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INTRODUCTION
You have been invited to take part in this research trial to work out how safe and effective an investigational drug called Monofer® (Iron Isomaltoside 1000) is in patients suffering from anemia caused by either abnormal uterine bleeding, gastrointestinal diseases, cancer, bariatric procedures (gastric bypass operations) or another condition causing significant blood loss and who are intolerant (cannot take) or do not respond to receiving iron medication orally (by mouth). The aim of this trial is to compare Monofer® and Injectafer® (Ferric Carboxymaltose), another iron product to see if one is a better way to treat individuals with iron deficiency anemia (a disease caused by lack of red blood cells).
Taking part in this trial is entirely voluntary and if you decide to take part, you will be asked to sign this Informed Consent Form. If, however, at any point you are unsure, you may withdraw your consent at any time. You do not need to explain your decision and your medical care will not be affected. Your decision to take part or to withdraw will not result in any penalty or loss of benefits to which you are entitled.

Please take the time to carefully read the following document which contains information on the trial. This may help you decide whether you wish to take part. If you have any questions, or require more information, please do not hesitate to contact your trial doctor or nurse.
Thank you for reading this document.

WHAT IS THE PURPOSE OF THE TRIAL?

We are testing a new type of treatment (Monofer®), which we think may be effective for patients suffering from iron deficiency anemia resulting from either abnormal uterine bleeding, gastrointestinal diseases, cancer, bariatric procedures (gastric bypass operations) or another condition causing significant blood loss, and who are intolerant or do not respond to treatment with oral iron medications. Monofer®) has not been approved for this use by the U.S. Food and Drug Administration.

The main focus of this trial is to evaluate the level of phosphate in the blood after receiving treatment with the two study drugs.
Decrease in the phosphate level in the blood has been seen with different iron compounds. Usually there are no symptoms associated with low phosphate level. In rare cases and when the level becomes very low, symptoms such as fatigue, muscle weakness and bone pain may occur.
Sometimes we don’t know which way of treating patients is best. To find out, we need to compare different treatments. In this case, we are not sure if Monofer® is better than having Injectafer® (Ferric Carboxymaltose), another iron product that is on the market for the past several years. 

To find this out, people will be put into 2 groups. One group will get Monofer® and the other group Injectafer®. The results are then compared to see which one is better. Patients will be randomized to either Monofer® or Injectafer® in a 1 to 1 fashion. This means that for every patient receiving Monofer® one patient will be receiving Injectafer®.

WHAT DRUG WILL BE TESTED IN THIS TRIAL?

In this trial, the investigational drug is called Monofer®. The trial drug Monofer® is currently approved in several other countries for the treatment of iron deficiency anemia in the following conditions:

· When oral iron preparations are, ineffective or cannot be used

· Where there is a clinical need to deliver iron rapidly

Once you have agreed to enter the trial, you will be randomized (like flipping a coin) to a treatment group. This means that a computer generated chart will assign subjects to 1 of 2 different groups which are as follows:

1. Intravenous infusion of Monofer® at the baseline visit
2. Intravenous infusion of Injectafer® at the baseline visit and after 7 days 

HOW MANY PARTICIPANTS WILL BE TAKING PART?

A total of 120 participants will be included in this trial.

WHY HAVE I BEEN CHOSEN?

You have been given this patient information sheet by your doctor because you may be eligible for the trial. This Subject Information Sheet provides information about the trial and explains what will happen if you take part. It describes the risks or discomfort you may experience, and what we hope to learn from the trial. You will be given enough time to read and understand the information and to ask the trial doctor to explain anything you do not understand. You will also be given time to think about the trial at home and to discuss it with your family. This trial has been approved by a Data Protection Agency and an ethics committee.
By signing the consent form, you show that you have given your consent for participating in the trial. You still however have the right to withdraw from the trial at any point.

WHAT WILL HAPPEN IF I DECIDE TO TAKE PART IN THE TRIAL?

The duration of the trial is approximately 9 weeks during which you will have to visit the clinic up to 8 times, to see your trial doctor. 

It is recommended that you attend all scheduled visits. If for any reason, you are unable to attend a scheduled clinic visit, please contact the trial staff who will schedule an alternative date.

Screening Visit (visit 1):

If you agree to take part in this trial, the trial staff will complete the following tests and procedures during a screening period to work out if you can take part in this trial. You will be asked to sign a consent form before any tests or procedures are done.
Visit 1 (screening) will be conducted within 28 days prior to visit 2 (baseline). The following will be done:

· You are informed about the trial and sign the informed consent

· (age, gender etc.)

