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PARTICIPANT INFORMATION STATEMENT 
 

IRAS Project ID: 302479 
Full Project Title: Safety and tolerability of full spectrum cannabidiol 

dominant medical cannabis in treating symptoms 
associated with long COVID: A feasibility study  
 

Protocol No: BOD202102U 

Sponsor: Bod Healthcare Ltd 
Principal Investigator  Dr Elizabeth (Liz) Iveson 
Location: Steps Neurorehabilitation Unit 

Sheffield, United Kingdom 
  

 
 

1.  Introduction  

You are invited to take part in this research project because you have been diagnosed 
by your GP as experiencing the symptoms of Long COVID, also known as post-COVID-
19 syndrome. 

This Information Sheet and Consent Form tells you about the research project. It 
explains the purpose of the research, procedures and the possible risks involved. It also 
describes information we will collect, how that information will be used and with 
whom it will be shared.  

Please take time to read this information and discuss it with others if you wish. If there 
is anything that is not clear, or if you would like more information, please ask us. 

 
2. The purpose of the study 

A medicinal cannabis product called MediCabilis Cannabis sativa 50 (referred to as 
MediCabilis throughout the rest of the document) is being tested to see if it can 
improve the symptoms of Long COVID. This study is a feasibility study, which is a small 
initial study to help assess the medication in individuals with Long COVID as it has not 
been prescribed for this condition before. We will be closely monitoring how well this 
medication is tolerated, any side effects, feedback on dosage, plus gaining a greater 
understanding of Long COVID during this monitoring processes. We will recruit 30 
participants in the study.  

This is a clinical trial of an unlicenced investigational medical product. This means the 
medicine has not yet been approved by the Government’s Medicines and Healthcare 
products Regulatory Agency (MHRA) for treatment of specific illness. However, the 
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medicine meets Good Manufacturing Practice (GMP) standards to ensure patients 
receive high quality products. It has been legal for a specialist doctor to prescribe 
cannabis-based products for medicinal purposes in the UK since November 2018. 
MediCabilis is currently prescribed in the UK and around the world for a number of 
symptoms, including similar ones to those that are commonly reported in Long COVID, 
such as anxiety, pain, mood disturbances and fatigue. Dr Iveson is an experienced 
medical cannabis prescriber and will be prescribing and supervising this study. To date 
more than 13,000 prescriptions have been written in Australia and over 500 in the UK.  

If you agree to take part in the study, you will be prescribed the medicinal cannabis by 
Dr Iveson, Consultant in Neurorehabiltation, supported by a nurse. You will be 
regularly reviewed and asked to report on your health over a six-month period. 

 

3. What is MediCabilis? 

MediCabilis is the trade name for a medicinal cannabis oil which is an extract of the 
cannabis plant. It is a ‘cannabidiol (CBD) dominant’ product, which means it contains 
mainly CBD oil. There are many different active ingredients within the cannabis plant, 
which are known to have various properties. The most well-known ingredients are CBD 
and tetrahydrocannabinol (THC), which are called cannabinoids. The cannabis plant 
itself contains more than 120 cannabinoids, but these have been the most studied. 
CBD from the hemp plant is available to buy over the counter as a food supplement, 
does not cause impairment and is commonly purchased for help with anxiety and 
stress symptoms. MediCabilis is mainly CBD but it is from the cannabis plant and is a 
‘full spectrum’ plant extract, which means the product contains small amounts of other 
several naturally occurring cannabis plant extracts as well as CBD, including a very 
small amount of THC (which is the dominant ingredient of recreational cannabis). THC 
is legal to prescribe for medical indications and is currently prescribed for pain, as a 
muscle relaxant and for mood disorders such as depression and post-traumatic stress 
disorder (PTSD). The amount of THC in this medication is very low. MediCabilis 
contains 50 mg/mL CBD and 2 mg/ml THC.  

