Use Concrete Words and Examples

Plain Language writers try to avoid indefinite terms and abstractions that have more than one interpretation or do not clearly state facts or ideas.   A subject must evaluate the consent form information and make an informed decision about participating.  Struggling to interpret vague or abstract words only complicates the task.  Try to use crisp, unambiguous Plain Language, even if you have to use a few more words to get your point across effectively and clearly.

*************************************************************

In the examples below, note the (highlighted) ambiguous phrase(s) or abstraction(s).  Here are some Plain Language alternatives to the traditional language in each sentence.  Remember that there is always more than one way to revise something effectively!
1. While taking the study drug, you should be cautious when driving or operating machinery.  Tell the study doctor if you are having trouble.

We cannot be sure how the study drug will affect you.  Until you know, be extra careful when driving or doing any activity that could be dangerous.  Tell the study doctor if you notice problems or side effects, even if you are not sure they are from the study drug.
2. No clinically or diagnostically relevant information can be learned currently from this research.

At this time, we can’t use study information or study results for medical diagnosis or treatment.

3. There are no known health risks associated with non-ionizing radiation.  

So far, we do not know about any health risks from tests such as MRI, ultrasound, or lasers, which use a different type of radiation than x-rays do.
4. You should drink alcohol in moderation while you are in this study.

If you drink alcohol during this study, drink only in moderation.  The definition of “moderation” depends on your gender, age, weight, health, and other factors that we will explain to you.
5. We will need to do a thorough examination of your eyes at Visit 1.

We will examine your eyes at Visit 1 to make sure your eyes are healthy.  This includes dilating your pupils with drops.  It takes about 30 minutes for your pupils to dilate fully, and then about 3-4 hours for them to return to normal.  You should plan either to stay in the clinic until your eyes recover fully, or to bring someone with you to drive you home. 
6. If you think you are having an allergic reaction, seek medical care.

Any drug can cause an allergic reaction, which can range from mild to serious or even fatal.   A rash, itching, hives, swelling, and trouble breathing are the most common symptoms.  If you think you are having an allergic reaction, call the study doctor right away.  If you are having any trouble breathing, call 911 instead.
7. We ask that you stay in the waiting room until the study drug wears off.

This study drug sometimes causes temporary sleepiness, dizziness, or other side effects.  We would like you to stay in the waiting room until the effects of the drug disappear.   This usually happens within about 2 hours after dosing.
8. We will measure how well the study device is working by asking about your activities of daily life.

The study device may help you do your daily activities, such as getting dressed and undressed, bathing yourself, preparing and eating meals, walking, and climbing stairs.  We will give you a questionnaire to fill out about these activities.
9. We will reimburse your transportation costs for study visits.

Talk with us about how you plan to travel to study visits.  We will reimburse (pay you back) your transportation costs up to $25 per visit.  You must turn in your receipts in order for us to cover these costs.
10.If you become pregnant during this study, we will ask to follow your pregnancy until it is over.

If you become pregnant during this study, tell us right away.  You cannot continue to take part in the study if you are pregnant.   We will ask your permission to see your baby’s medical records after the birth.   You will need to sign a separate consent form in order for us to see that medical information. 
11.We are asking you to fast for 8 hours before your study blood draw.

Please do not eat or drink anything except water for 8 full hours before you come in for study blood testing.  Please also wait to take your regular morning pills until after your blood draw.  
12.You will not be allowed to have any visitors during the 14 days you are in the sleep laboratory, nor can you use your own computer.
Although you cannot have any visitors during your two weeks in the sleep laboratory, there will be plenty to do.  We will give you many tasks to complete at various times of each day.  A member of the study staff will be with you nearly all the time, except when you are sleeping or using the bathroom.  There are books, DVDs, games, puzzles, and audiotapes available.  We have a special computer you can use.   The staff will play cards or talk with you whenever you wish.     
