Patient information sheet and Consent form [image: ][image: ]
[image: ]
[image: ][image: ]
image1.emf
SIIT
By nAm.
$ 4 AN

<
Q \>
SJIL TR

=ik

.

UKCRC
Registered
Clinical
Trials Units

L7

f.
“ ";{"9
g

v
I
A7

[To be printed on locally headed paper]

EXCHRLIBUR

UNIVERSITY OF

Southampton

Patient Information Sheet

Study Title: Treating Acute Exacerbation of COPD with Chinese Herbal Medicine to aid

Antibiotic Use Reduction

This study is also known as EXCALIBUR

We would like to invite you to take part in a research trial about
Chinese herbal treatment for flare-ups (“acute exacerbations”)
of COPD.

Your doctor or nurse has given you this information sheet
because they would like you to think about taking part in the
EXCALIBUR trial.

You are being invited to take part in the EXCALIBUR trial because
you are presently experiencing a flare-up of your COPD, which
started in the last 21 days.

Before you decide whether or not to take part, it isimportant that
you understand as much as possible about what is being done and
what is involved, so:

e Please take the time to read this information carefully.

e Please feel free to ask your doctor or nurse any questions
you may still have after reading this information sheet.

Do | have to take part? No. It is entirely up to you if you take part
in the trial or not. If you choose not to take part, the care you
receive from your own doctor or nurse will not be affected in any

way.

If | start the trial, can | stop if | want to? Yes. If you choose to
take part in the trial, you are free to stop at any point without
giving a reason—the standard of care will not be affected.
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Important things you need to know about EXCALIBUR:

1) You will need to sign a consent form before taking part in the trial to confirm that you understand
it and agree to take part.

2) The trial medication is a combination of 8 different herbs contained within a gelatine capsule.

3) You will be put into one of two treatment groups. Your treatment will be decided by chance: this
process is called “Randomisation”.

4) One of the treatment groups is a placebo group. The placebo is a capsule that contains an inactive
substance that has no medical properties. You will have a 50% chance of receiving the herbal
treatment.

5) Neither you nor your GP will know whether you are receiving the real herbal treatment or the
placebo.

6) You will be asked to take the medication for 14 days.

7) Your GP may prescribe antibiotics to you as well as the herbal treatment or placebo and will advise
you on when to start taking the antibiotics.

8) You will be asked to complete a treatment and symptom diary for up to 28 days.

9)  You will receive calls from the research team to discuss diary completion.

10) We have no evidence that the trial medication would cause any harm if taken by women who are
pregnant or breastfeeding, but to be on the safe side these women are not allowed to take part in
the study. Also women who are able to become pregnant will not be allowed to participate unless
they are using effective contraception.

11) You can stop taking part in the trial at any time, without giving a reason and without affecting the

care that you receive.

1. Why we are doing the EXCALIBUR trial?

Patients with COPD commonly experience flare-ups (“acute exacerbations”) and antibiotics are often prescribed.
However, only one in three flare-ups are caused by bacterial infections and are helped by antibiotics. The
remaining two out of three flare-ups are caused by viruses or environmental factors and in these cases,
antibiotics will not help. If you take antibiotics, you are more likely to suffer from an infection from drug-resistant
bacteria in the future, so it is important to find a safe and effective way to control the symptoms of COPD flare-
ups without using antibiotics. There is evidence, based on studies conducted in China, that a herbal combination
treatment called Shufeng Jiedu could help control symptoms of COPD flare-ups.

We would like to know whether the herbal combination, Shufeng Jiedu, could be an alternative to antibiotics.
This study will not answer this question but will help us to plan a large, full-scale trial.

2. Who is this trial for?

This trial is for men and women aged 40 years and over; who have a diagnosis of COPD; and are experiencing a
flare-up of their COPD, which started in the last 21 days. There are different things, including your current
symptoms and medical history, that your doctor will take into account to make sure that you are suitable to take
part in the EXCALIBUR trial.

