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A clinical trial evaluating  
an investigational medication  
for people with metastatic  
hormone-resistant prostate cancer

If you are caring for someone who has 
progressive metastatic hormone-resistant 
prostate cancer, a clinical trial evaluating an 
investigational medication may be an option. 
This booklet will help you learn more about 
the study. 
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What is the KLK2-PASenger Study?

What is the investigational medication?

The KLK2-PASenger Study is testing an investigational medication in 
combination with chemotherapy for people with metastatic hormone-
resistant prostate cancer who are progressing on their current therapy. 
Progressive metastatic means that the cancer is advancing and has 
spread to other parts of the body.

Chemotherapy is a standard-of-care treatment for people with this type  
of prostate cancer. The investigational medication is being studied to see 
how safe and effective it may be when used along with chemotherapy. 

The investigational medication is an antibody-like drug that attaches  
to the T cells (part of a type of white blood cells in the immune system)  
and also to KLK2, a protein on the surface of the prostate cancer cells.  
The investigational medication attaches to both in order to bring them 
closer together, which may help the body’s immune system target the 
cancer cells. Participants in the study will be randomly assigned to receive 
the investigational medication in combination with chemotherapy, or 
chemotherapy alone, which is considered standard-of-care. The safety and 
effectiveness of the investigational medication have not been established.

Participants will have a 1 in 2 (50%) chance of getting the investigational 
medication with chemotherapy, and a 1 in 2 (50%) chance of getting 
chemotherapy alone. The investigational medication and chemotherapy 
are each given by intravenous (IV) infusion. An IV infusion is when  
medicine is put directly into the blood through a needle in the vein or  
a port-a-catheter. 

As this is an open-label study, the participant and the clinical staff will  
know if the participant is receiving the investigational medication with 
chemotherapy or chemotherapy alone.

Who is eligible to join  
the KLK2-PASenger Study?
To join the trial, participants must:

• Be 18 years old or older.

• 	�Have been diagnosed with hormone-resistant prostate cancer that has
spread to other parts of the body (metastasized).

• 	�Have been treated with at least 1 oral hormone therapy but no more
than 2 different oral hormone therapies (abiraterone acetate,
enzalutamide, apalutamide, and darolutamide).

There are other requirements to participate. The clinical staff can provide 
more information.

Additional information about participating
• 	�All participants will receive chemotherapy, which is a

standard-of-care treatment option.
• 	�All study-related tests and procedures, as well as the investigational

medication and chemotherapy, will be provided at no cost.
• 	�Participants will be regularly seen and closely monitored by the study

doctor and clinical staff who specialize in metastatic prostate cancer.
• 	�Participating in this research study will contribute to a greater

understanding of metastatic hormone-resistant prostate cancer and
the investigational medication.

Before joining, the clinical staff will review: 
• What will happen during the study.
• Side effects that may occur.

Safety is our highest priority during the clinical trial. If there are any 
questions or concerns at any point, talk to the study doctor or a member 
of the clinical staff.
Participation in any clinical trial is voluntary. Participants are free to stop 
taking part at any time for any reason, but ideally should discuss with  
their study team prior to doing so. Privacy will be maintained  
throughout the study. 
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What happens if my loved one joins the 
clinical trial?

Treatment Groups

There are 3 periods to the trial: Screening, Treatment, and Follow-up.

•	� Screening Period: This takes up to 4 weeks. Participants will go to a 
trial site for tests and procedures to see if they qualify.

•	 �Treatment Period: All participants will receive chemotherapy. Half of 
participants (50%) will also receive the investigational medication. In 
addition, participants will have tests and procedures to evaluate their 
disease and overall health. These include, but are not limited to, 
physical exams, imaging (CT/MRI/bone scan), blood tests, and 
questionnaires. Participants will also complete an end-of-treatment visit.

• 	�Follow-up Period: Participants will continue in-person visits and 
assessments during post-treatment follow-up every 6 weeks to 
evaluate how well the investigational medication and chemotherapy 
work over a longer period of time. When there is a change in the 
participant’s disease or health status requiring a change to the 
treatment plan, participants will continue survival follow-up every  
12 weeks until study withdrawal. These survival follow-up visits can  
be done by phone or through chart review.

