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Background  
You are being invited to take part in a research study because you have light chain (AL) amyloidosis. 

This document, called an informed consent form (ICF) contains important information to help you 

decide whether you want to participate in this research study.  Please take time to read the following 

information carefully.    

 

The study staff will explain this study to you.  This ICF may contain words that you do not understand.  

Ask questions about anything that is not clear at any time.  You may take home an unsigned copy of this 

consent form to think about and discuss with family, friends or your primary care physician.   

In this consent form, “you” always refers to the participant. 

 

Your study doctor is also an investigator of this research study.  As an investigator, he/she is interested 

both in your clinical welfare and in the conduct of this study.  Before entering this study or at any time 

during the research, you may want to ask for a second opinion about your care from another doctor who 

is not an investigator in this study.  You do not have to take part in any research study offered by your 

doctor. 

You will be asked to sign this form before you start any research-related tests.   You will be given a 

copy of this ICF for your own information, which you should keep as you may wish to read it again.   

 

This is a study of an investigational drug called NEOD001.  Investigational means that it has not yet 

been approved by health authorities such as the US Food and Drug Administration.  NEOD001 will be 

called “study drug” or “NEOD001” throughout the rest of the consent form.  The people who take part 

in the study will be called “participants”.  The study is sponsored by Onclave Therapeutics Limited.  

Onclave Therapeutics Limited will be referred to as the “Sponsor” throughout the consent form 

 

Animal models of amyloidosis were used to study a mouse version of NEOD001.  These models utilize 

a different type of amyloidosis (AA amyloidosis and not AL amyloidosis).  There are no exact replicas 

of AL amyloidosis in animals. In these animal studies, an increase in plasma cells (a type of white blood 

cell involved in immune function) was seen.  These changes might have impact on your ability to fight 

infections.  However, animal studies do not always predict the side effects that people experience. There 

is always a chance that an unexpected side effect, including death, may happen to people who take this 

study drug or any drug.  Your health status including organ function and immune function will be 

monitored by your study doctor/staff at least monthly during the study.   

 

Amyloidosis can deposit in your vital organs, such as your heart, kidney, liver, spleen, and others 

organs.   The amyloid in your organs can cause your organs to not function as well as they should.  Your 

study doctor will monitor the function of your organs by measuring different blood and other tests which 

tells us how well your different organs are functioning. Though NEOD001 is being investigated for its 

potential to stop or even reverse your organ dysfunction, there is the theoretical potential that it could 

cause worsening of your organ function when the drug targets the amyloid already deposited in your 
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organs.  Your organ function will be monitored closely with blood and urine tests and physical 

examinations throughout the study. 

Your participation in this study is entirely voluntary. It is up to you to decide whether or not being in 

this study is the right choice for you, and if you decide to take part you can change your mind at any 

time.  You have the right to say no and the right not to sign this form.  If you do not sign the form, you 

cannot take part in this research study.  However, your decision will not affect your relationship with the 

study doctor or hospital, it will not affect your present or future health care, and it will not cause any 

penalty or loss of benefits to which you are entitled.  Being in this study does not replace your regular 

medical care. 

 

Purpose  
We are conducting this study to compare the safety and effectiveness of NEOD001 when used in 

patients with light chain AL Amyloidosis. 

 
You are being asked to take part in this research study because you have light chain AL Amyloidosis. 

This is a relatively rare blood disease in which deposits of abnormal proteins (called amyloid) can build 

up and cause progressive organ damage in areas such as your heart, liver, kidneys, spleen, digestive 

(gastrointestinal) tract and/or nervous system. This buildup of amyloid can affect your organs so they 

don't work properly.   

 

Antibodies are proteins that make up part of the immune system, your body’s defense system.  The 

antibodies recognize foreign or unwanted material, such as infection or some cancers and help destroy 

foreign or unwanted materials while causing little or less harm to normal cells. NEOD001 is an antibody 

that was developed to target the abnormal protein that is believed to be involved in AL Amyloidosis. 

Reduction in the amount of amyloid build up has been observed in animal studies where mice were 

treated with a mouse version of the antibody.  You have been asked to participate in this study because 

you have had some treatment for AL Amyloidosis, but your affected organ still does not work properly.  

NEOD001 might reduce the amyloid build up and/ or the damage caused by amyloid, and may change 

your abnormal organ function or make it worse. 

 

This is the first study in which NEOD001 will be given to humans. 

 

The purpose of this study is to:  

 

 Determine the highest dose that can safely be given without unacceptable (intolerable) side 

effects to participants who have AL amyloidosis. 

 Determine the amount of NEOD001 that can be measured in the blood of participants who have 

AL amyloidosis and have been given NEOD001. 

 Determine if there is a protein produced in the blood that might block NEOD001 to prevent the 

participants from getting the benefit of the study drug. 
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 Determine if NEOD001 might improve abnormal organ function and thus be used in future 

studies to determine the potential of NEOD001 to be used in the treatment of AL amyloidosis. 

 Find out if there are different forms of abnormal protein in participants’ blood and how 

NEOD001 affects these forms of protein.  

 Measure blood tests to see how the participants’ immune is working when inflammation is 

present. 

 Find out if NEOD001 affects the standard blood test that measures abnormal proteins.  

 

What Happens In This Research Study  
We expect about 5 subjects to participate at this location. A total of 50 subjects at all institutions are 

expected to take part in this study. The research will take place locally at Boston University Medical 

Center. The actual number will depend of different doses tested and how well the study drug is tolerated. 
 

 
Study Design 

This study consists of two parts: the first part (the “Dose Escalation Phase”) is to determine the highest 

tolerable dose that can be given to a participant with AL Amyloidosis.  Once the highest tolerable dose 

is reached, about 20 additional participants with AL Amyloidosis will be enrolled in the second part of 

the study (the “Expansion Phase”) and will receive the highest tolerable dose to get a better idea of the 

tolerability of the study drug and if the study drug might work for the treatment of this disease.  

