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invitation to participate in MONITORING STUDY
Use of Covid-19 convalescent plasma for patient treatment in norway – monitoring study
Background and Purpose

You have been infected by the new respiratory virus SARS-CoV-2 which has caused you to develop the disease COVID-19. This virus normally causes respiratory illness with coughing, fever and breathing difficulties, but can also cause more serious illness. There is currently no proven treatment or vaccine for COVID-19.

People who have recovered from COVID-19 produce antibodies, and it is likely that these may help fight the virus. In the case of some other viral illnesses it has been shown that treating patients with plasma (the liquid component of blood which contains, among other things, antibodies) isolated from people who have had the same virus illness and since recovered (convalescents) reduces the symptoms and speeds up recovery from the illness. We believe that patients with COVID-19 may experience a shorter and milder disease progression if they are treated with convalescent plasma containing antibodies that help fight the SARS-CoV-2 virus. There are ongoing research projects worldwide to test this theory, but we don’t yet have conclusive proof that plasma treatment is effective against COVID-19.

As you have been infected by SARS-CoV-2 and are being treated with COVID-19 convalescent plasma, we would like to invite you to participate in a research project to study what happens to you during and after treatment. 
The purpose of the study is to gather data about the safety and effectiveness of this plasma treatment. You are being asked to participate in this study because you are receiving transfusion of convalescent plasma for COVID-19.

Your participation in the study is voluntary and has no bearing on your continued treatment with convalescent plasma, which will continue at your doctor’s discretion.


NORPLASMA COVID-19 is a national collaborative project led by Oslo University Hospital.

What DOES THE STUDY ENTAIL?
We may take additional blood tests and throat swabs and register medical information both prior to and after the treatment. These will be samples that are medically warranted, and we will do our best to co-ordinate with routine testing procedures to avoid unnecessary discomfort. 

We will gather and register medical information about you, such as details of previous illnesses, symptoms, results of blood tests and other examinations, treatment and disease progression. We will obtain this information from your medical records, the hospital's laboratory information systems, and directly from you. Only relevant information will be registered, initially on paper and then in an approved database.

FORESEEABLE BENEFITS AND PREDICTABLE RISKS AND BURDENS OF TAKING PART
Blood and plasma are used to treat multiple conditions and are generally very safe. You will have been given information about the plasma treatment in advance. If you have any questions about this, we recommend that you discuss them with your doctor. 

A potential advantage of participating in the study is that the extra samples the study necessitates mean we can follow the disease progression in more detail than usual. This may have a bearing on your treatment, even if most of the results will only be known after the completion of the study when all samples have been collected.

A disadvantage of participating in this study is the need for additional blood tests and throat swabs. As far as possible, the blood samples will be taken at the same time as your ordinary blood samples, to avoid the need for additional punctures. Throat swabs can be uncomfortable but are usually quick and easy to do.

What will happen to the Samples and your Personal Data?

Samples taken and information recorded about you will only be used as outlined above. All data and samples are processed without name, national identity number or other personal identifying information. Your data and samples are connected to your name through a code, via a list of names. 

The list that connects your name with your specific code will be stored exclusively at the hospital, where only authorised project personnel will have access to it.

Information from this study will not be linked with information from any other records. 

Information and samples that may identify you, will be deleted/destroyed no later than 5 years after the completion of the study. 

The results from the study will be published in international scientific journals, and by participating in the study you give your consent for this to happen. It will not be possible to identify you in the results of the study when these are published.

Voluntary participation
Participation in the project is voluntary. You can, at any given time and without reason withdraw your consent. This will not have any consequences for your future treatment. Please sign the consent form if you wish to participate.
Approval

The Regional Committee for Medical and Health Research Ethics has reviewed and given preliminary approval for the study (REK no. 2020/148622).

In accordance with the General Data Protection Regulation the controller, Oslo University Hospital, and the project manager, Lise Sofie H. Nissen-Meyer, are independently responsible for ensuring that the processing of your personal data has lawful basis. This project has lawful basis in accordance with the EU’s General Data Protection Regulation, article 6 no. 1a, article 9 no. 2a, and your consent. 

Should you have any complaints about the processing of your data, you have the right to put these to the Norwegian Data Protection Authority.
Contact Information

If you have any questions regarding the study, you can get in touch with Lise Sofie H. Nissen-Meyer, tel.: +47 22 11 78 28 or the contact person/co-ordinator at your local hospital (the person who gave you information about the study).

You may contact the institution’s Data Protection Officer if you have any questions about the processing of your personal data in the study.

The institution's Data Protection Officer is [insert email address].