How can I support the trial participant?
Below are some suggested ways to support the trial participant:

•	 Help them plan upcoming clinical visits.

	 » Assist with scheduling, if needed.

	 » �Arrange transportation, if needed (the clinical staff can provide details 
on reimbursement that may be provided for ride shares and other 
travel-related expenses).

• 	Attend trial visits with them if they would like.

• 	Encourage them to bring books and magazines for the longer visits.

• 	�Familiarize yourself with the schedule and potential side effects of the 
investigational medication, chemotherapy, and other medications that 
may be prescribed by the study doctor.

 
Investigational Group

Trial Therapy Duration Visits

Investigational 
medication

Until a change 
in your disease 
or health status

3 visits for Cycle 1  
(8 weeks)
1 visit for Cycle 2 until the 
end of treatment 
(6 weeks per cycle)

The intravenous (IV) infusion 
will take 30-60 minutes. On 
days with chemotherapy, 
infusion will start at least  
1 hour after chemotherapy

Chemotherapy Approximately  
30 weeks

2 visits for Cycle 1  
(8 weeks)
2 visits for Cycle 2 to 5  
(6 weeks) (up to 10 doses)

The intravenous (IV) infusion 
will take 60 minutes

Comparator Group

Trial Therapy Duration Visits

Chemotherapy Approximately 
30 weeks

1 visit every 3 weeks (up 
to 10 doses)

The intravenous (IV) infusion 
will take 60 minutes

All participants will receive premedication prior to receiving the investigational 
medication or chemotherapy.

• 	�Check in with the participant between visits to see how they are feeling.

	 » Watch out for side effects.

	 » Provide emotional support as needed.

•	� Notify the clinical staff right away if you or the participant has questions 
or concerns. 

	 » Get emergency help if needed.
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Understanding metastatic 
prostate cancer research 

Want to learn more about the trial?

KLK2-PASenger is a Phase 3 clinical trial. Phase 3 clinical trials are 
used to demonstrate how safe and effective a therapy may be in a 
larger group of people. It is the last stage of research before the 
therapy being evaluated may be approved for use.

It is only through clinical trials like this that doctors and researchers 
are able to collect information to help them learn more about 
metastatic prostate cancer and how they may be able to treat it. 

For more information and to see if the person you provide care for may 
qualify to participate, please contact:

Trial site:

Contact person:

Address:

Phone:

Email:
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For more 
information, 
please contact:

About the KLK2-PASenger Study 
The KLK2-PASenger Study is testing if an investigational medicine, in combination with 
chemotherapy, is safe and effective for people with metastatic prostate cancer that has spread to 
other parts of the body (metastasized) on current therapy.

If you qualify and choose to participate, you will be randomly assigned to receive the investigational 
medication in combination with chemotherapy, or chemotherapy alone, which is considered 
standard of care. You will have a 1 in 2 (50%) chance of getting the investigational medication with 
chemotherapy, and a 1 in 2 (50%) chance of getting chemotherapy alone. As this is an open-label 
study, you and the clinical staff will know if you are receiving the investigational medication with 
chemotherapy or chemotherapy alone. The safety and effectiveness of the investigational medicine 
have not been established.

The investigational medication and chemotherapy are given by intravenous (IV) infusion. An IV infusion 
is when a medicine is put directly into your blood through a needle in your vein or a port-a-catheter.

How Do I Qualify? 
If you want to be part of this study, you need to: 
• Be 18 years old or older
• Have been diagnosed with hormone-resistant

prostate cancer that has spread to other parts
of your body (metastasized)

• Have been treated with at least 1 oral hormone
therapy but no more than 2 different oral
hormone therapies (abiraterone, enzalutamide,
apalutamide, and darolutamide)

There are other requirements to participate.  
The clinical staff will give you more information.

What Should I Know About This Study? 
Participating in this research study could help 
better understand this combination treatment and 
determine if it is safe and effective for metastatic 
hormone-resistant prostate cancer.

Participants will receive all study-related tests and 
procedures, as well as the investigational 
medication and chemotherapy, at no cost. The 
clinical staff can give you more information about 
additional reimbursement for other costs.