 

Depending on how quickly NEOD001 gets processed in the body from the initial doses, a different 

dosing schedule (such as every two weeks or a different, less frequent schedule than once every 28 days) 

may be used in the next treatment groups for patient safety. 

 

In the Dose Escalation Phase of the study, 3 – 6 participants will be enrolled into the study and will be 

given a certain dose of the study drug.  If this first small group of participants tolerate the study drug 

well (that is, they have few or easily manageable side effects), another group of 3 – 6 participants will be 

enrolled into the study and will receive a higher dose.  This will continue until we find the highest dose 

of study drug that can be given without causing side effects that are serious or difficult to treat.  

Consequently, not everyone in this phase of the study will receive the same dose of study drug.  The 

dose you get will depend on the number of participants that have entered the study before you and also 

what effects they have had from taking the study drug.  Your study doctor will tell you what dose you 

will receive and how this compares to the doses that other participants have received.   

 

Once the highest safe dose of NEOD001 is determined in the Dose Escalation Phase, the second part of 

the study (the Expansion Phase) will enroll up to 20 additional participants at the highest tolerated dose 

level.  

 

Procedures 
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The study is divided into the following periods: 

 A 28-day screening period 

 A study treatment period which may last until your organ function worsens, or you experience 

unacceptable toxicities or you decide to stop your participation in the study 

 A 30-day (±7 days) follow-up period  

 

Informed Consent:  Once the study doctor and study nurse have explained the research study to you, 

and have answered all of your questions, and you have reviewed this consent form, if you agree to 

participate you will be asked to sign and date this consent form. 

 

Screening 

To help the study doctor and the study Sponsor determine if you qualify for this study you will undergo 

the following screening procedures within a 28-day period.   

 

The procedures below are standard for your disease and may be done even if you do not participate in 

this study:  

 

 Medical History:  Your study doctor and/or nurse will ask you questions about your past and 

current health, prior surgeries, prior treatment for your amyloidosis, and other prescription and over-

the-counter drug use.   

 ECOG Performance Status Scale (ECOG PS): An evaluation of your level of activity. 

 Vital signs:  Measurements of your blood pressure, heart rate, temperature and breathing rate.  You 

will have your measurements done at different positions, i.e., sitting and standing. 

 Physical Examination:  Your study doctor will perform a physical examination including 

evaluation of your heart and your ability to perform every day’s task. 

 Electrocardiogram (ECG): You will have an ECG.  An ECG traces the electrical activity of the 

heart.  It is a non-invasive test and requires no needles. 

 Blood Sample Collection:  Blood will be taken from a vein in your arm using a needle. The blood 

(about 2 tablespoons) will be used to check your general health, to check the level of certain markers 

that might be able to tell the status of your amyloidosis and organ function, a pregnancy test if you 

are a female who is able to get pregnant, to make sure that you are not pregnant. 

 Urine Sample Collection: a urine sample will be used to test your general health and health of your 

kidneys 

 24 hour Urine Sample Collection: You will be given a container to collect the urine samples for 24 

hours.  This will measure if you have any abnormal protein present in the urine and how well your 

kidneys are working.   

 Echocardiogram (ECHO):  This test uses sound waves to produce images of your heart. This 

commonly used test allows your study doctor to see how well your heart is pumping blood. Your 
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study doctor can use the images from an echocardiogram to identify various abnormalities in the 

heart muscle and valves.  

 

The procedure below is standard for your disease and may be done even if you do not participate in this 

study.  However, if it was not within 28 days of beginning study treatment, it may need to be repeated 

for the research study:  

 

 Fat Aspiration:  You will be given local anesthetic to numb the skin of your abdomen.  Then your 

study doctor/study staff will use a needle to remove a small amount of your fat tissue.  The purpose 

of the procedure is to evaluate the amyloid deposit and types of the cells involved in the fat tissue. 

 Liver Imaging: An examination of your liver by CT (computerized tomography test, like an x-ray 

that produces a picture of your liver) or MRI (magnetic resonance imaging - use of a magnetic field 

to produce an image of your liver).  Your study doctor will determine which type of test (either CT 

or MRI) is best to assess your liver. If a MRI is performed, a pregnancy test will be performed 

within 48 hours of the MRI. 

 

Study Treatment Period 

After the results of these tests and procedures are reviewed, your study doctor will determine if you are a 

candidate for the study.  If you are enrolled into the study, you will enter either the Dose Escalation 

Phase or the Dose Expansion Phase as described above.   

 

You will start treatment as an outpatient and will be given NEOD001 as an intravenous (IV) infusion 

(through the vein) at the clinic.  Each infusion will last between one to three hours and you will be 

observed for at least 2 hours after the completion of the infusion.  The length of time you will spend in 

the clinic during most visits will be about 3 – 5 hours.   

 

You will be given the study drug in “cycles.”  Each cycle is 4 weeks long for a total of 28 days. The first 

day of the first cycle will be called “Cycle 1 Day 1”, followed by “Cycle 1 Day 2”, and so on.  On the 

first day of each cycle, the study doctor will review tests and complete pre-dose procedures at the clinic. 

If he/she feels that you are in good health, you will be given NEOD001.  You will be given some 

medications within 30 minutes prior to the infusion to decrease the side effects associated with a 

reaction to the infusion.  

 

During the study you will visit the clinic to confirm that you are still able to continue in the study.  After 

the first treatment of the study drug, you will be asked to come to the clinic on Cycle 1 Day 15. From 

Cycle 2 to Cycle 5, you will be visiting the clinic monthly or twice a month if you live close to the study 

clinic.   Starting from Cycle 6, you will be visiting the clinic monthly. Unless the study is discontinued 

or you or the study doctor believes you are unable to tolerate the study drug or you choose to withdraw 

from the study, the cycles will be repeated one after another without a break for as long as you are 
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taking the study drug.  The length of time you are on this study will be determined by how well you and 

others react to the treatment. 