 
4. What is involved? 

You will have an initial screening call with the study coordinator where the study will 
be explained to you and eligibility criteria will be discussed. If following this 
information, you are still interested in potentially participating in the study, you will be 
invited for a call with the research nurse (Carol Croser). We will then ask permission to 
contact your GP and obtain a summary of your current medication and past medical 
history, to ensure the prescribing doctor has all the information she requires to ensure 
there are no reasons in principle why you couldn’t be prescribed medical cannabis.  
The diagnosis of Long COVID and recent investigations such as liver function tests will 
also be confirmed.  
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We will send you the consent form to review and you will have the opportunity to ask 
any further questions over the telephone or a video call with the study nurse prior to 
the face-to-face appointment.  

You will be then be invited to an initial appointment at the Nuffield Hospital at York 
with the Specialist Consultant and nurse. During the appointment, the specialist doctor 
will discuss the study again with you, assess you clinically, and answer all your 
questions. 

One of the exclusion criteria for safety is pregnancy, and if indicated you will be asked 
to do a pregnancy test at this visit prior to any enrolment. This will be repeated at 
month 6.  

If after this initial consultation you then would like to join the study group, and there 
are no concerns from the clinical team based on their clinical assessment, you will be 
asked to sign the consent form and will be enrolled into the study.  

Baseline questionnaires will be completed and a prescription for MediCabilis will be 
completed by the study doctor.  

MediCabilis will be prescribed in liquid form to be taken by mouth in the morning 
(07:00-09:00) and afternoon (13:00-15:00) every day. The doctor will start you on a 
low dose at first and this will be gradually increased over a two-week period and 
according to the dosing schedule provided. Starting at a low dose and increasing slowly 
has been shown to help you adjust to the medication and reduces the risk of short-
term side effects such as nausea and light headedness.  

The intended dose is to take 1ml of MediCabilis twice a day. This dose will be assessed 
by the clinical team at your monthly (every 4 weeks) reviews (or before if experiencing 
side effects for example), and can be adjusted if needed by the study doctor, who has 
experience in prescribing MediCabilis for other conditions. After five months (20 
weeks), the dose will be reduced to stop over a week, followed by three weeks without 
the medication. 

You will be asked to come to the clinic or have a telemedicine appointment (via Zoom 
or telephone) to see the doctor or nurse every month (every 4 weeks) for six months 
to discuss your progress and to have any questions that you may have answered. The 
purpose of this review is a clinical one and to ensure you feel well supported during 
the study. During this appointment the following information will be collected; 

• Your current health status 
• Your medical history  
• What drugs you are currently taking including supplements and over the counter 

herbal remedies 
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• How well tolerated the medication is and record any side effects (note you will be 
asked to report any unexpected or significant side effects or concerns to the 
study team at any time during the study period too)  

Each month questionnaires will also be completed using an app on your smartphone to 
assess how you feel and how Long COVID is affecting your quality of life. The Eva app 
will be used (available here: https://alta-flora.com) and you will be provided with a link 
to access the questionnaires on the app.  

We recognise that common symptoms in individuals with Long COVID are palpitations, 
an increased heart rate on exertion and breathlessness. To ensure we are monitoring 
these in the context of taking this medication, we plan to use a Fitbit watch to record 
your vital signs. You will be given a Fitbit watch to wear which will record your heart 
rate, oxygen saturations, the number of steps walked each day and your sleep quality. 
We will ask you to wear it every day and charge it approximately every six days. We 
will ask you to download the Fitbit app to record the Fitbit data (available here: 
https://www.fitbit.com/global/us/setup). You will be given an invitation link from 
Fitabase to register your Fitbit account to the study so we can access the Fitbit data for 
the duration of the study.  You will have access to your own results during this time via 
the Fitbit app.  

You will also be given a blood pressure monitor to record your blood pressure at 
home. Your clinic nurse will show you how the monitor works. We will also record your 
blood pressure during face-to-face clinic visits.  

For seven days each month we will ask you to grade your key symptoms associated 
with Long COVID using an app on your smartphone.  We expect this to take no more 
than 4 to 5 minutes per day. 

Your study nurse/doctor will give you a contact telephone number should you need 
any further help and support outside the monthly reviews. 

