
 

 

CONSENT FORM 
EXAMPLE 1: PROJECT AT MORE THAN MINIMAL RISK 

 
 
 
 

 
The Work of Breathing in Pulmonary Patients 

The goal of this study is to find out how much extra energy it takes for patients which chronic pulmonary 
disease to breathe.  Some doctors think that the weight loss that is common in such patients may be due 
to how hard they have to work to breathe. 

 

 

 

 

 

 
 

Participation in this study will involve an overnight stay at the Medical Center.  After checking in, you will 
complete some questionnaires about your diet and general health.  The next morning your breathing will be 
measured by a spirometer and another instrument where a physician will insert a small tube down your 
nose, and a balloon on the end of the tube will inflate for one second.  This will measure your work of 
breathing because pressures are measured in that one second.  You will then eat breakfast and at 30, 60, 
and 90 minutes after breakfast your breathing will be measured again by spirometry, but the balloon will 
not be used. 

Next you will be asked to walk for 12 minutes as quickly as you can without becoming breathless or 
uncomfortable.  Immediately afterward, you will breathe into the spirometer again.  You will be able to 
leave the Medical Center by noon. 

There are no risks associated with breathing into the spirometer.  Your nose may become irritated as the 
breathing tube is inserted. There is a slight risk that you may gag or vomit when the tube is inserted, although 
not eating immediately prior to the test makes this less likely. There is a slim chance that sudden death or 
cardiac irregularities could occur while exercising.  However, this study will be conducted on a medical ward 
attended by physicians, physician assistants, and nurses who have training and experience in handling medical 
emergencies.  In the event of any injury resulting from participation in this study, the Medical Center will 
provide emergency care.  However, the University of Illinois will not provide compensation for any injury 
sustained as the result of participation in this research, except as required by law. 

Refusal to participate in this study would involve no penalty or loss of rights to which you are entitled, 
and it would not affect any other treatment that you may be receiving. You may withdraw from the 
study at any time. 

Although the results of this research maybe included in scientific reports and publications, your identity 
will not be revealed. 



 

 

You are encouraged to ask all questions that you might have about this study and your participation in it 
before agreeing to participate.  In case other questions or problems arise later, you can call Dr. Doe at 333-
1111 during the day or Mr. Smith at 333-2222 after hours. 

 

 

 
 

 
 

RESEARCH SUBJECT’S CONSENT 

The Work of Breathing in Pulmonary Patients 
 

 

 

I have read or have had read to me all of the above description of this research project. Dr. Jane Doe has 
explained the study to me and answered all of my questions.  I have been told of the risks or discomforts 
of the study. 

I voluntarily consent to participate in this study.  I will receive a copy of the full consent form. 

 

 

 
SIGNATURE OF SUBJECT                                                               DATE 

 
 
 

SIGNATURE OF WITNESS SIGNATURE OF INVESTIGATOR 
 

The Administrative Assistant of the KCTCS Human Subject Review Board can answer any question 
about the general rights of research subjects (300 North Main Street, 859-256-3187). 