· Inclusion and exclusion criteria checked (assessing your suitability for the trial)

· Blood samples collected for checking you are suitable to take part in the trial

Baseline visit (Visit 2)

If you qualify, and still want to take part, Visit 2 (baseline) will be conducted a maximum of 28 days after visit 1 (screening). The following will be assessed:

· Inclusion and exclusion criteria are reviewed to confirm that no change has occurred since screening

· Pregnancy test for female subjects of child bearing potential (this will be done with a urine sample)
· Recording of relevant past and current medical history 

· Recording of concomitant medication. If you take any of the following products, you are required to tell your trial doctor or trial staff:
· Medications that are prescribed by a doctor

· Over-the-counter medications (medications which are available without doctor’s prescription)

· Physical examination including height and weight (not performed later than the baseline visit)
· Examination of vital signs (pulse rate, blood pressure) will be measured before, during and after treatment with trial medication

· Randomization to treatment group (like flipping a coin). Treatment with either Monofer® or Injectafer®.
· Electrocardiogram (ECG) which is a simple, painless test to record electrical activity of the heart). Two ECGs will be recorded; one before administration of the trial drug and one approximately 30 minutes after start of the dosing
· Assessment of fatigue by FACIT Fatigue Scale (self‑administered questionnaire on paper)

· Assessment of Quality of Life by SF-36 questionnaire (self‑administered questionnaire on paper)

· Assessment of pain intensity by a Visual Analogue Scale (It is a 100 mm length continuous scale where you will be asked to score your pain from “no pain” (score of 0) to “worst imaginable pain” (score of 100)

· Performing grip strength test by Jamar hand dynamometer to evaluate your muscle strength

· Performing the "1 kg arm lift" test and the "30 sec chair stand" test to evaluate your muscle function

· Assessment of respiratory muscles strength by Maximal Inspiratory Pressure and Maximal Expiratory Pressure (a non-invasive clinical method for evaluating the strength of respiratory muscles)

· Measurement of vitamin E
· Blood samples will be collected for laboratory monitoring of safety and treatment effects

· You will deliver a urine sample collected at the site

· Treatment with iron isomaltoside (group A only)
· Treatment with ferric carboxymaltose (group B only)
· Adverse events evaluation and recording
Treatment Period (Visit 3, Visit 5 and Visit 7): These visits will be conducted 1, 8 and 21 days after the baseline visit. The following procedures will be done at these trial visits:

· Changes in concomitant medication and medical history
· Electrocardiogram (ECG) which is a simple, painless test to record electrical activity of the heart).
· Blood samples will be collected for laboratory monitoring of safety and treatment effects

· You will deliver a urine sample collected at the site

· Adverse events evaluation and recording
Visit 4: This visit will be conducted 7 days after the baseline visit. The following procedures will be done at this trial visit:

· Changes in concomitant medication and medical history
· Examination of vital signs (group B only)

· Electrocardiogram (ECG) which is a simple, painless test to record electrical activity of the heart). Two ECGs will be recorded; one before administration of the trial drug and one approximately 30 minutes after start of the dosing (group B)
· Blood samples will be collected for laboratory monitoring of safety and treatment effects

· You will deliver a urine sample collected at the site

· Treatment with ferric carboxymaltose (group B only)
· AE evaluation and recording

Visit 6: This visit will be conducted 14 days after the baseline visit. The following procedures will be done at this trial visit:

· Changes in concomitant medication and medical history
· Electrocardiogram (ECG) which is a simple, painless test to record electrical activity of the heart).
· Assessment of fatigue by FACIT Fatigue Scale (self‑administered questionnaire on paper)

· Assessment of Quality of Life by SF-36 questionnaire (self‑administered questionnaire on paper)

· Assessment of pain intensity by a Visual Analogue Scale (It is a 100 mm length continuous scale where you will be asked to score your pain from “no pain” (score of 0) to “worst imaginable pain” (score of 100)

· Performing grip strength test by Jamar hand dynamometer to evaluate your muscle strength

· Performing the "1 kg arm lift" test and the "30 sec chair stand" test to evaluate your muscle function

· Assessment of respiratory muscles strength by Maximal Inspiratory Pressure and Maximal Expiratory Pressure (a non-invasive clinical method for evaluating the strength of respiratory muscles)