5. Are there any risks? 

There have not been any previous studies using MediCabilis for Long COVID. However, 
a safety review on MediCabilis showed no significant side effects. MediCabilis is being 
prescribed in the UK for other conditions, such as chronic fatigue syndrome and 
myalgic encephalomyelitis (ME), that more recent studies are suggesting share 
similarities with some symptoms of Long COVID, and no significant side effects have 
been reported to date.  There have also been several clinical studies completed using 
the active ingredient CBD, which show that it is generally well tolerated and has a good 
safety record. The purpose of the study is to assess this in more detail. You will be well 
supported during the study by an experienced clinical team and any concerns assessed 
promptly. 
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Like all medicines, this medicine can cause side effects, although not everybody gets 
them. The most commonly experienced side effects (affecting less than 1 in 10 people) 
of MediCabilis are: 

• Drowsiness (8% or 8 in 100) 
• Nausea (8% or 8 in 100) 
• Sedation (8% or 8 in 100)  
• Altered sensory perception (8% or 8 in 100) 

The dosing schedule has been set in order to try and minimize the chances of side 
effects – from our experience with this medication so far most occur on starting the 
medication, are transient and can be minimized by starting at low doses and increasing 
slowly.  
 
The amount of THC (Cannabinoid found in cannabis) in MediCabilis is less than 0.2% (or 
2 mg/mL) which is a very small dose and is counteracted by the amount of CBD in the 
medication. Therefore, psychiatric effects are not expected from MediCabilis.  These 
would include feeling depressed or disoriented, feeling over-excited or losing touch with 
reality, have difficulty speaking, eating (more or less than usual), or seeing/hearing 
things that are not there (hallucinations) and would need to be reported to the study 
doctor promptly. Since MediCabilis contains some THC, there is a chance that THC could 
be detected in your saliva or blood.  
 
As per all medications, you should not drive if you feel drowsy or impaired in any way. 
You may need to show a copy of your prescription if asked and also the study team will 
be able to advise. 
 
We will ask you to report all side effects, even minor ones, that you may experience to 
the study doctor as soon as possible (within 48 hours), who will assist you in arranging 
appropriate medical treatment. The study team will record and review all adverse 
events that are reported during the study and an independent safety committee will 
also review them too and can stop the study at any time if there are any safety 
concerns. In an emergency you should as always call 999.   

 
You can also report side effects directly via United Kingdom Yellow Card Scheme - 
Website: www.mhra.gov.uk/yellowcard  
 

6. How would taking MediCabilis affect my contraception choices? 
All male and females of childbearing potential must use highly effective contraception 
from the time of signing consent until 3 months (12 weeks) after the MediCabilis 
treatment has stopped. Highly effective contraception includes the implant, the coil, 
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combined hormonal contraception, sexual abstinence (subject to conditions of your 
current lifestyle) and male/female sterilisation.  
 
However, medical cannabis may reduce the effectiveness of some forms of hormonal 
contraceptives. Therefore, if you are using hormonal contraception such as the oral 
contraceptive pill or contraceptive implant, you should use an additional non-
hormonal/reliable barrier method (e.g. condoms) of contraception from the time of 
signing informed consent until 3 months (12 weeks) after the treatment has stopped.   
 
The study doctor will discuss the contraception criteria with you in detail during your 
initial consultation.  

 
7. How would taking MediCabilis affect travel abroad?  

MediCabilis is a cannabis extract and cannabis is still an illegal drug in some countries. 
Legal status for its use and possession may vary between countries. The study team 
can help advise you regarding this prior to any travel, and help provide you with any 
documentation that is required prior to any travel. If you are traveling to countries 
where medical cannabis is not legalised, you will not be able to take MediCabilis with 
you and may have to stop the study. In the majority of Europe, the use of cannabis for 
medical purposes is legal.  

 
8. How will I benefit from the study? 

It is currently unknown whether MediCabilis improves symptoms of Long COVID. 
However, it is possible that use of this drug during the study may help improve these 
symptoms. The purpose of the study is to identify if the drug makes a difference. 

Regular reporting of symptom severity and monitoring of symptoms using wearable 
technology (Fitbit watch) may help you gain insight into your symptoms. 

Further, your participation in this study may help develop important scientific 
knowledge that could contribute to the development of a new medication and better 
treatment of patients with similar conditions to yours.  

