects of nicotine patches include local skin irritation or rash where you place the patch; 

dizziness, dry mouth; joint, muscle, or back pain; headaches; stomach problems such as constipation, 



diarrhea, or nausea; trouble concentrating or trouble with mood such as depression or nervousness; 

difficulty sleeping or abnormal dreams; cough or sinus problems; or cardiovascular problems such as 

irregular or fast heart beat and elevated blood pressure. Although these adverse events have been 

reported in those who use NRT, they are uncommon and are less likely to be observed in persons who 

are regular smokers. Many of these same symptoms are reported by persons who quit smoking without 

NRT and have been attributed to nicotine withdrawal. These symptoms frequently resolve on their own. 

Allergic reactions are also a possibility. If you develop an allergy to the nicotine patches, the patches 

should be discontinued. If you are female and become pregnant, use of nicotine patches should be 

discontinued due to the unknown risks to the child.  

The side effects of nicotine gum are minor. They may include headache, diarrhea, flatulence, heartburn, 

hiccups, and nausea.  

While you are taking part in this study, you’re at risk for these side effects. If you experience any side 

effects, it’s important that you alert the study staff as well as your medical doctor. You can call the Quitline 

at any time during operating hours with questions or concerns. Although unlikely, if you should have a 

significant study related adverse experience after operating hours (such as a bad reaction to the nicotine 

patch), and you feel it’s a medical emergency, you are urged to contact your doctor, go to the nearest 

emergency room, or call 911.  

Participation is voluntary, and you may withdraw at any time. Withdrawing from this study will not affect 

your relationship with the U.S. military. Taking part in this research study is your decision. You may 

decide to stop at any time. You should tell your counselor if you decide to stop and you will be advised 

whether any additional procedures need to be done for your safety. In addition, the researchers may stop 

you from taking part in this study at any time if it is in your best interest, if you do not follow the 

recommended protocol, or if the study is stopped.  

Under federal privacy regulations, you have the right to determine who has access to your personal 

health information (called PHI). PHI collected in this study may include some medical history and 

demographic information. By verbally agreeing to participate in this study, you are authorizing the 

researchers to have access ONLY to PHI collected in THIS study. We will not have access to your 

medical records. In addition, your PHI may be shared with other persons involved in the conduct or 

oversight of this research, including researchers at WHASC, and a Data and Safety Monitoring 

Committee. The WHASC Institutional Review Board (IRB) may review your PHI as part of its 

responsibility to protect the rights and welfare of research subjects. Your PHI will not be used or disclosed 

to any other person or entity, except as required by law, or for authorized oversight of this study by 

regulatory agencies, or for other research for which the use and disclosure of your PHI has been 

approved Your PHI will be used only for the purposes described in this phone call. Your PHI will be used 

until the study is completed and then will be destroyed.  

You may cancel this authorization in writing at any time by contacting the Principal Investigators You may 

freely ask questions about this research study at any time. If you ever have questions about the research, 

a research-related injury, or your participation, call the Quitline at 1-844-IAM-FREE where you may reach 

the Investigators, Dr. Melissa Little, PhD, or Dr. Gerald Talcott, PhD, (210-292-3813/DSN 554-3813). If 

you have any additional questions about the research being conducted or about your rights as a research 

subject or rights as a participant in this study, you may contact the WHASC IRB Chairperson at 210-916- 
8251 or mail to: 59th Medical Wing/CMO, 1100 Wilford Hall Loop, Bldg. 4554, JBSA Lackland, TX 78236. 

Any significant new findings developed during the course of the research which may relate to your 

willingness to continue participation will be provided to you.  



There will not be payment (money or gifts) for participation; however, you don’t need to pay for any 

procedures of the study. 