In this trial we aim to recruit 80 patients from 10 GP practices in the Wessex region.
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3. More about the trial medicine

The trial medication on the EXCALIBUR trial is a patented traditional Chinese medicine called “Shufeng Jiedu”
(SFJD). SFID is a standardised combination of eight herbs, all of which have been used in traditional Chinese
Medicine for centuries and are individually available through consultation with a medical herbalist in the UK.
These herbs are:

English names and plant parts Botanical species Chinese name
Japanese Knotweed, rhizome Fallopia japonica Hu Zhang
Weeping Forsythia, fruit Forsythia suspensa Liao Qiao
Indigo Woad; root Isatis indigotica Ban Lan Gen
Chinese thoroughwax; root Bupleurum chinense Chai Hu
Yellow Flowered Valerian; herb Patrinia scabiosaefolia Bai Jiang Cao
Vervain; herb Verbena officinalis Ma Bian Cao
Reed; rhizome Phragmites communis Lu Gen
Liquorice; root Glycyrrhiza uralensis Gan Cao

SFID is already widely used in China for the treatment of coughs and colds. Preliminary research conducted in
China indicates that SFJD may also help the symptoms of flare-ups of COPD, though further research is needed
to confirm this. The trial medication and matching placebo will be prepared by the company in China (Anhui
Jiren Pharmaceutical Co. Ltd) which has been manufacturing and marketing the product in China since 2009. Its
quality will be controlled and tested by a quality assurance company in Germany (Phytochem Ltd) before
importing into the UK.

4. What will | have to do if | decide to take part?

Screening

After reading this information sheet and asking your nurse or doctor any questions, you will be asked if you
agree to take part in the trial. The nurse or doctor will carry out a routine clinical examination, consult your
medical notes and ask you questions about your medical history. If you are suitable to take part in the trial, you
will be asked to sign a consent form.

Tests

Once you have been screened and found eligible for the trial, your GP may decide, as part of your standard care,
to undertake some tests so that they can understand better how to treat your COPD flare-up. You may be asked
to provide a small amount of blood for a C-reactive protein (CRP) test. You may also be asked to cough up some
phlegm for a colour chart test. If these tests are undertaken, we will ask your GP to record the results which will
help us identify what may have caused your flare-up.

Allocation to a treatment group

Sometimes we do not know which way of treating people is best. To find out, we need to put people into groups
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and give each group a different treatment. To try and make sure the groups are the same to start with, each
participant is put into a group by chance (randomly). The results are then compared to see if one treatment is
better.

In this trial you will be allocated to receive:

- EITHER: four Shufeng Jiedu capsules, three times a day
- OR:four Placebo (dummy) capsules, three times a day

This means that you have a 1 in 2 chance of receiving the herbal treatment.

You will not know whether you have been given the real Shufeng Jiedu treatment or the dummy, and neither
will your nurse or doctor. However, you will be provided with a trial card which details the medication involved
in the trial and contact numbers so that, in the unlikely event that you feel unwell from taking the medication,
it is possible to find out whether you have been taking the real herb or the dummy capsules.

Antibiotic prescription

Along with your trial medication, you may be given an antibiotic prescription by your GP or nurse practitioner.
Your GP or nurse may instruct you to take the antibiotic immediately, give you a prescription for antibiotics but
ask you to delay using it, or prescribe no antibiotics. The doctor or nurse will tell you when to start taking any
prescribed antibiotic.

There are no known drug interactions between the trial medication or the placebo and COPD medication so you
can take the antibiotics or other medicines at the same time as taking the trial medication or placebo. However,
we ask that all medication you take by mouth (tablets, capsules, liquid medication, etc) to treat your COPD flare-
up are recorded in your participant diary.

Participant Diary

You will be given a 28-day paper diary to complete. The diary is divided into three sections.

The first section will be completed on the day you saw your GP or nurse. This section contains questions about
your gender, employment, ethnicity and smoking history, which allows us to understand our patient population.

The second section should be completed daily over the next 28 days, and contains:

1) The Treatment Diary in order to record:
o Trial Treatment use (14 days)
o Antibiotics use (up to 28 days)
o Steroid Tablet Use (up to 28 days)
o Other medication use for your flare-up (up to 28 days)
2) A daily questionnaire to record symptoms of your COPD flare-up called the “EXACT-PRO”, and to tell us
when you feel that you have gotten better (up to 28 days).
3) A questionnaire to answer more general questions about your COPD called the “CAT” questionnaire (on
day 14 only).

You can stop completing the second section of the diary if you have completed at least 14 days of the participant
diary and the symptoms of your COPD have returned to their usual level for 7 days.