 

During all visits your study doctor or nurse will ask questions to find out if you are having any 

treatment-related side effects.  Your study doctor or nurse will tell you what to do if side effects occur.  

In some cases, your study drug may be held for a period of time until the side effects resolve or your 

dose of study drug may be reduced.  At each visit, your study doctor/study staff will also review any 

changes in the medications you have been taking or any changes in your health since your previous visit.   

 

If at any time your disease gets worse or you have any intolerable side effects, you will be taken off the 

study and your study doctor will discuss other treatment options with you.  You will need to have a 

Follow-Up clinic visit about 30 days after you took the last dose of NEOD001 (the study drug).  This 

visit should take place before you start any new therapy. 

 

As part of this research, during the study, participants will need to have several blood draws to 

determine the level of the study drug in their blood. This is known as the pharmacokinetics of the study 

drug and the samples are referred to as PK samples. Some participants will be part of a “Full PK” group 

and will need to have additional PK samples drawn at Cycle 1 Day 1, Cycle 1 Day 2, Cycle 1 Day 8, 

Cycle 3 Day 1, Cycle 3 Day 2 and Cycle 3 Day 8. Your study staff will let you know if you will be part 

of the Full PK Group.   You may come back to the clinic for these blood draws or if you live far away 

from the clinic, you might have these blood draws taken at your home by a health professional that is 

designated by the Sponsor.  Your study doctor/study staff will discuss these options with you.   

 

In addition to collecting PK samples, participants will have blood collected (about 1 teaspoon) to 

determine the level of complement proteins (complement C3 and C4) in your blood.  These draws are 

done at Cycles 1 and 3.  Lastly, participants will also have blood drawn at Day 1 of Cycles 1, 3 and 5 

(about 1 teaspoon) to explore the presence of different forms of abnormal proteins and any changes of 

these forms with treatment of NEOD001.  You may come back to the clinic for these blood draws or if 

you live far away from the clinic, you might have these blood draws taken at your home by a health 

professional that is designated by the sponsor.  Your study doctor/study staff will discuss these options 

with you.   

 

The following procedures will take place at the visits outlined below:  With the exception of those listed 

here, all of the tests are standard for your disease and would likely be done even if you were having 

treatment outside of the research study. 

 

Standard exams being done for clinical purposes, which may be done more often because you are 

taking part in this study: 

 

 Physical Examination, including vitals and ECOG PS 
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 If you are female and of child-bearing potential, a urine or blood pregnancy test 

 Electrocardiogram (ECG)  

 Echocardiogram (ECHO)  

 Urine tests, including the 24 hour urine tests 

 Liver measurement with imaging  

 Blood tests to evaluate your disease  

 Fat aspiration  

 

Exams being done for research purposes only:  

 

 Pharmacokinetic (PK) blood tests  

 Test to measure antibodies against NEOD001  

 Complement C3 and C4 blood samples 

 

Cycle 1 Day 1 This is the first day of study treatment (Cycle 1 Day 1).  You will need to have your 

blood tests completed if these were not done within the last 7 days and you should plan for your visit to 

last for at least 6 – 7 hours.  

 

The following tests/procedures will be performed prior to the infusion of study drug.  

 

 Physical Examination, including vitals and ECOG PS (if this was done more than 3 days ago) 

 Vital signs (heart rate, blood pressure, etc) (pre-infusion and halfway through the infusion); 

vital signs prior to the infusion will be done at several different positions, e.g., standing and 

sitting 

 Electrocardiogram (ECG) (if this was done more than 7 days ago)  

 Routine urine exam (if this was done more than 7 days ago) 

 If you are female and of child-bearing potential, a urine or blood pregnancy test to ensure 

that you are not pregnant 

 The  24-hour urine sample that you have been collecting since the previous day will be 

collected to test your kidney status and your health 

 Routine blood tests to check your general health if they were done more than 7 days ago 

(about 2 teaspoons)  

 Special blood tests to test your disease status, forms of abnormal protein in your blood, and 

to test for antibodies against NEOD001 (about 2 tablespoons of blood & urine sample)  

 PK sample (about 1 teaspoon of blood) for all participants  

 Complement C3 and C4 sample (about 1 teaspoon of blood) for all participants 

 

The following procedures will be performed during the infusion of study drug: 
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 If you are one of the participants in the Full PK group, you will have blood drawn halfway 

through the infusion of study drug. The total volume for these blood draws is about 1 

teaspoon of blood.   

 

The following procedures will be performed after the infusion of study drug: 

 

 Vital signs up to 4 hours post infusion  

 Electrocardiogram (ECG) about 4 hours after your study drug infusion 

 If you are one of the participants in the Full PK group, you will have blood drawn at the end 

of infusion, about 0.5 hours, 1 hour, 2 hours, 3 hours and 4 hours after the completion of your 

infusion of study drug. The total volume for these blood draws is about 2 tablespoons.   

 Blood sample (about 1 teaspoon) immediately for all participants after the completion of 

your infusion of study drug 

 Blood sample (about 1 teaspoon) for all participants approximately 2 hours after your 

infusion of study drug  

 

Cycle 1 Day 2 

 

 PK sample (about 1 teaspoon) if you are part of the Full PK group  

 Complement C3 and C4 samples (about 1 teaspoon) for all participants 

 

Cycle 1 Day 8 (± 2 days) 

 

 Routine blood tests to check your general health (about 2 teaspoons)  

 PK sample (about 1 teaspoon) if you are part of the Full PK group  

 

Cycle 1 Day 15 (± 2 days) 

 

 Physical Examination, including ECOG PS  

 Vital signs  

 Electrocardiogram (ECG)  

 Routine urine exam  

 Routine blood tests to check your general health (about 2 teaspoons)  

 PK sample (about 1 tsp of blood) will be taken for all participants  

 You will be provided with a 24-hour urine collection container.  You will need to begin 

collecting your urine for a 24-hour period prior to Cycle 2, Day 1 and bring your container 

with you at that clinic visit.  