9. Will my General Practitioner (GP)/family doctor be informed of my 
participation?  

Your GP will be notified of your participation in this study and of any clinically relevant 
information noted by the study doctor in the conduct of the trial.   

10. What if I don’t want to take part in this study, or if I want to withdraw later? 
Participation in this study is voluntary. It is completely up to you if you participate.  
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If you wish to withdraw from the study once it has started, you can do so at any time 
without giving a reason by contacting the study doctor or clinical research nurse.   

 
11. How will my confidentiality be protected? 

Your records relating to this study and any other information we collect will be kept 
strictly confidential. Your identity will not be revealed and your confidentiality will be 
protected in any reports of this study which may be published.  
 
In the event you are admitted to hospital as a result of an adverse event resulting 
from this study, your treating doctor may require access to your study records. 
 
Data from the study and your study medical record will be kept for at least 10 years 
with all other study related documents. 
 
The data may be reviewed by authorised individuals from Drug Science, Bod Healthcare 
Ltd, contractors, Health Authorities or Government Agencies and delegates of the NHS 
Human Research Ethics Committee for the purpose of confirming the accuracy of the 
research study data. By signing the consent section, you authorise release of, or access 
to, this confidential information to the relevant study personnel and regulatory 
authorities as noted above.   

 

12. What will happen to my data? 

How will we use information about you?  

We will need to use information from you and from your medical records for this 
research project.  

This information will include your name, NHS number and contact details. People will 
use this information to do the research or to check your records to make sure that the 
research is being done properly. 

What are your choices about how your information is used? 

You can stop being part of the study at any time, without giving a reason, but we will 
keep information about you that we already have.  

We need to manage your records in specific ways for the research to be reliable. This 
means that we won’t be able to let you see or change the data we hold about 
you. People who do not need to know who you are will not be able to see your name 
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or contact details. Your data will have a code number instead. We will keep all 
information about you safe and secure.  

Some of your information will be sent to Australia. They must follow our rules about 
keeping your information safe.  

Once we have finished the study, we will keep some of the data so we can check the 
results. We will write our reports in a way that no-one can work out that you took part 
in the study.  

Where can you find out more about how your information is used? 

You can find out more about how we use your information  

• at www.hra.nhs.uk/information-about-patients/ 

• the leaflet available from www.hra.nhs.uk/patientdataandresearch 

• by asking one of the research team 

• by sending an email to Dr Hannah Thurgur 
(hannah.thurgur@drugscience.org.uk) or  

• by ringing us on 07385 613429 

13. Expenses  
You will not be paid for taking part in the study, but you will be able to claim travel 
costs for your hospital appointments. 
You will not be charged for the prescription of MediCabilis.  
 

14. What happens if I suffer injury or complications as a result of the study? 
Your safety and good clinical care are the study team’s priority. In the first instance, 
the clinical study team or your GP/111 should be contacted, so you can be reviewed 
promptly from a clinical perspective if you have any complications or injury. Any 
complications or injury will be taken very seriously and recorded and reviewed in a 
structured way by Dr Iveson and an independent Doctor, Professor Barnes. All the 
contact details will be given on enrolment.  
 
Bod Healthcare Ltd will provide indemnity for this study. You may have a right to take 
legal action to obtain compensation for any injuries or complications resulting from 
the study.  Compensation may be available if your injury or complication is caused by 
the drugs or procedures, or by the negligence of any of the parties involved in the 
study.  
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15. Who is running the study, and how is this study being paid for? 

This study is funded by Bod Healthcare Ltd and conducted by Drug Science. Your GP is 
not being paid to participate in this study.  

No member of the research team will receive a personal financial benefit from your 
involvement in this research project (other than their ordinary wages). 

16. What happens with the results, and will I be told the results of the study? 
If you give us your permission by signing this consent document, we plan to publish 
data in scientific journals and present the findings to healthcare professionals and 
consumers at national and international conferences. In any publication, presentation 
or public report, information will be provided in such a way that you cannot be 
identified. You will be informed of any results and findings published from the study 
and can be provided with either an electronic or paper copy of any publications on 
request.  