· Blood samples will be collected for laboratory monitoring of safety and treatment effects

· You will deliver a urine sample collected at the site

· AE evaluation and recording

End of trial visit (Visit 8): The end of trial visit will be conducted 35 days after baseline, and 14 days after visit 7. The following procedures will be done at the end of trial visit:

· Changes in concomitant medication and medical history 

· Physical examination

· Measurement of weight

· Electrocardiogram (ECG) which is a simple, painless test to record electrical activity of the heart).
· Assessment of fatigue by FACIT Fatigue Scale (self‑administered questionnaire on paper)

· Assessment of Quality of Life by SF-36 questionnaire (self‑administered questionnaire on paper)

· Assessment of pain intensity by a Visual Analogue Scale (It is a 100 mm length continuous scale where you will be asked to score your pain from “no pain” (score of 0) to “worst imaginable pain” (score of 100)

· Performing grip strength test by Jamar hand dynamometer to evaluate your muscle strength

· Performing the "1 kg arm lift" test and the "30 sec chair stand" test to evaluate your muscle function

· Assessment of respiratory muscles strength by Maximal Inspiratory Pressure and Maximal Expiratory Pressure (a non-invasive clinical method for evaluating the strength of respiratory muscles)

· Blood samples will be collected for laboratory monitoring of safety and treatment effects

· You will deliver a urine sample collected at the site

· AE evaluation and recording

At each visit, you must tell your Trial Doctor if you have taken any new medication or had any side effects since your last visit, regardless of whether you think they are related to either Monofer® or Injectafer®.

WHAT WILL I HAVE TO DO?

If you are eligible and decide to take part in the trial, you will need to do the following:
· Report to the trial clinic for all scheduled visits, and other visits as requested by the trial staff
· Follow instructions on receiving trial treatment

· Report any side effects (adverse events)

· Report taking any additional medications (including herbal or any other remedies)

The trial staff will record the above information and follow any adverse events. It is important that you immediately report any new symptoms or worsening of symptoms that you have to the trial staff, by phone or by attendance at the clinics. If the adverse event is reported by phone, and if required for your own safety, you may have to come into the hospital for an additional visit so an examination and further investigations can be carried out.

If you take any of the following products, you are required to tell your trial doctor or trial staff: 

· Medications that are prescribed by a doctor

· Over-the-counter medications (Medications which are available without doctor’s prescription)

This is necessary because certain drugs may interfere with the iron treatments given in this trial, such as vitamins containing iron supplements or any other iron supplementation. Therefore, if you feel that you need to take a new medication or herbal remedy, you must call the trial doctor and get approval before taking the medication.

WHAT WILL HAPPEN TO THE BLOOD SAMPLES COLLECTED?

A total of 21, 5 ml of blood (approximately 4 teaspoonfuls) will be collected at visits 2, 3, 4, 5, 6, 7 and 8. Your blood samples will be taken for checking your safety and monitoring of treatment effects. These will be sent to laboratories representing Pharmacosmos A/S for testing. Your samples will only be tested according to what is outlined in the trial instructions which your doctor is required to follow and will be destroyed immediately after testing. 

The results will be available to your Trial Doctor within 2-4 days. 

DO I HAVE TO PARTICIPATE FOR THE DURATION OF THE TRIAL?

You may withdraw your consent to participate in the trial at any time during the trial. Your decision to not participate in this trial will not affect your medical care, or your relationship with the investigator or the institution. However, it is advisable that you talk to the research team prior to stopping the treatment. You may be advised about how best to stop the treatment safely. If possible, we would like you to provide your trial doctor with a reason for your withdrawal, however, this is not compulsory.

If you decide to prematurely withdraw your consent from the trial, then in addition to the procedures conducted at your visits all the end of trial assessments will also be conducted.
The trial doctor can also withdraw participant from the trial in the followings situations: in the event of intercurrent illness (occurring at the same time as and usually altering the course of another disease), adverse events (unwanted effects), treatment failure, protocol violation and any other administrative reason which has been agreed by the trial doctor or Pharmacosmos A/S.

If a participant becomes pregnant during the trial, the trial treatment will be stopped and the pregnancy will be reported on a Pregnancy Notification Worksheet, please refer to later section in this document.

WHAT ARE THE BENEFITS OF TAKING PART IN THE TRIAL? 