 Complement C3 and C4 sample (about 1 teaspoon) for all participants 

 Free light chain sample (about 1 teaspoon)  

BUMC/BMC Institutional Review Board
IRB NUMBER: H-32474
IRB APPROVAL DATE: 09/05/2013
IRB EXPIRATION DATE: 09/04/2014



 
 

RESEARCH CONSENT FORM 

 Main Consent Form 

NEOD001-001: A Phase 1, Open Label, Dose Escalation Study of Intravenous Administration of Single 

Agent NEOD001 in Subjects with Light Chain (AL) Amyloidosis 

Version 3.0 

Last Updated: 21Jun2013 

 Page | 9 

 

 

Cycle 2 Day 1 (± 1 day) 

 

The following procedures will be done prior to study drug infusion: 

 

 Collection of your 24-hour urine sample (can be collected up to three days prior to study drug 

infusion) 

 Physical Examination, including ECOG PS  

 Vital signs will be done at different positions, e.g., standing and sitting  

 Electrocardiogram (ECG)  

 Routine urine exam (can be collected up to three days prior to study drug infusion) 

 Routine labs to check your general health (about 2 teaspoons) (can be collected up to three 

days prior to study drug infusion) 

 Special lab tests to evaluate your disease and organ function as well as to test for antibodies 

to NEOD001 (2 tablespoons of blood & urine sample) (can be collected up to three days 

prior to study drug infusion) 

 PK blood sample (about 1 tsp of blood) for all participants  

 You will be provided with a 24-hour urine collection container.  You will need to begin 

collecting your urine for a 24-hour period prior to Cycle 3, Day 1 and bring your container 

with you at that clinic visit.  

 

The following procedures will be done after the study drug infusion: 

 

 Vital signs at the end of infusion and 2 hours after the end of infusion 

 PK blood samples if you are part of the Full PK group to be drawn at the end of infusion and 

2 hours after the end of infusion 

 

Cycle 2 Day 15 (± 2 days) 

 

 Routine blood tests to check your general health (about 2 teaspoons) 

 

Cycle 3 Day 1 (± 1 day) 

 

The following procedures will be done prior to study drug infusion: 

 

 Bring your 24-hour urine sample to the clinic (can be collected up to three days prior to study 

drug infusion) 

 Physical Examination, including ECOG PS  

 Vital signs will be done at different positions, e.g., standing and sitting  
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 Electrocardiogram (ECG)  

 Routine urine exam (can be collected up to three days prior to study drug infusion) 

 Routine blood tests to check your general health (about 2 teaspoons)  

 Special blood tests to evaluate your disease and organ function as well as to test for 

antibodies to NEOD001 (2 tablespoons of blood & urine sample)  

 About 1 teaspoon of blood for and assessment for the different forms of abnormal protein for 

all participants 

 You will be provided with a 24-hour urine collection container.  You will need to begin 

collecting your urine for a 24-hour period up to 3 days prior to Day 1 of your next cycle and 

bring your container with you at that clinic visit. 

 Complement C3 and C4 sample (about 1 teaspoon of blood) for all participants 

 

The following procedures will be performed during the infusion of study drug: 

 

 If you are one of the participants in the Full PK group, you will have blood drawn halfway 

through the infusion of study drug. The total volume for these blood draws is about 1 

teaspoon of blood.   

 

The following procedures will be done after study drug infusion: 

 

 Vital signs at the end of infusion and 2 hours after the completion of the infusion of study 

drug 

  If you are one of the participants chosen to provide Full PK samples, you will have blood 

samples drawn at the end of the infusion and about 0.5 hours, 1 hour, 2 hours, 3 hours and 4 

hours after your infusion of study drug. The total volume for these blood draws is about 2 

tablespoons.  

 About 1 teaspoon blood sample for complement C3 and C4 for all participants approximately 

2 hours after your infusion of study drug  

 

Cycle 3 Day 2 

 

 PK sample (about 1 teaspoon) if you are part of the Full PK group 

 Complement C3 and C4 sample (about 1 teaspoon) for all participants 

 

Cycle 3 Day 8 (± 2 days) 

 

 PK sample (about 1 teaspoon) if you are part of the Full PK group 

 

Cycle 3 Day 15 (± 2 days) 
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 Complement C3 and C4 sample (about 1 teaspoon) for all participants 

 PK sample (about 1 teaspoon) for all participants 

 

Cycle 4 Day 1 (± 1 day) 

 

The following procedures will be done prior to study drug infusion: 

 

 Bring your 24-hour urine sample to the clinic (can be done up to three days prior to study 

infusion) 

 Physical Examination, including vitals and ECOG PS  

 Vital signs will be done at different positions, e.g., standing and sitting 

 Electrocardiogram (ECG)  

 Routine urine exam (can be done up to three days prior to study infusion) 

 Routine fasting blood tests to check your general health (about 2 teaspoons)  

 Special blood tests to evaluate your disease and organ function as well as to test for 

antibodies to NEOD001 (2 tablespoons of blood & urine sample) (can be done up to three 

days prior to study infusion) 

 PK sample (about 1 tsp of blood) for all participants 

 

The following procedures will be done after study drug infusion: 

 

 Vital signs at the end of infusion and 2 hours post infusion of study drug 

 If you are one of the participants chosen to provide Full PK samples, at Cycles 4 and every 

even cycle, you will have blood samples drawn at the end of infusion and at 2 hours after 

your infusion of study drug. The total volume for these blood draws is about 2 teaspoons.  