The third section, completed on day 28, contains:

1) Questions about the trial treatment and completing the diary.
2) A further CAT questionnaire
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3) General questions about your views on herbal treatment.

Please answer this section even if you stopped completing the treatment/symptom diary section before day 28.
We will give you a Freepost envelope so that you can return your completed diary to the Southampton Clinical
Trials Unit.

Final Questionnaire

A final CAT questionnaire to capture information about your COPD will be mailed out to you 12 weeks after you
started the trial. This will also come with a Freepost envelope and be sent by the Southampton Clinical Trials
Unit.

Follow Up Phone Calls

A member of the research team may phone you shortly after the second day of the study to answer any
questions you may have about completing the diary. The research team will also phone you after 2, 4 and 12
weeks to discuss the diary and questionnaires.

In order to contact you and provide the final questionnaire, we will need, with your permission, to collect and
store your contact details for the duration of the trial. This personal data will not be linked to any other trial
related documents.

The information that you record in the diary is very important to the success of the trial. If after five weeks we
have not received your diary or if there is information missing, a member of the research team will call you to
collect this key information.

Once you have returned your 28-day symptom/treatment diary, and your final 12 week follow-up questionnaire,
your participation in the trial is complete.

Qualitative Interviews

As part of the EXCALIBUR trial, we would like to talk to both people who entered the trial and those who chose
not to enter. We would be interested in your views about herbal medicine and delayed prescriptions of
antibiotics in the treatment of flare-ups of COPD. Additionally we would like to learn about your experience of
taking part in the EXCALIBUR trial or your reasons for not doing so.

We will be looking to interview up to 40 patients in this part of the trial.

Please let your GP or nurse know if you would be interested in taking part in these interviews.

5. What is the treatment schedule?

You will be given 168 capsules of trial medication and will be asked to take 4 capsules, 3 times a day, preferably
after meals. This treatment should be taken for 14 days.

It is best to take the trial medication after food, but no harm will be caused if you take it at other times.

If you forget to take your trial medication, do not take twice the dose but continue to take your usual dose at
the usual time.

When you have finished your 14-day course of trial medication, you will be asked to return any unused trial
medication or the empty packaging to the research team using the Freepost envelope provided.

If you stop taking the trial medication prior to completing the 14-day course, we would like you to remain in the
study and continue to complete the patient diary as explained above. It’s important to us that all trial
information is captured even if you do not take a complete medication course.
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6. What are the possible side effects?

Millions of patients take Shufeng Jiedu every year in China. Side effects of Shufeng Jiedu are uncommon and are
no more frequent than in patients taking antibiotics. Where side effects have been reported, the most common
are an upset stomach (nausea, vomiting, diarrhoea, abdominal discomfort), a rash or dizziness.

In the very unlikely event of a serious reaction to the trial medication, please stop taking the trial medication
and seek medical advice immediately following the instructions on the trial card that you will be given.

7. What are the possible benefits, risks and disadvantages of taking part in the trial?

Possible benefits:

e It is not known whether you will have any additional benefit from taking part in this trial. However, your
participation will give important information about how best to treat people with flare-ups of their COPD.

Possible risks/disadvantages:

e You may experience mild side effects from taking the trial medication.

8. More about contraception and pregnancy during the trial

Women

If you are pregnant or breast feeding, you will not be able to enter the EXCALIBUR trial. Women who are of child-
bearing potential must be using effective contraception to enter the trial.

If you become pregnant during the trial, you must stop taking the study medication and tell your doctor
immediately. We will need to follow the pregnancy, with your permission, to check that the trial drug has not
caused any problems.

9. Other questions you may have about the trial

Do I have to take part?

No, it is entirely up to you to decide whether or not to take part. If you decide you want to take part, you will
need to sign a consent form to show you have agreed to take part.

What does informed consent mean?

No-one can enter you into the trial without your permission. To help you decide if taking part in a trial is right
for you, the trial doctor/nurse should discuss the trial with you in depth. The most important thing is that you
should feel satisfied that you know enough about the trial to make an informed decision. You should feel free
to ask as many questions as you need to.

If you decide to take part in the trial, you will be asked to sign a consent form which confirms that you agree to
take part.

What if | change my mind?