There is no promise that the trial treatment you receive in this trial will help you. It is hoped that a benefit may include improvement of any symptoms you may be experiencing. The results of the research may provide benefits to the society in terms of advancement of medical knowledge and/or therapeutic benefit to future patients. It is therefore very important that all participants follow instructions given, and contact the trial doctor if there are any queries.

WHAT ARE THE POSSIBLE RISKS AND SHORTCOMINGS OF PARTICIPATING IN THE TRIAL?

Taking part in the trial may possibly interfere with work and other commitments.

Sometimes during a research trial, new information becomes available about the drug that is being tested. If this happens, your trial doctor will tell you about it and discuss with you whether you want to continue in the trial. If you decide to withdraw, your trial doctor will make arrangements for your care to continue outside of the trial. If you decide to continue with the trial, you will be asked to sign an updated consent form that contains this new information, which would have been approved by an ethics committee.
The process of being examined and receiving the medication may cause possible discomfort.

Additionally, there is a chance that taking blood from a vein may cause bruising, bleeding in a small area, infection, faintness, and a small amount of pain when the needle is inserted into your vein.
WHAT ARE SIDE EFFECTS ASSOCIATED WITH THE TEST DRUG?

As well as the potential benefits, the treatments used in this trial may also cause certain unwanted side effects. Ask the Trial Doctor if you have questions about the signs or symptoms of any side effects that you read about in this consent form. If you feel unwell for any reason, you should report it to the trial staff. The contact information is provided in your subject identity card.

INFUSION RELATED SIDE EFFECTS
In this trial, both Monofer and Injectafer will be given directly into the veins, and as with other drugs given in this way there are associated risks and side effects, which are described below.

Acute, severe allergic reactions may occur when iron is given through the veins, although they are very uncommon. They usually happen when the iron is first put into the vein and may include sudden breathing difficulty and / or loss of blood flow. Deaths have also been reported.
Flushing in the face, acute chest and/or back pain and tightness sometimes with shortness of breath in association with iron treatment may occur (frequency uncommon). This may mimic the early symptoms of an allergic reaction. Drug infusion will be stopped immediately if signs of an allergic reaction are observed. These symptoms disappear shortly after the drug infusion is stopped.

If you experience severe reactions, you may need to be hospitalized. Other less severe unwanted side effects include:

· hives

· rashes

· itching

· nausea

· shivering

Other things that happen during an allergic reaction that could be a sign or symptom of a life- threatening allergic reaction (anaphylaxis) are:

· a fast pulse

· sweating

· swelling around the eyes and mouth and of the skin (angioedema)

· swelling of the throat (bronchospasm)

· wheezing

· a sudden drop in blood pressure (making you feel dizzy or lightheaded)

· inability to breathe without assistance

The trial team will stop the drug infusion immediately if any of these side effects are seen.

Some of these problems could be very serious.
Monofer® 

Other side effects of Monofer® are outlined below.
Common side effects:

· injection site reactions: redness, swelling, burning, pain, bruising, discoloration, extravasation (leakage of a fluid into the tissue), and irritation.

Uncommon side effects:
· blurred vision

· numbness

· breathlessness

· vomiting

· stomach pain

· constipation

· headache

· loss of consciousness

· fatigue

· high blood pressure

· heart burn

· diarrhea

· fever

· inflammation of the skin

· low phosphate level

· muscle cramps

· muscle pain

· joint pain

· infection, general or local

· dysgeusia (change in taste)

· elevation of liver enzymes

Rare side effects:
· difficulty speaking
· heart rhythm disorder

· seizure

· tremor

· change in the level of awareness or mental state

· malaise (feeling unwell)

· influenza like symptoms

Very rare side effects:

· In pregnancy, associated abnormal low foetal heart rate.

Side effects may begin a few hours or days after the infusion. These are usually associated with joint pain, muscle pain and sometimes fever. These side effects usually last two to four days and can be relieved by using simple pain killers. There is a chance that people with rheumatoid arthritis may suffer worsening of joint pain. 

There may also be risks that are not determined or known at this time. In case you experience other side effects, please inform the trial staff.

Injectafer ®:

This drug will be given in the same way as Monofer®. As Injectafer® is given in the same way as Monofer®, and it is a similar type of medication, it also carries a risk of acute, severe hypersensitivity (anaphylactoid) reactions. This means that if you receive Injectafer® you will be monitored in the same way as patients receiving Monofer®.