 You will be provided with a 24-hour urine collection container.  You will need to begin 

collecting your urine for a 24-hour period prior to Day 1 of your next cycle and bring your 

container with you at that clinic visit. 

 

Cycle 4 Day 15 (± 2 days) 

 

 Routine blood tests to check your general health (about 2 teaspoons) 

 

Cycle 5 Day 1 (± 1 day)  
 

The following procedures will be done prior to study drug infusion: 
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 Bring your 24-hour urine sample to the clinic - can be done up to three days prior to study 

infusion 

 Physical Examination, including vitals and ECOG PS  

 Vital signs will be done at different positions, e.g., standing and sitting 

 Electrocardiogram (ECG)  

 Routine urine exam - can be done up to three days prior to study infusion 

 Routine blood tests to check your general health (about 2 teaspoons)- can be done up to three 

days prior to study infusion 

 Special blood tests to evaluate your disease and organ function as well as to test for 

antibodies to NEOD001 (2 tablespoons of blood & urine sample) - can be done up to three 

days prior to study infusion 

 Fat aspiration for amyloid – every 3 cycles beginning at Cycle 5 

 About 1 tsp of blood for PK and assessment of different forms of abnormal protein for all 

participants 

 

The following procedures will be done after study drug infusion: 

 

 Vital signs at the end of infusion and 2 hours post infusion of study drug 

 You will be provided with a 24-hour urine collection container.  You will need to begin 

collecting your urine for a 24-hour period up to 3 days prior to Day 1 of your next cycle and 

bring your container with you at that clinic visit. 

 

Cycle 5 Day 15 (± 2 day) 

 

 Routine blood tests to check your general health (about 2 teaspoons) 

 

Cycle 6 Onward (± 1 day) 

 

The following procedures will be done prior to study drug infusion: 

 

 Bring your 24-hour urine sample to the clinic - can be done up to three days prior to study 

infusion 

 Physical Examination, including vitals and ECOG PS  

 Vital signs will be done at different positions, e.g., standing and sitting 

 Electrocardiogram (ECG)  

 Echocardiogram (ECHO) – every 6 cycles starting from Cycle 6 

 Routine urine exam - can be done up to three days prior to study infusion 

 Routine blood tests to check your general health (about 2 teaspoons) - can be done up to 

three days prior to study infusion 
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 Special blood tests to evaluate your disease and organ function as well as to test for 

antibodies to NEOD001 (2 tablespoons of blood & urine sample) - can be done up to three 

days prior to study infusion 

 Fat aspiration for amyloid and cell typing ± 7 days of Cycle 6 only 

 Liver measurement with imaging - every 6 cycles starting from Cycle 6 

 PK sample (about 1 tsp of blood) for all participants 

 

The following procedures will be done after study drug infusion: 

 

 Vital signs at the end of infusion and 2 hours post infusion of study drug 

 If you are one of the participants chosen to provide Full PK samples, at Cycles 6, 8 and every 

even cycle, you will have blood samples drawn at the end of infusion and at 2 hours after 

your infusion of study drug.  The total volume for these blood draws is about 2 teaspoons.  

 You will be provided with a 24-hour urine collection container.  You will need to begin 

collecting your urine for a 24-hour period prior to Day 1 of your next cycle and bring your 

container with you at that clinic visit. 

 

End of study treatment 

 

 Bring your 24-hour urine sample to the clinic, if applicable 

 Physical Examination, including vitals and ECOG PS  

 Vital signs  

 Electrocardiogram (ECG)  

 Echocardiogram (ECHO) if you did not discontinue the study drug because your disease gets 

worse 

 Routine fasting blood tests  to check your general health (about 2 teaspoons)  

 Special blood tests to evaluate your disease and organ function as well as to test for 

antibodies (proteins in your blood that may block the effect of NEOD001) to NEOD001 (2 

tablespoons of blood & urine sample) 

 Fat aspiration for amyloid and cell typing only if it is not done within the last 30 days 

 Liver measurement with imaging if you didn’t discontinue the study drug because your 

disease got worse  

 

Duration 

The length of time you are on this study will be determined by how you and others react to treatment 

with the study drug.  We think you may be in the study at least 28 days (Cycle 1).  If there are no severe 

side effects, and if your disease has not gotten worse, you may receive additional treatment cycles with 

the same dose of the study drug up to one year unless the study has been stopped, you are unable to 

tolerate the study drug, or you choose to withdraw from the study.   If it is clear that your disease is 
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getting worse while receiving the study drug, you may be instructed to stop taking the study drug by the 

study doctor. If you have received NEOD001 for more than 8 weeks without unacceptable toxicities and 

you are still continuing the treatment with NEOD001 at a dose that is lower than the highest tolerable 

dose when the highest tolerable dose is determined, your study physician might increase your dose up to 

the highest tolerable dose if he/she feels this will provide additional treatment benefit for your AL 

amyloidosis. 

 

The researcher may decide to take you off this study if your disease gets worse despite the treatment; the 

side effects of the treatment are too dangerous for you; new information about the treatment becomes 

available and this information suggests the treatment will be ineffective or unsafe for you. It is unlikely, 

but the study may be stopped early due to lack of drug supply or lack of funding. 

 

Can I stop being in the study? 

Yes. You can decide to stop at any time. Tell the study doctor if you are thinking about stopping or 

decide to stop. He or she will tell you how to stop safely. It is important to tell the study doctor if you 

are thinking about stopping so any risks from the treatments on this study can be evaluated by your 

doctor. Another reason to tell your doctor that you are thinking about stopping is to discuss what follow-

up care and testing could be most helpful for you.  The study doctor may stop you from taking part in 

this study at any time if he/she believes it is in your best interest; if you do not follow the study rules; or 

if the study is stopped. 

