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Patient Information and Consent Form 

SOVALDI™ 
 

You should read this patient education before you start taking SOVALDI. You should also read the medication guide each time you 

receive a refill: information may have changed. This information, however, does not take the place of talking with your healthcare 

provider about your medical condition or your treatment. If you have any questions, please contact our office at (703) 723-3670.  

 

SOVALDI is used in combination with other antiviral medicines. When taking SOVALDI with ribavirin or in combination with 

peginterferon alfa and ribavirin you should also read those medication guides.  

 

The proceeding information talks about SOVALDI when it is used with ribavirin and in combination with peginterferon alfa and 

ribavirin.  

 

What is the most important information I should know about SOVALDI?  

 

SOVALDI, in combination with ribavirin or peginterferon alfa and ribavirin, may cause birth defects or death of your unborn baby. If 

you are pregnant or your sexual partner is pregnant or plans to become pregnant, do not take these medicines. You or your sexual 

partner should not become pregnant while taking SOVALDI used with ribavirin and in combination with peginterferon alfa and 

ribavirin, and for six (6) months after treatment is over.  

 

· Females and males must use two (2) effective forms of birth control during treatment and for the six (6) months after 

treatment with SOVALDI and ribavirin or in combination with peginterferon alfa and ribavirin. Talk to your healthcare provider about 

forms of birth control that may be used during this time.  

· Females, under the age of fifty (50), must have a negative pregnancy test before starting treatment with SOVALDI and 

ribavirin or in combination with peginterferon alfa and ribavirin, every month while being treated, and for six (6) months after 

treatment ends.  

· If you or your female sexual partner becomes pregnant while taking or within six (6) months after you stop taking SOVALDI 

and ribavirin, or SOVALDI in combination with peginterferon alfa and ribavirin, call our office immediately. We should then contact 

the Ribavirin Pregnancy Registry by calling 1-800-593-2214. The Ribavirin Pregnancy Registry collects information about what 

happens to mothers and their babies if the mother takes ribavirin while she is pregnant. If you are also infected with HIV and taking 

medicines to treat HIV infection, an Antiretroviral Pregnancy Registry is also available at 1-800-258-4263. 

 

You should not take SOVALDI alone. SOVALDI should be used together with ribavirin or in combination with peginterferon alfa and 

ribavirin to treat chronic hepatitis C infection.  

 

 

What is SOVALDI? 

 

· SOVALDI is a prescription medicine used with other antiviral medicines to treat chronic hepatitis C infection in adults. 

· SOVALDI should not be taken alone. 

It is not known if SOVALDI is safe and/or effective in children under 18 years of age. 

 

What should I tell my healthcare provider before taking SOVALDI? 

 

Before taking SOVALDI, tell us if you: 

· Have liver problems other that hepatitis C infection 

· Have had a liver transplant  

· Have severe kidney problems or you are on dialysis  

· Have HIV 

· Have any other medical conditions 

· Are breastfeeding or plan to breastfeed. It is not known if SOVALDI passes into breast milk. You should talk with your 

healthcare provider whether you will take SOVALDI or breastfeed. You should not do both.  
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Before taking SOVALDI, you should have (or have had) the following done: 

 

 A liver biopsy within the past five (5) years 

 

 Labs preformed before your initial dose of SOVALDI. Has to be within the two (2) months. 

 

 And the following vaccinations: 

 

1. Flu 

2. Pneumococcal 

3. Hepatitis A 

4. Hepatitis B  

 

Due to the toxicity of SOVALDI and ribavirin or SOVALDI in combination with peginterferon alfa and ribavirin, patients are 

required to have frequent lab work and follow-up office visits. Your safety and the effectiveness of this treatment are of great concern 

to the Colon Stomach and Liver Center.  

 

Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter (OTC) medicines, 

vitamins, and herbal supplements. Other medicines may affect how SOVALDI works.  

 

Know the medicines you take. Keep a typed out list of your medicines and show it to your healthcare provider and pharmacist when 

you get a new medicine.  

 

How should I take SOVALDI? 

 

· Take SOVALDI exactly as your healthcare provider tells you to take it. Do not change your dose unless your healthcare 

provider tells you to.  

· Do not stop taking SOVALDI without first talking with your healthcare provider. If you think there is a reason to stop taking 

SOVALDI, talk to your healthcare before doing so.  

· If you miss a dose of SOVALDI, take the missed dose as soon as soon as you remember the same day. Do not take more than 

one tablet (400mg) of SOVALDI in one day. Take your next does of SOVALDI at your regular time the next day.  

· If you take too much SOVALDI, call your healthcare provider or go to the nearest hospital emergency room right away.  

 

What are the possible side effects of SOVALDI? 

 

The most common side effects of SOVALDI when used in combination with ribavirin include: 

 

· Tiredness 

· Headache 

 

The most common side effects of SOVALDI when used in combination with peginterferon alfa and ribavirin include: 

 

· Tiredness 

· Headache 

· Nausea 

· Difficulty sleeping 

· Low red blood cell count 

 

Tell your healthcare provider if you have any side effect that bothers you or does not go away. 

 

These are not all the possible side effects of SOVALDI. For more information, ask your healthcare provider of pharmacist.  

 

Call your doctor for medical advice about side effects. You may report side effects to the FDA at 1-800-FDA-1088 

  

 

How should I store SOVADLI?  
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· Store SOVALDI at room temperature below 86°F (30°C). 

· Keep SOVALDI in its original container. 

· Do not use SOVALDI if the seal over the bottle opening is broken or missing. 

 

Keep SOVALDI and all medicines out of the reach of children. 

 

General information about the safe and effective use of SOVALDI 

 

It is not know if treatment with SOVALDI will prevent you from infecting another person with the hepatitis C virus during treatment. 

Talk with your healthcare provider about ways to prevent spreading the hepatitis C virus. 

 

Medicines are sometimes prescribed for purposes other than those listed in a Patient Information leaflet. Do not use SOVALDI for a 

condition for which it was not prescribed. Do not give SOVALDI to other people, even if they have the same symptoms you have. It 

may harm them. 

 

If you would like more information about SOVALDI, talk with your healthcare provider. You can ask your healthcare provider or 

pharmacist for information about SOVALDI that is written for healthcare professionals.  

 

For more information, call 1-800-445-3235 or go to www.sovaldi.com <http://www.sovaldi.com>. There is also a Facebook page 

where patients taking SOVALDI have gathered to talk about their experiences.   

 

 

Please Sign: 

 

I have read the preceding information and fully understand the implications of taking SOVALDI in combination with ribavirin or in 

combination with peginterferon alfa and ribavirin and consent to the following: I will use two (2) effective forms of birth control 

during treatment and for six (6) months after treatment with SOVALDI and ribavirin or in combination with peginterferon alfa and 

ribavirin; I (females only of child bearing age) will take a pregnancy test every month while on SOVALDI and ribavirin or in 

combination with peginterferon alfa and ribavirin and notify my healthcare provider if I were to become pregnant; and I understand 

that, because of the toxicity of these medicines, I will be required to have frequent lab work and follow-up visits at the Colon Stomach 

and Liver Center. 

 

 

 

____________________________________ 

(Print Name) 

 

 

____________________________________ 

(Signature) 

 

 

____________________________________ 

(Date) 

 

 

____________________________________ 

(Witness) 

 

 

 

 

 

 