The specific known side effects for Injectafer®, are outlined below:

Common side effects:

· nausea

· high blood pressure

· flushing

· dizziness
· low blood phosphate levels 

Uncommon side effects:
· vomiting

· injection site discoloration 

· headache

· dysgeusia (change in taste)

· elevation of liver enzymes

· low blood pressure

· constipation

· abdominal pain

· diarrhea

· gamma glutamyl transferase increased

· injection site pain/irritation

· rash
· paraesthesia (numbness)

· sneezing

Other known side effects are redness of the skin, fever, chills, back pain, joint pain, and loss of consciousness.

As for Monofer®, there may be risks that are not determined or known at this time. In case you experience other side effects, please inform the trial staff.

WHAT WILL HAPPEN IN THE CASE OF PREGNANCY IN FEMALE PARTICIPANTS?

You cannot participate in this research trial if you are pregnant, breastfeeding a child, or trying to become pregnant. You and your partner should agree to use effective birth control methods (intra‑uterine devices, hormonal contraceptives or double barrier method) during the trial and for 7 days after your last dose. You will have a pregnancy test before you begin this trial if you are of childbearing potential. If you become pregnant during this trial, you will discontinue receiving the investigational drug but you will be asked to come in for the remaining visits for the purpose of safety monitoring. Pharmacosmos A/S or its designee will ask to collect information about the outcome of the pregnancy.
You should inform the Trial Doctor or trial staff immediately if you become pregnant (in case of female participant).

There may also be risks to you that are not determined or known at this time.
ARE THERE ANY OTHER TREATMENTS FOR MY DISEASE?

You do not have to take part in this trial to receive treatment for your iron deficiency anemia. You may decide not to take part in this trial and choose a different treatment for your disease. You can receive Injectafer® without taking part in the study. Your Trial Doctor will discuss the benefits and potential side effects of other treatments with you and which of these treatments is considered most appropriate for your condition. You are free to ask questions and take as much time as you need to decide whether you want to take part in this research trial

WHO IS SPONSORING THIS TRIAL?
This trial is sponsored by Pharmacosmos A/S, who has provided the trial drugs at no cost to the hospital/investigative site. Pharmacosmos A/S is an independent Danish pharmaceutical company focused on developing and providing medicines for treatment of iron deficiency. Your trial doctor will be paid for the research.

WILL l RECEIVE PAYMENT FOR PARTICIPATING?

Yes, you will receive compensation for the visit in the amount of $770 (if selected Monofer Study Drug) and $770 (if selected for Injectafer Study Drug).

WILL THERE BE COSTS TO ME FOR PARTICIPATING?

You and/or your healthcare payer/insurer will not be billed for the costs of the following:
· Study drugs
· Study visits
· Study related procedures and tests required for the study and part of the study
You will still need to pay for your usual (non-study) medical care. This could include any non-study procedures and/or non-study related medication that are needed while you are in the study. You can ask the study doctor or study staff to find out more about costs.
WHAT IF ANY PROBLEMS OCCUR?

Pharmacosmos A/S has taken out insurance with MCI that will cover you in the event of a trial drug-related injury. In addition, Pharmacosmos A/S agrees to abide by local compensation regulations. You must tell your trial doctor immediately if you think you have been injured as a result of participating in the trial and you must discuss any changes in your treatment with the trial staff. 

If requested, Pharmacosmos A/S will provide details on the extent and limitations of such coverage and will send a copy of the general insurance conditions to you. If you do not comply with the trial requirements or any other instructions you receive regarding the proper use of the trial drug, or where other limitations apply under applicable regulations, you may not receive compensation from Pharmacosmos A/S. Trial-drug related injury does not include the normal progression of your disease or any injury or complication due to an underlying pre‑existing medical condition, if the injury or complication is not a direct consequence of the trial. If you have a trial drug-related injury, your trial doctor will determine the medical care that is necessary and appropriate.

WILL MY PARTICIPATION IN THE TRIAL BE KEPT CONFIDENTIAL?

By participating in this trial, you consent that only the information that is necessary for the analysis and evaluation of the trial will be collected by Pharmacosmos A/S and its designees. The information collected will not identify you by name, only by a number. If the results of the trial are published, your identity will remain confidential. Anonymous information from the trial will be included in a database to be used for statistical and research purposes only, including drug marketing applications and scientific publications.
Only authorized representatives of Pharmacosmos A/S, its designees, monitors, auditors, ethics committees, and applicable competent authorities (including the FDA) will have access to your hospital records and data collected. This is necessary to ensure that the trial is performed according to the approved protocol, and that data are correctly recorded. In addition, your General Practitioner will be contacted if you agree to be in this trial and your medical records will be obtained. All personnel involved in the trial are required to maintain the confidentiality of your medical records and the data at all times in accordance with applicable laws and regulations.