 

Termination of Participant Participation 

Your study doctor may decide to take you off this study for other various reasons, including if: 

 Your health status has changed 

 Your study doctor decides that continuing this study would be harmful to you 

 You need additional treatment not allowed in this study  

 You do not keep appointments or do not wish to take the study drug as instructed 

 The study is ended early by the Sponsor  

 

If you are removed from the study drug, your doctor will explain to you why you were removed.  You 

will be asked to come back to the clinic within 30 days after your last dose of the study drug to complete 

safety assessments. 

 

Potential Risks and Discomforts  

This is the first time that NEOD001 is being tested in humans, thus it is not possible to know or predict 

all of the side effects.    

 

NEOD001 is a monoclonal antibody. There is the possibility of a reaction to the monoclonal antibody as 

it is being infused (given) through your vein; these are called infusion reactions.  Symptoms can include 

fever, chills, rash, and/or hives, changes in blood pressure, temperature and heart rate.  Your 
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temperature, breathing rate, heart rate, and blood pressure will be measured prior, during and after the 

infusion. You will be given some medications within 30 minutes prior to the start of the infusion to try 

and prevent you from getting the symptoms of infusion reactions.  You will be watched carefully during 

the infusion and at least 2 hours after the completion of the infusion.  If you do have a reaction to the 

study drug, your study doctor may need to give the study drug at a slower rate (over a longer period of 

time) and /or give you additional medications to prevent the reaction. If after slowing the rate of infusion 

and giving you additional medications you continue to have infusion reactions, you may need to stop 

taking NEOD001.  

 

 

Each month before you receive NEOD001, your study doctor will review your lab results and your 

physical condition before giving you the study drug.  If your organ function has worsened, or your 

doctor believes that NEOD001 is making your condition worse, you may not be able to receive the study 

drug.  If you are going to receive the study drug, your study doctor will follow you closely for side 

effects.  If you start having any severe side effects, the study doctor may take you off the study if he/she 

thinks it is medically appropriate and in your best interest.  Many side effects go away shortly after the 

treatment is stopped, but in some instances the side effects can be serious, long lasting, or permanent. 

You may also experience side effects that were not seen in animal studies, or seen on other participants 

in this study.   

 

It is also important to tell your study doctor or nurse about all prescription and non-prescription drugs, 

herbal preparations and nutritional supplements that you are taking or planning to take. Since the effect 

of the study drug taken with other medications is not known, it is important that you tell your study 

doctor or nurse about new symptoms you may experience. 

 

Reproductive Risks 

The effect of study drug used on a fetus (an unborn child) is unknown.  Therefore, while participating in 

this research study, you should not become pregnant, nurse or father a baby.  Let your study doctor 

know immediately if you become pregnant or if you are going to be the biological father of a child.  In 

addition, if you are female and able to get pregnant, you must use the birth control method you and the 

study doctor agreed upon for 30 days prior to your first dose through at least 30 days after your last dose 

of study drug. If you are male and your sexual partner is able to get pregnant, you must use the birth 

control method you and the study doctor agree upon during the study and for at least 30 days after your 

last dose of study drug. You should talk to your study doctor about preventing pregnancy while on the 

study.  Women who become pregnant during the study will be withdrawn from the study and your study 

doctor will discuss risks and options with you. 

 

If you are male, you must be surgically sterile or must agree to use physician-approved contraception 

from 30 days prior to the first study drug administration to 30 days following the last study drug 

administration 
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Non-Physical Risks 

Because of side effects or the time required for tests and clinic visits while you are on this research 

study, you may be unable to keep up with your normal daily activities. 

 

Venipuncture Risk (Risk of taking blood) 

Drawing blood from your arm may cause pain, bruising, lightheadedness, and, on rare occasions, 

infection. 

 

Intravenous (IV) Risk  

An IV (a hollow needle/plastic tube) might be placed in your arm to give the study drug.  This IV might 

be left in for up to 4 hours during some clinic visits.  When the needle goes into a vein, it may hurt for a 

short time.  Also, there may be minor discomfort of having the needle/plastic tube taped to your arm.  In 

about 1 in 10 cases, a small amount of bleeding under the skin will produce a bruise.  The risk of a blood 

clot forming in the vein is about 1 in 100.  The risk of infection or significant blood loss is 1 in 1000. 

 

CT/MRI Scan 

There is some potential health risk of radiation exposure from X-rays.  Sometimes, intravenous (through 

a needle into the vein) contrast dye is given with a CT scan.  This contrast dye is iodine-based.  A person 

who has allergies is more likely to have an allergic reaction to the dye.  This reaction may be mild (such 

as skin rash or hives) to severe (such as breathing difficulties or shock).  A severe allergic reaction 

would require immediate medical treatment and could result in permanent disability or death. You will 

be closely monitored and treated should this occur.  You should discuss any history of allergies or 

concerns with your study doctor.   

 

Additionally, contrast dye can be toxic to your kidney and inhibit its ability to filter wastes from the 

bloodstream. Your doctor will check your kidney function before the test and discuss the option with 

you.  If you are going to have the test done with a contrast dye, you are encouraged to drink lots of water 

two days before the procedure and two days after. This will help keep you hydrated which will help your 

body eliminate the dyes more quickly and effectively.   

 

Fat Aspiration: 

Although your study doctor/study staff will numb your skin, there can be some mild discomfort or 

pressure during the needle insertion.  Afterward, the area may feel tender or bruised for several days. 

You may also experience bleeding or bruising at the biopsy site and on rare occasion an infection. 

 

Potential Benefits 

The purpose of this study is to learn more about the safety and the effects of NEOD001 on your disease.  

The knowledge gained from this study may help other people with AL Amyloidosis in the future. You 
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may benefit from the study treatment; however you may not receive any benefit or your condition could 

worsen.  

 

Alternatives  
There may be other treatments available for your AL Amyloidosis.  The study doctor will discuss them 

with you.  You do not need to participate in this study to be treated for your condition.  You should talk 

with your study doctor about other possible treatment including: 

 Other drugs 

 Other experimental protocols 

 Supportive Care 

 

Make sure that you understand all of your choices before you decide to take part in this study.  You may 

also withdraw from the study and still have these other treatment options available to you. 