Now Enrolling:

Prostate 
Cancer Study
Seeking people with metastatic 
hormone-resistant prostate cancer.
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About the KLK2-PASenger Study 
The KLK2-PASenger Study is testing if an investigational medicine, in combination with 
chemotherapy, is safe and effective for people with metastatic prostate cancer that has spread to 
other parts of the body (metastasized) on current therapy.

If you qualify and choose to participate, you will be randomly assigned to receive the investigational 
medication in combination with chemotherapy, or chemotherapy alone, which is considered 
standard of care. You will have a 1 in 2 (50%) chance of getting the investigational medication with 
chemotherapy, and a 1 in 2 (50%) chance of getting chemotherapy alone. As this is an open-label 
study, you and the clinical staff will know if you are receiving the investigational medication with 
chemotherapy or chemotherapy alone. The safety and effectiveness of the investigational medicine 
have not been established.

The investigational medication and chemotherapy are given by intravenous (IV) infusion. An IV infusion 
is when a medicine is put directly into your blood through a needle in your vein or a port-a-catheter.

For more 
information, 
please contact:

What Should I Know About This Study? 
Participating in this research study could help 
better understand this combination treatment and 
determine if it is safe and effective for metastatic 
hormone-resistant prostate cancer.

Participants will receive all study-related tests and 
procedures, as well as the investigational 
medication and chemotherapy, at no cost. The 
clinical staff can give you more information about 
additional reimbursement for other costs.

Now Enrolling:

Prostate 
Cancer Study
Seeking people with metastatic 
hormone-resistant prostate cancer.

How Do I Qualify? 
If you want to be part of this study, you need to: 
• Be 18 years old or older
• Have been diagnosed with hormone-resistant

prostate cancer that has spread to other parts
of your body (metastasized)

• Have been treated with at least 1 oral hormone
therapy but no more than 2 different oral
hormone therapies (abiraterone, enzalutamide,
apalutamide, and darolutamide)

There are other requirements to participate.  
The clinical staff will give you more information.
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CRC COVER LETTER 

For vTMF submission use only. Please complete all boxes and use ‘N/A’ if not applicable. 

Study Name PAS-3003 (PASenger) 

Compound Name/Identifier JNJ-78278343 

Protocol ID 78278343PCR3001; Phase 3 

Item Name PAS-3003 (PASenger) Patient Recruitment Website 

Item Purpose 

The PASenger patient recruitment website contains 

information about the clinical trial, information about mHRPC, 

information on who can take part, FAQs, and resources. The 

goal is to inform potential patients about our clinical research 

study and on how to participate. The page will be hosted on 

the J&J Clinical Trials platform. 

The templated format of this PRW has been approved with 

VTMF- 23606810.  

Copy has largely been pulled from PASenger Patient Guide 

document (VTMF-24009641) and Caregiver Guide (VTMF-

24003239) 

Copy for PRWs related to OUS referrals has been implemented 

(VTMF-23667649) 

Intended Audience/Recipient for This Material 

(Check all that apply) 

☒ Potential Patients / General Public or Community

☒ Enrolled Patients

☐ J&J Study HCPs

☐ Site Staff

☒ External HCPs

☒ Study Team or CRO

☐ CRC Reviewers Only (New Concept)

Print/Digital/Both 

☐ Print

☒ Digital

☐ Both

☐ N/A
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New concept vTMF # 
N/A 

Any additional relevant information  N/A 
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Patient Recruitment Website (PRW) for KLK2 
PASenger (3003)
• This is a PRW with content specific to the PASenger 3003 study
• We are showing the screens in order as they scroll; some may need to

be split.
• Linked pages within JNJ footer as well as Resources page will not be

shown as they were routed for approval with the template VTMF-
23606810

• Copy has largely been pulled from KLK2-comPAS Patient Guide
document (VTMF-24009641) and Caregiver Guide (VTMF-24003239 )

• Imagery comes from JNJ Brand center (https://brandcenter.jnj.com/)

Approved by Sterling IRB, IRB ID: 14739
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NEGATIVE: Pre-screener button (Nav Bar, Hero across all pages, anywhere “See if you may qualify” button 
appears)

Link to Trial 
search on 
JJCT main 
website
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