WHO HAS REVIEWED THE TRIAL?

All research is evaluated by Ethics Committee Western Institutional Review Board® (WIRB®) to protect your safety, rights, well-being and dignity. This trial has been reviewed and given favorable opinion.

WHAT HAPPENS WHEN THE RESEARCH TRIAL STOPS?

Once the trial stops your Trial Doctor will discuss any other treatment options available and help you decide on your best option. The sponsor company, Pharmacosmos A/S, may decide to stop the trial without your consent, for administrative reasons or if significant new information becomes available. Again, your Trial Doctor will discuss the other options available and help decide what the best treatment is for you.

INVOLVEMENT OF THE GENERAL PRACTIONER/FAMILY DOCTOR (GP)?
You are asked to give permission for us to let your General Practitioner (GP) know that you are taking part in the trial. It is also possible that we will need to contact your GP for more information about you. If so, you will be told; and you will be given a copy of any correspondence. It is possible for you to get access to files containing data about yourself. Further information on how you can do this can be obtained via your research nurse.

WHAT WILL HAPPEN TO THE RESULTS OF THE RESEARCH TRIAL?

You will not be identified in any report or publication of this trial. We will publish the results of this trial and you should ask your Trial Doctor for information on when the results of the trial will be available. Your Trial Doctor will be able to provide you with a copy of the published trial results when they are available.
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.
WHO CAN I CONTACT IF I HAVE FURTHER QUESTIONS?
Please feel free to contact any of the individuals mentioned below if you feel that you are developing any undesirable or unwanted effect (adverse event), if you believe you have been injured because of your receiving trial treatment, or if you have any questions, concerns, or complaints about this trial or your participation in this trial. 

Title
Name
Phone number

Principal Investigator:
Satinder Gill MD
703-723-3670 (24 hour)

Study Coordinators
Robert Baker
703-723-3670 (24 hour)

Hannah Newton

If you have any questions about your rights as a research subject, questions, concerns, or complaints about the study or about participation in a trial, or complaints about the trial, you may contact WIRB.

Western Institutional Review Board ® (WIRB®) 
1019 39th Avenue SE Suite 120
Puyallup, WA 98374-2115

Telephone: 1-800-562-4789 or 360-252-2500
Email: Help@wirb.com
WIRB is a group of people who perform independent review of research.

WIRB will not be able to answer some study-specific questions, such as questions about appointment times. However, you may contact WIRB if the research staff cannot be reached or if you wish to talk to someone other than the research staff.
You will be given a copy of this Patient Information Sheet to keep.

Thank you for taking the time to read this.

Subject Screening number: 


CONSENT FORM
Trial Title: P-Monofer-IDA-04

Principal Investigator: Satinder Gill MD
	
	Patient initials

	I confirm that I have read and understand the information given orally and in writing on this ICF for the above trial. I have had the opportunity to consider the information, ask questions, and have had these answered. 
	

	I understand that my participation is voluntary and that I am free to withdraw at any time without giving any reason, without my medical care or legal rights being affected.
	

	I understand that relevant sections of my medical records and data collected during the trial may be looked at by individuals from Pharmacosmos A/S, other workers on behalf of Pharmacosmos A/S, the IRB and the FDA where it is relevant to my taking part in this research. I give permission for these individuals to have access to my records.
	

	I understand that the Pharmacosmos A/S (and/or the designated entities) will store my personal data, and the data will be encoded. This data may also be transferred outside of the U.S., in accordance with national regulations covering data protection.
	

	I understand that the data from this trial may be used for marketing purposes, including publications or presentations and that my identity will remain confidential.
	

	I confirm that I understand the risks, benefits, discomforts and conditions related to the conduct of the clinical trial and that this is a research trial.
	

	I agree to my primary care physician or health care provider being informed of my participation in the trial. 
	

	I confirm to have received a copy of the entire ICF.
	

	I agree to take part in the above trial. 
	


Name of subject
Date
Signature

Name of Person taking Consent
Date
Signature
Trial ID: P-Monofer-IDA-04

Subject Information version 1.0, effective date 15 Aug 2017
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