 

Subject Costs and Payments  
The NEOD001 study drug will be provided to you at no charge for this study.  Procedures that are being 

done for research purposes only will be paid for by the research study include: 

 PK blood tests  

 Tests to measure antibodies against NEOD001 

 Complement C3 and C4 blood samples 

 Fat aspiration at the screening time point 

 Liver imaging at the screening time point 

 

All other procedures that are not being done for research purposes only will be paid for by you and/or 

your insurance company. You and/or your insurance company will be billed for the cost of your usual 

medical care that you may need while you are in the study, including non-study specific procedures and 

medications that your study doctor or other doctors require you to take during this study as part of your 

usual medical care.  If you have any questions, please ask the study doctor and healthcare provider.  You 

may want to contact your insurance company to determine the specifics of your coverage. 

 

Compensation for Participation 

You will not receive any payment for taking part in the study and there are no plans to provide financial 

compensation to you for any knowledge or understanding of AL Amyloidosis that is gained from testing 

or analysis of your bodily fluids and tissue samples collected during the study. However, if you have to 

travel some distance to Boston Medical Center, then reasonable travel expenses may be provided for the 

visits required for the study.   

 

Your study doctor will be reimbursed by the study Sponsor for the work that he or she and the medical 

staff have to do as part of this study and for the use of the site’s facilities. 
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Compensation for Injury 

If you think you have been injured by being in this study, contact David Seldin, MD at (617)-638-8265 

right away.  You can get treatment for the injury at Boston Medical Center.  The reasonable costs of 

treatment for a research injury that are not covered by your insurance or a government program will be 

paid by Onclave Therapeutics Ltd. A research injury is any physical injury or illness directly caused by 

your participation in the study.  If you are injured by a medical treatment or procedure that you would 

have received even if you were not in the study, that is not a research injury.  Payment for such things as 

lost wages, expenses other than medical care, or pain and suffering is not routinely available.  To help 

avoid injury, it is very important to follow all study directions.  You are not giving up any of your legal 

rights by signing this form. 

 

Confidentiality  
Information from this study will be given to the Sponsor and any persons or companies which are 

contracted by the Sponsor to have access to the research information during and after the study.   

 

The information will also be given to the U.S. Food and Drug Administration (FDA).  It may be given to 

governmental agencies in other countries where the study drug may be considered for approval.  Medical 

records which identify you and the consent form signed by you will be looked at and/or copied for research 

or regulatory purposes by: 

 

 the Sponsor: Onclave Therapeutics Limited and its Affiliates; 

 Novella Clinical 

 

and may be looked at and/or copied for research or regulatory purposes by: 

 

 the FDA; 

 Department of Health and Human Services (DHHS) agencies; 

 Hospital Accrediting Agencies 

 Individuals or businesses outside the hospital that provide services, for example insurance 

companies, legal offices, data storage companies and companies performing laboratory work. 

 governmental agencies in other countries;  

 Quality assurance and/or quality control auditors 

 Boston University Medical Center; and 

 The Boston University Medical Center Institutional Review Board (BUMC IRB) and others at 

BUMC who review research 

 

Those who receive your information may share it if they are permitted to do so by law.  These other 

groups may not be required to obey the federal privacy rules that the hospital and researchers must 

follow.  In addition, the groups who receive your information relating to the study may have to review 
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your entire medical record to make sure the study is done properly, to analyze the results of the study, or 

for other reasons. If this happens these groups may be able to identify you.  The records identifying you 

will be kept confidential, and to the extent permitted by applicable laws and regulations, will not be 

made publicly available.    

 

Absolute confidentiality cannot be guaranteed because of the need to give information to these parties.  The 

results of this research study may be presented at meetings or in publications.  Your identity will not be 

disclosed in those presentations. 

 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. 

Law. This Web site will not include information that can identify you. At most, the Web site will 

include a summary of the results. You can search this Web site at any time. 

 

Protection of Subject Health Information 

Federal regulations give you certain rights related to your health information.  These include the right to 

know who will be able to get the information and why they may be able to get it.  The study doctor must 

get your authorization (permission) to use or give out any health information that might identify you.  

 

What information may be used and given to others? 

If you choose to be in this study, the study doctor will get personal information about you.  This may 

include information that might identify you.  The study doctor may also get information about your health 

including: 

 

 Medical and research records 

 Records about phone calls 

 Records about your study visits 

 Information about HIV/AIDS 

 Information about hepatitis infection 

 Records of physical exams 

 Laboratory, x-ray, and other test results 

 Records about study medications 

 Records about any study device you received 

 Information related to diagnosis and treatment of a mental health condition 

 Records about any study drug you received 

 

Who may use and give out information about you? 
Information about your health may be used and given to others by the study doctor and staff.  They might 

see the research information during and after the study. 
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Who might get this information? 

Your information may be given to the Sponsor of this research, Onclave Therapeutics Limited, as well as 

(i) any persons or companies that are working for or with the Sponsor, including licensees and 

collaborators (“Contractors”), or (ii) are owned by or under common ownership with the Sponsor 

(“Affiliates”) to oversee, manage or conduct the research.  

 

Information about you and your health which might identify you may be given to: 

 

 The U.S. Food and Drug Administration (FDA) 

 Department of Health and Human Services (DHHS) agencies 

 Hospital Accrediting Agencies 

 Individuals or businesses outside the hospital that provide services, for example insurance 

companies, legal offices, data storage companies and companies performing laboratory work. 

 Governmental agencies in other countries 

 Quality assurance and/or quality control auditors 

 Governmental agencies to whom certain diseases (reportable diseases) must be reported 

 The Boston University Medical Center Institutional Review Board (BUMC IRB) and others at 

BUMC who review research 

 

Why will this information be used and/or given to others? 