You can withdraw from the EXCALIBUR trial at any time and you do not have to give a reason. The standard of
your care will not be affected. Information collected up to the time you withdraw may still be used. Please let
your doctor know if you wish to withdraw and he/she will carry on your care in the normal way.

If you withdraw from the study, we will keep the information that you have already given us, unless you
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specifically tell us that you don’t agree to this.

Will my taking part in this trial be kept confidential?

Yes. Your participation and the information we collect about you will be kept strictly confidential.
Research Data

We will be using information from you and your medical records in order to undertake this study. We are
responsible for looking after your information and using it properly. The Southampton Clinical Trials Unit will
keep your non-identifiable research data for 10 years after the study has finished.

Non-identifiable data, managed by the Southampton Clinical Trials Unit, will be held on the online clinical trial
database software Medidata Rave. This software is hosted on secure servers in the EU and the US. Access to this
data will be strictly controlled by the Southampton Clinical Trials Unit and no third parties will be granted access
to the Medidata servers holding your research data. All applicable Data Protection legislation will be obeyed by
the University of Southampton.

In order to properly manage your data and ensure the research is reliable and accurate, your rights to view,
change or move the research information we collect about you are limited. You can find out more about how
we use vyour information on the Southampton Clinical Trials Unit website at
https://www.southampton.ac.uk/ctu/about/index.page or you can contact the Southampton Clinical Trials Unit
on 023 8120 5154 and ask to speak to the EXCALIBUR team.

Your GP Practice will collect information from you and your medical records for this research study in accordance
with our instructions. Only members of the research team at your GP practice and responsible members of the
University of Southampton may be given access to data about you for monitoring purposes and/or to carry out
an audit of the study to ensure that the research is complying with applicable regulations. Individuals from
regulatory authorities (people who check that we are carrying out the study correctly) may look at your medical
and research records to check the accuracy of the research study. All of these people have a duty to keep your
information strictly confidential.

Your GP practice will keep identifiable information about you from this study for 10 years after the study has
finished.

Contact Details

As mentioned in Section 4, your contact details will be stored at the Southampton Clinical Trials Unit so that we
can contact you about your diary completion and send you the final trial questionnaire. Your details will be
stored securely at the Southampton Clinical Trials Unit in a locked filing cabinet and/or electronically with
password protection.

Only authorised members of staff will be able to see and use your details, following strict guidelines. The people
who analyse the information will not be able to identify you and will not be able to find out your name, NHS
number or contact details.

We will also, with your permission, share your contact details with members of our research team who will be
conducting interviews about the EXCALIBUR trial to find out your views on taking part in the trial.

Consent Forms

A copy of your consent form, containing your name and initials, will be sent to the Southampton Clinical Trials
Unit for confirmation of your consent. This form will be kept securely, as detailed above, for the duration of the
trial.

Data Protection Privacy Notice

See Addendum 1 for information regarding the University of Southampton’s Data Protection Privacy Notice.
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Expenses and Payment

You will receive a £10 shopping voucher as a thank you for taking part in the trial, and a £20 shopping voucher
if you take part in the Qualitative Interviews.

What happens if something goes wrong?

If you decide to take part in the EXCALIBUR trial and feel concerned about any part of the trial at any point, you
should contact your research doctor/nurse as soon as possible. Your clinical research team will do their best to
help you and answer your questions.

If you wish to complain, or have any concerns about the way you have been approached or treated during the
EXCALIBUR trial, please contact the Research Integrity and Governance Manager at the University of
Southampton on 023 8059 5058 or by email to rgoinfo@soton.ac.uk. If you remain unhappy and wish to
complain formally, you can do this through the normal National Health Service Complaints Procedure. Details
can be obtained through the following NHS website:

http://www.nhs.uk/choiceintheNHS/Rightsandpledges/complaints/Pages/AboutNHScomplaints.aspx

Please be aware that in the unlikely event that you are harmed as a result of taking part in the EXCALIBUR trial,
there are no special compensation arrangements. The University of Southampton provides clinical trials
indemnity insurance for negligence in its management or design of the trial and your GP provides professional
indemnity for any clinical negligence. If you are harmed because of someone’s negligence, you may be able to
take legal action but you may have to pay your own legal costs.

Who is organising and funding the trial?