17. What should I do if I want to discuss this study further before I decide? 

When you have read this information, your doctor or a someone from the study team 
will discuss it with you and any queries you may have.  You may wish to take the time 
to discuss your participation with others (e.g. family, friends, general practitioner) 
before you decide.  
If you have any further questions regarding this study, please do not hesitate to 
contact Dr Hannah Thurgur (Study coordinator - 
hannah.thurgur@drugscience.org.uk,  07385 613429), Carol Croser (Study nurse - 
carol.croser@drugscience.org.uk) or Dr Elizabeth Iveson (Study doctor - 
liz.iveson@nhs.net). 

18. What happens if new Information arises during the study? 

During the research project, new information about the risks and benefits of the 
product may become known to the researchers. If this occurs, you will be told about 
this new information. This new information may mean that you can no longer 
participate in this research. If this occurs, the person(s) supervising the research will 
stop your participation. In all cases, you will be offered all available care to suit your 
needs and medical condition.  

19. What if I have a complaint or any concerns about the study? 

If you are concerned about the way this study is being conducted or you wish to make 
a complaint to someone independent from the study, please contact Professor Mike 
Barnes via his secretary- gillian.aitken@mapletreeconsultants.co.uk. Please quote the 
study title and protocol number.  
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CONSENT FORM 

IRAS Project ID: 302479 
Full Project Title: Safety and tolerability of full spectrum cannabidiol 

dominant medical cannabis in treating symptoms 
associated with long-COVID: A feasibility study  
 

Protocol No: BOD202102U 
Sponsor: Bod Healthcare Ltd 
Principal Investigator  Dr Elizabeth (Liz) Iveson 
Location: Steps Neurorehabilitation Unit 

Sheffield, United Kingdom 
 

  

Participant identification number ……………………….. 

If you agree, please initial box  

1. I confirm that I have read the information sheet dated.................... 
(version............) for this study or someone has read it to me in a 
language that I understand. I have had the opportunity to consider 
the information, ask questions and have had these answered 
satisfactorily.  

 

2. I understand the purposes, procedures and risks of the research 
described in the project.  

3. 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.  

 

4. I understand that relevant sections of my medical notes and data 
collected during the study may be looked at by individuals from Drug 
Science, the Sponsor (Bod Healthcare Ltd), from regulatory 
authorities [and from the NHS Trust(s)], where it is relevant to my 
taking part in this research. I give permission for these individuals to 
have access to my records.  

 

5. I agree to my General Practitioner being informed of my 
participation in the study.  

 

6. I understand that I will be given a signed/dated copy of this 
document to keep.  
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7. I agree to take part in this study.   

 

Name of participant 
(printed)  ……………………………………………...............…………… 

Signature  

Date _____/______/________ 

 

Name of doctor 
(printed)  ……………………………………………...............…………… 

Signature  

Date _____/______/________ 

 

*1copy for participant; 1 copy for researcher site file; 1 (original) to be kept in 
medical notes (if participant is a patient).  
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REVOCATION OF CONSENT 
 

IRAS Project ID: 302479 
Full Project Title: Safety and tolerability of full spectrum cannabidiol 

dominant medical cannabis in treating symptoms 
associated with long-COVID: A feasibility study  
 

Protocol No: BOD202102U 
Sponsor: Bod Healthcare Ltd 
Principal Investigator  Dr Elizabeth (Liz) Iveson 
Location: Steps Neurorehabilitation Unit 

Sheffield, United Kingdom 
 

I hereby wish to WITHDRAW my consent to participate in the study described above 
and understand that such withdrawal WILL NOT in any way effect any treatment or 
my relationship with my doctor. 
 
Strike out whichever is not applicable: 

  
I do not want any further involvement or follow up in regard to this research project  

OR 
I agree to be involved for follow up only until the end of the research project.   

 
 
 

_________________________   _______________________  
 _______________ 
Signature of participant   Please PRINT name    Date 
  
 
 
_________________________   _______________________  
 _______________ 
Acknowledgment by   Please PRINT name    Date 
Investigator 

*1copy for participant; 1 copy for researcher site file; 1 (original) to be kept in 
medical notes (if participant is a patient).  
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