
Participant 
Handbook
This handbook contains important 
information about the Oasis study. 
Please keep it in a safe place and 
bring it with you to your study visits.



Study contact information

Study Doctor:

                                                                                                                                             

                                                                                                                                             

Study Nurse/Coordinator:

                                                                                                                                             

                                                                                                                                             

Other Contact Telephone Numbers:

                                                                                                                                             

                                                                                                                                             

Emergency Telephone Numbers:

                                                                                                                                             

                                                                                                                                             

Study Clinic Name:

                                                                                                                                             

                                                                                                                                             

Study Clinic Address:

                                                                                                                                             

                                                                                                                                             

Welcome to Oasis!
Thank you for joining the Oasis study! By volunteering to 
participate, you are helping researchers learn more about 
hereditary angioedema (HAE).

We want you to know what to expect during the study. 
We also want you to be comfortable with the study 
requirements. This handbook covers important information 
about these topics:

• Study visit schedule

• HAE overview

• Study drug

• How the Oasis study will work

• Health assessments

• Important study reminders

• Clinical study participation

There are also blank pages in a notes section in case you 
want to take notes during study visits.

We appreciate your involvement in this study! If you have 
any questions, do not hesitate to ask the study doctor  
or staff. 

Sincerely,

The Oasis study team
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Study visit schedule
Use the table to track the date and time of each study visit.

Study 
Visit Week Date Time Completed?

1 1 

2* 5 

3* 9 

4* 13 

5* 17 

6* 21 

7 25 

8* 29 

9* 33 

10* 38 

*Home visit (if applicable)

Study visit checklist  
Each study visit will last a few hours, so make sure you plan 
accordingly. Bring these items with you to each study visit:

 � This handbook

 � Your electronic study diary

 � Any used/unused study drug and packaging  
(if dosing at home)

 � Any other items you may need (e.g., phone charger,  
a snack)

HAE overview
HAE is a rare genetic disease that causes painful swelling 
attacks. These attacks can occur without warning and last 
for up to several days. HAE attacks happen most often in 
the following areas:

• Hands

• Feet

• Face

• Throat

• Stomach/
abdomen

Even with available therapies, some people still find it 
challenging to manage HAE attacks. What we learn from  
the Oasis study may help lead to better therapy options  
for people with HAE in the future.

Study drug
The study drug is called donidalorsen. It is an antisense 
therapy, which is a type of medicine that is designed 
to disrupt the disease process and change its course. 
Donidalorsen is uniquely  designed to lower the amount of 
a protein called prekallikrein (PKK), which is produced by 
the liver. When PKK is made by the liver and released into 
the bloodstream, it can lead to HAE attacks. Reducing the 
amount of PKK may help reduce or prevent HAE attacks. 

You will be randomly assigned to receive the study drug 
or placebo. Placebo looks like the study drug, but it does 
not have any active ingredients. Both the study drug and 
placebo are given as an injection. You will receive up to  
6 injections during the study under the skin in the upper 
arm, abdomen or thigh.
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How the Oasis study will work
The Oasis study lasts up to 46 weeks (a little less  
than 1 year). The study is divided into the following  
time periods:

Screening Period (up to 8 weeks)
• You have already completed the Screening Period.

Study Treatment Period (25 weeks or about  
6 months)
• You will have study visits once every 4 weeks. Some visits 

may be from home. During study visits, you will receive an 
injection of the study drug or placebo every 4 or 8 weeks. 
You will also answer questions about your HAE and 
complete health assessments, like a physical exam, blood 
test, and heart test. 

• In addition to study visits, you will complete an electronic 
diary every day. The diary will include questions about 
your HAE symptoms and any recent HAE attacks. 

• If you experience an HAE attack during the study, contact 
the study team within 72 hours of the attack. The study 
team will call you every week in between study visits to 
ask about any recent HAE attacks.

• After this period, you may continue to the Follow-up 
Period, or you may have the option to join an open-label 
extension study. All participants in the open-label study 
will receive the study drug (no placebo). The study team 
can provide more information about this option.

Follow-up Period (13 weeks or a little over 3 months)
• After your last visit during the Study Treatment Period, 

you will attend 3 follow-up visits for health assessments. 
During these visits, you will answer questions and 
complete assessments similar to others received 
throughout the study.
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Health assessments
You will have different health assessments during the study, 
which help the study doctor monitor your health and the 
effects of the study drug. More information about these 
assessments can be found below.

Study Assessment What to Expect

Physical exam

The study doctor will perform 
a routine test to check your 
overall health. The study 
doctor may look at your head, 
neck, stomach, arms, and legs 
to make sure they are healthy. 
The study doctor will also 
listen to your heart and lungs.

Blood test

A member of the study team 
will take a small sample of 
blood, which will be sent to  
a lab for testing.

Urine test
You will provide a urine 
sample, which will be sent  
to a lab for testing.

Heart test 
(ECG)

A member of the study team 
will place small stickers on 
your chest, arms, and legs  
to measure your heart’s 
electrical activity.

Study Assessment What to Expect

Questionnaires

You will answer questions 
about your HAE, symptoms, 
and how HAE affects your 
daily life. You will complete 
some questionnaires every day 
and other questionnaires every 
week during the study.

HAE attack 
assessment

A member of the study  
team will ask you about  
recent HAE attacks. Study  
staff will call you weekly 
in between study visits to 
complete this assessment.

Health 
discussion

A member of the study team 
will ask how you are feeling 
and what medications you are 
currently taking.

Study drug 
or placebo 
injection

You will receive an injection  
of the study drug or placebo.
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Assessment schedule
This table shows when you can expect to receive each health assessment during the Oasis study. 

Study Treatment Period Follow-up Period

Study week 1 5 9 13 17 21 25 29 33 38

Study visit 1 2 3 4 5 6 7 8 9 10

Health assessment

Physical exam

Blood test

Urine test

Heart test (ECG) * *

Questionnaires***

HAE attack 
assessment

Health discussion

Study drug or  
placebo injection ** ** **

*If you are on a 4-week dosing schedule, you will not have a heart test at study visit 5. If you are on an 8-week dosing schedule, you 
will not have a heart test at study visit 6.

**If you are on an 8-week dosing schedule, you will not receive the study drug (or placebo) at these visits. The study team will tell you 
what to expect.

***Some questionnaires will be completed every day.
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Important study reminders
• Attend all study visits. Let the study team know about 

any days you may be traveling, on vacation, or busy and 
not available to visit the study doctor.

• Follow all instructions from the study team.

• Tell the study doctor before taking any new medications 
during the study, including vitamins, herbal medications, 
and prescription medications.

• Report any symptoms or medical problems you have 
during the study.

• Ask the study team any questions or let them know if you 
need more instruction. Take notes to help you remember 
what happened between visits and any questions you 
have for the study doctor or study team.

• Remember that your participation is completely 
voluntary. You may leave the study at any time for any 
reason. However, if you decide to leave, we ask that you 
talk to a member of the study team and go to 1 more visit 
for final tests and assessments.

• Notify the study team of any changes to your  
contact information.

Clinical study participation
Clinical research studies help scientists and doctors explore 
whether a drug or device is safe and effective for humans. 
The data gathered from clinical research has the potential to 
improve your health and the way you receive medical care 
by generating information about new therapy options for 
HAE. What we learn from the Oasis study may help those 
with HAE in the future. 

The rules and ethics that doctors must follow to practice 
medicine also apply to clinical research studies. Additional 
standards called Good Clinical Practice also apply and are in 
place to protect study participants. 
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