This is a clinical trial coordinated by the Southampton Clinical Trials Unit. The trial is funded by the UK
Government, Department of Health and Social Care via Innovate-UK. The Sponsor is the University of
Southampton.

What will happen to the results of the trial?

At the end of the trial, any results will be analysed and presented at national or international meetings and will
also published in a medical journal. You will not be personally identified in any way in any reports or publications
that come from the EXCALIBUR trial. A public version of the trial results will be prepared and made available for
patients and members of the public; please ask your doctor.

When you agree to take part in a research study, anonymous information about your health and care may be
provided to researchers running other research studies in this organisation and in other organisations. These
organisations may be universities, NHS organisations or companies involved in health and care research in this
country or abroad. Your information will only be used by organisations and researchers to conduct research in
accordance with the UK Policy Framework for Health and Social Care Research.

Your anonymised information could be used for research in any aspect of health or care and could be combined
with information about you from other sources held by researchers, the NHS or government.

10. Contact information

If you have any further questions about your illness or available treatments please discuss them with your
doctor. If at any stage you have questions about EXCALIBUR trial, or would like to discuss your participation in
more detail, please contact:

Doctor’s name: [Insert]
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Name of GP surgery: [Insert]
Telephone number: [Insert]

Thank you for taking the time to read this information sheet.
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ADDENDUM 1

Data Protection Privacy Notice

The University of Southampton conducts research to the highest standards of research integrity. As a
publicly-funded organisation, the University has to ensure that it is in the public interest when we use
personally-identifiable information about people who have agreed to take part in research. This means
that when you agree to take partin a research study, we will use information about you in the ways needed,
and for the purposes specified, to conduct and complete the research project. Under data protection law,
‘Personal data’ means any information that relates to and is capable of identifying a living individual. The
University’s data protection policy governing the use of personal data by the University can be found on its
website (https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page).

This Participant Information Sheet tells you what data will be collected for this project and whether this
includes any personal data. Please ask the research team if you have any questions or are unclear what
data is being collected about you.

Our privacy notice for research participants provides more information on how the University of
Southampton collects and uses your personal data when you take part in one of our research projects and
can be found at:

http://www.southampton.ac.uk/assets/sharepoint/intranet/ls/Public/Research%20and%20Integrity%20P
rivacy%20Notice/Privacy%20Notice%20for%20Research%20Participants.pdf

Any personal data we collect in this study will be used only for the purposes of carrying out our research
and will be handled according to the University’s policies in line with data protection law. If any personal
data is used from which you can be identified directly, it will not be disclosed to anyone else without your
consent unless in the unlikely event that the University of Southampton is required by law to disclose it.

Data protection law requires us to have a valid legal reason (‘lawful basis’) to process and use your personal
data. The lawful basis for processing personal information in this research study is for the performance of
a task carried out in the public interest. Personal data collected for research will not be used for any other
purpose.

For the purposes of data protection law, the University of Southampton is the ‘Data Controller’ for this
study, which means that we are responsible for looking after your information and using it properly. The
University of Southampton will keep unidentifiable information about you for 10 years after the study has
finished, when it will be destroyed.

To safeguard your rights, we will use the minimum personal data necessary to achieve our research study
objectives. Your data protection rights — such as to access, change, or transfer such information - may be
limited, however, in order for the research output to be reliable and accurate. The University will not do
anything with your personal data that you would not reasonably expect.

If you have any questions about how your personal data is used, or wish to exercise any of your rights,
please consult the University’s data protection webpage
(https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page) where vyou
can make a request using our online form. If you need further assistance, please contact the University’s
Data Protection Officer (data.protection@soton.ac.uk).
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EXCALIBUR PREGNANCY FOLLOW-UP PATIENT INFORMATION SHEET

EXCALIBUR - Study of Shufeng Jiedu® (SFJD) capsules to aid antibiotic use reduction in acute
exacerbations of chronic obstructive pulmonary disease: a mixed-methods, double blind,
randomised placebo-controlled feasibility trial

Why have | been approached?

You are or were participating in a clinical study for the treatment of COPD flare-ups called the
EXCALIBUR trial. With your permission, we would like to follow your pregnancy and collect medical
information about your pregnancy and its outcomes.

Do | have to agree to be followed-up?

