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Preventing Pregnancy in Clinical Research Studies 
Study Title: 
Study Number: 
Investigator/Study Doctor: 
Contact Information: 
Purpose: You have been provided with this information sheet because of your possible involvement in a clinical research study in which there is known or possible risk to an unborn baby during the course of the study. If pregnancy is considered a possibility during this study, this sheet is to help guide your discussion with the study doctor about how pregnancy can be prevented during and (if necessary) after your exposure to the study intervention. 

Overview: During this study and for a minimum of ___months (for participants who can get pregnant) and __ months (for participants who can make another person pregnant) after the last dose of study drugs, trial participants must use:

(ONLY include applicable methods) 
1. A highly effective method of contraception (listed below)   OR 
2. A highly effective method of contraception PLUS a second method, either highly effective or a less effective method of contraception (listed below). 
You should know that no one method of contraception is 100% effective.
PREGNANCY PREVENTION

For Participants in this study who are sexually active and who are able to become pregnant or make another person pregnant:
HIGHLY EFFECTIVE METHODS
The following methods of pregnancy prevention have a failure rate of less than 1% per year when used consistently and correctly:

1. Hormone treatment. Hormone preparations that prevent ovulation can be given as pills, or by injection. Long-acting implantable forms are also available. 
It is possible that hormone treatment can have an effect on the study drug(s), or that the study drug(s) can alter the effectiveness of hormone treatment. Your doctor will tell you whether hormonal forms of birth control are permitted for this study.  
2. Mechanical devices. Vaginal rings and intrauterine devices (IUDs), which prevent fertilization. Some preparations may also contain hormones. 
3. Bilateral tubal occlusion (“having your tubes tied”
4. Vasectomy
LESS EFFECTIVE METHODS
1. Diaphragm with a spermicide – a gel or other material which prevents fertilization by “killing” sperm cells
2. Cervical cap with a spermicide

3. Vaginal sponge with a spermicide

4. Progestin-only pills (not combined with an inhibition of ovulation)

5. Male or female condom with or without a spermicide* 

*A male and a female condom must not be used together.
UNACCEPTABLE METHODS
1. Periodic abstinence (calendar, temperature-timed, or post-ovulation methods)
2. Withdrawal (coitus interruptus) 

3. Spermicide only

4. Lactation amenorrhea method. Although fertility may be diminished after childbirth and throughout the lactation period, pregnancy remains possible. 
Participants who can make someone pregnant must inform the person they can make pregnant of the contraceptive requirements of the study. They are expected to adhere to contraception with them during and after the study intervention (as above).
NOTE (for Investigators; not to be included in the Sheet for participants): 
This information sheet is created only as a guide to inform the discussion around pregnancy prevention. It does not replace the requirement for a study-specific informed consent process. Also, should the pregnancy occur and the sponsor would like to follow the pregnancy, a pregnant participant/person they made pregnant must be consented to be followed using a separate consent form for their pregnancy follow up. 
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