Information about you and your health that might identify you may be given to others to carry out the 

research study.  The S will analyze and evaluate the results of the study.  In addition, people from the 

Sponsor and its consultants will be visiting the research site.  They will follow how the study is done, 

and they will be reviewing your information for this purpose. 

 

The information may be given to the FDA.  It may also be given to governmental agencies in other 

countries.  This is done so the Sponsor can receive marketing approval for new products resulting from 

this research.  The information may also be used to meet the reporting requirements of governmental 

agencies. 

 
The results of this research may be published in scientific journals or presented at medical meetings, but 

your identity will not be disclosed. 

 

The information may be reviewed by BUMC IRB. BUMC IRB is a group of people who perform 

independent review of research as required by regulations. 

 

How long will my information be used or shared? 

If you sign this form, we will collect your health information until the end of the research.  We may 

collect some information from your medical records even after your direct participation in the research 

project ends.  We will keep all the information indefinitely, in case we need to look at it again.  Your 
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information may also be useful for other research studies.  We can only use your protected health 

information again if a special committee in the hospital (the IRB) gives us permission.  

 

What will happen to my blood, tissue and other samples? 

Your samples will be stored in either the laboratory of the Sponsor or the laboratory of a company 

contracted to work with the Sponsor.  Access to study samples will be limited to laboratory personnel 

working for the Sponsor or contracted to the Sponsor, who are authorized to perform analyses.  Your 

name will be removed from the samples and the individual performing the testing will not know your 

identity.  Additional tests may be conducted in case there are substances discovered about which we are 

not currently aware that might help us better understand or develop treatments for AL Amyloidosis or 

for safety issues that may arise in the future.  You have the right to withdraw from this study at any time; 

however information and samples that already have been collected from you may continue to be used.  

In addition, you agree that you, your family, and your study doctor will not have access to the results of 

this testing.  All samples obtained from you during this study will be used and kept for the purposes 

described in this consent form, and all data and materials created from the samples will be the property 

of the Sponsor.  You and your family will not receive any financial benefits or compensation from or 

have rights in any developments, inventions, or other discoveries that might come out of this study. 

What if I decide not to give permission to use and give out my health information? 

By signing this consent form, you are giving permission to use and give out the health information listed 

above for the purposes described above.  If you refuse to give permission, you will not be able to be in 

this research. 

 

May I review or copy the information obtained from me or created about me? 

You have the right to review and copy your health information.  However, if you decide to be in this 

study and sign this permission form, you will not be allowed to look at or copy your information until 

after the research is completed. 

 

May I withdraw or revoke (cancel) my permission? 

This permission will not stop automatically.  

 

You may withdraw or take away your permission to use and disclose your health information at any 

time.  You do this by sending written notice to the study doctor.  If you withdraw your permission, you 

will not be able to continue being in this study. 
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When you withdraw your permission, no new health information which might identify you will be 

gathered after that date.  Information that has already been gathered may still be used and given to 

others.  This would be done if it were necessary for the research to be reliable. 

 

Is my health information protected after it has been given to others? 

If you give permission to give your identifiable health information to a person or business, the 

information may no longer be protected.  There is a risk that your information will be released to others 

without your permission. 

 

Subject's Rights  
By consenting to participate in this study you do not waive any of your legal rights. Giving consent 

means that you have heard or read the information about this study and that you agree to participate. 

You will be given a copy of this form to keep.  

 

If at any time you withdraw from this study you will not suffer any penalty or lose any benefits to which 

you are entitled. 

 

You may obtain further information about your rights as a research subject by calling the Office of the 

Institutional Review Board of Boston University Medical Center at 617-638-7207. 

 
The investigator or a member of the research team will try to answer all of your questions. If you have 

questions or concerns at any time, or if you need to report an injury while participating in this research, 

contact David Seldin, MD at (617) 638-8265 during the day and the on-call Hematologist via the 

hospital's page operator at (617) 638-7243 after hours.  

 

Significant Findings 

If any significant new findings about the study drug are learned during the course of the study that may 

affect your willingness to continue participation in the study, the study doctor will tell you about them in 

a timely manner. 

 

If you decide to continue in the study, you will be asked to sign an updated informed consent form. 

 

What if I Have Questions? 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. 

Law. This Web site will not include information that can identify you. At most, the Web site will 

include a summary of the results. You can search this Web site at any time. 

 

You may also call the NCI's Cancer Information Service at 1-800-4-CANCER (1-800-422-6237)  

 

Visit the NCI's Web sites: 
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 CancerTrials: comprehensive clinical trials information 

 http://cancertrials.nci.nih.gov. 

 CancerNet: accurate cancer information including PDQ 

 http://cancernet.nci.nih.gov. 

 

Do not sign this consent form unless you have had a chance to ask questions and have received 

satisfactory answers to all of your questions. 

 

If you agree to participate in this study, you will receive a signed and dated copy of this consent form for 

your records. 

 

Consent 

I have read the information in this consent form (or it has been read to me).  All my questions about the 

study and my participation in it have been answered.  I understand that the safety and effectiveness of 

NEOD001 has not yet been fully established, and that there is a risk of side effects to the study drug. I 

freely consent to participate in this research study and authorize the use of my bodily fluids and tissue 

samples as described.   

 

I authorize the release of my medical records for research or regulatory purposes to the parties described 

above, including the Sponsor and its Affiliates and Contractors, the FDA, DHHS agencies, governmental 

agencies in other countries, and BUMC IRB. 

 

By signing this consent form I have not waived and do not waive any of the legal rights which I otherwise 

would have as a participant in a research study. 

 

 

 
 

        / 

Signature of Research Subject/ Printed Name   Date of signature 

 

 

        / 

Signature of Person Obtaining Consent / Printed Name  Date of signature         
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