You will find more information about the study in Section A – An In-depth Explanation of the Study. Further information about Biobank, data privacy, funding and insurance is available in Section B – Data Privacy, Biobank, Funding and Insurance. The Consent Form follows Section B. – To be signed by the patient who is consenting to participation in the study, or their next of kin. The person who has informed the participant about the study should confirm that this communication has happened.
SECTION A - AN IN-DEPTH EXPLANATION OF THE STUDY
PARTICIPATION IN THE STUDY
You may participate in the study if you have been diagnosed with SARS-CoV-2 and your doctor believes it may be beneficial for you to be treated with convalescent plasma. You have to sign this consent form to take part in the study. If you are under 16 years old your parents or guardian(s) must sign the consent form. If you are unable to give consent your next of kin may sign the consent form on your behalf. The consent will be noted in your medical records.
BACKGROUND INFORMATION ABOUT THE STUDY
COVID-19 is caused by the new respiratory virus SARS-CoV-2. The virus can cause a number of symptoms, including coughing, fever and breathing difficulties, and may have a fatal outcome. There are currently no established treatments or vaccines that can counter COVID-19. 

People who have caught COVID-19 and recovered produce antibodies which it is believed may help fight the virus. In the case of some other viral illnesses, it has been shown that treatments with plasma (the liquid component of blood which contains, among other things, antibodies) from people who have recovered (convalescents) speeds up recovery from the illness. We believe that patients with COVID-19 may experience a shorter and milder disease progression if they are treated with convalescent plasma, since the antibodies help fight the SARS-CoV-2 virus.

The study entails data gathering and blood sample analysis from patients who are treated with COVID-19 convalescent plasma (fresh frozen plasma from approved blood donors who have been diagnosed with COVID-19 and generated neutralising antibodies against the SARS-CoV-2 virus).

The purpose of the study is to gather data about the safety of, and disease progression after, treatment of COVID-19 with convalescent plasma. 

DECLINING PARTICIPATION
If you decide not to take part in this study, there will be no negative consequences for you or your treatment. You will still receive treatment with convalescent plasma at your doctor’s discretion.
EXAMINATIONS, BLOOD TESTS AND OTHER STEPS PARTICIPANTS WILL HAVE TO GO THROUGH
Before and after the treatment you will have to have additional blood tests and throat swabs and we will take your temperature to assess your condition. We do this to measure the effectiveness of the treatment.
This study does not include genetic analysis.

FOLLOW-UP
In giving your consent to this study you agree that we can contact you at a later date to follow-up on your state of health after treatment. You respond to this request on a voluntary basis.

SCHEDULE – WHAT HAPPENS WHEN?
Prior to the plasma treatment we may need to take an extra blood test and throat swab from you. Following the treatment, we will gather medical records, examination outcomes and test results relevant to your condition. In addition, we will record your body temperature, examination results and relevant observation on the treatment day (or the following day if the treatment finishes after 6pm), at any subsequent treatments, 1, 5 and 10 days after treatment, and on the day you are discharged from hospital.
Potential Advantages
If you participate in the study, extra samples will be taken which means that your doctor can follow the disease progression in more detail than usual. This can have a bearing on your treatment during your stay in hospital. 

POTENTIAL DISCOMFORTS/DISADVANTAGES

Participants can expect a few extra blood samples to be taken. We will do our best to co-ordinate this with routine testing to avoid unnecessary discomfort.

INFORMATION

You will be notified as soon as possible if new information comes to light which may influence your decision to participate in the study. You will also be notified about potential decisions/situations which may affect your participation in the study.

Participants in the study are covered by the Patient Injury Compensation system.

SECTION B – DATA PRIVACY, BIOBANK, FUNDING and INSURANCE

DATA PRIVACY
We only register extracts from medical records connected to this disease, and results of examination and samples which describe your condition before and after treatment. We will not link to any other records.

Representatives from monitoring bodies in Norway and abroad may be given access to information from the study and relevant parts of your records for the purpose of checking that study data correspond to the equivalent data in your records. Everyone who has access to your information is bound by a duty of confidentiality. 

The data material will be analysed by researchers connected to the national project for convalescent plasma, NORPLASMA COVID-19.
SHARING MATERIALS AND DATA

By agreeing to participate in the study, you consent to us adding your anonymised information to a database run by the EU Commission, where data from all EU countries is gathered to act as basis for conclusions about the effectiveness and safety of the treatment. These results will form the basis for future work on quality and improvements.

RIGHT OF ACCESS AND STORAGE

If you agree to participate in the study, you have the right to access any information we hold about you. You also have the right to have any errors in the recorded information corrected. If you withdraw from the study, we will not collect any further information or materials from or about you. Information we already hold about you will not be deleted. 

FUNDING

The study is partially funded from the health trust budgets, and partially from research funding from external funding institutions. 

INSURANCE

You are insured under the Patient Injuries Act. 
INFORMATION ABOUT THe outcome of the study

As a participant, you are entitled to information about the outcome and results of the study. 
CONSENT 
participant consent
I hereby give my consent to participate in the study 

	(Participant Signature)
	(Date)


confirmation that information about the study has been given to the participant
I confirm that I have provided information about the study

	(Signature, Role on the Study)
	(Date)
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