After reading this information sheet, your GP or nurse will answer any questions you have related to
the follow-up of your pregnancy. If you decide we can follow your pregnancy, you are still free to
withdraw from this follow-up at any time without giving a reason. If you decide not to participate in
this follow-up your ante-natal and post-natal care will not be adversely affected.

What will happen to me if | agree to my pregnancy being followed?

If you choose to take part, a doctor or nurse involved in the trial will ask for information related to
the progress and outcome of your pregnancy. This may include information related to the date your
pregnancy was confirmed, expected delivery date, the outcome of your pregnancy and the health of
your child at birth. We would also like to collect information as to whether the pregnancy went to
term or not.

How will my pregnancy information be used and disclosed?

Thank you for informing the study doctor that you are pregnant, as per the EXCALIBUR Trial Patient
Information Sheet. It is a common in trials for information to be collected about women who
become pregnant while they are participating in a trial, and therefore we would like to invite you to
participate in this safety monitoring activity. As the effects of the trial treatment on pregnancies and
their outcomes are unknown, this may help to understand the effects, if any, that the trial treatment
may have or have had on your pregnancy or your unborn child. Although the study doctor will collect
information about your pregnancy and outcome, the study doctor will not be responsible for any
expenses related to this pregnancy.

Will my taking part in the pregnancy follow-up be kept confidential?

Yes. The University of Southampton is the sponsor for this study. The Southampton Clinical Trials
Unit (SCTU) manage the study on their behalf. The SCTU will use information about you and the
outcome of your pregnancy as part of the study they are conducting and will act as the ‘Data
Controller’ for the study. This means that SCTU are responsible for looking after your information
and using it properly. Please see the University of Southampton Data Protection Privacy Notice for
more information. You can find out more about how we use your information at:
https://www.southampton.ac.uk/ctu/about/index.page
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Your GP Practice will keep identifiable information about you from this study for 10 years after the
study has finished. You can be assured that any data collected about your pregnancy and the
outcome of the pregnancy published will not identify you personally. Your medical records will only
be available to the doctors, nurses and staff at your GP practice directly involved in the EXCALIBUR
trial; and responsible individuals from the Sponsor or sponsor delegates from the Southampton
Clinical Trials Unit.

Trial Sponsor (University of Southampton) is responsible for ensuring compliance with current data
protection regulations and the protection of your privacy. Information collected relating to your
pregnancy will be held on the study specific database located on servers within or outside of the
European Economic Area. Access to this non-identifiable data will be strictly controlled. At the end of
the study, the non-identifiable data that has been collected will be archived and held securely for up
to 10 years.

Right to withdraw authorisation to release information

Your participation is voluntary and you are free to withdraw your authorisation at any time by
informing the study doctor. If you revoke your authorisation the GP or nurse will not collect any
new health information about you or your child. Refusal to participate in this safety monitoring
activity will not adversely affect you, your ante-natal and post-natal care or your participation in
future studies.

Who is organising and funding this research?
The study that you are participating in is being coordinated by the Southampton Clinical Trials Unit.
The EXCALIBUR trial is funded by the Department of Health and Social Care through INNOVATE UK.
The Sponsor is the University of Southampton.

If | would like to take part, what do | need to do?

If you sign the EXCALIBUR Pregnancy Informed Consent Form, you are giving permission for the
study team to undertake pregnancy follow-up with you for the purposes of safety monitoring
activity. You do not have to give this permission.

Your original consent form will be filed at your GP Practice securely and kept separate from any non-
identifiable information, a copy will be given to you and a copy will be sent to the Southampton
Clinical Trials Unit (SCTU) via secure e-mail and held securely. At the end of the study the original
consent form will be archived by the GP Practice who took the consent for a period of 10 years and
will be stored separately from any non-identifiable information provided. The copy sent to the SCTU
will be destroyed as confidential waste prior to the study being archived.

Contact information
If at any stage you have questions about taking part, or would like to discuss your participation in
more detail, please contact:

Doctor’s Name: [insert local information here]
Telephone Number [insert local information here]
Research Nurse’s Name: [insert local information here]
Telephone number: [insert local information here]

Thank you for taking time to read this information sheet.
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ADDENDUM 1

Data Protection Privacy Notice

The University of Southampton conducts research to the highest standards of research integrity. As a
publicly-funded organisation, the University has to ensure that it is in the public interest when we use
personally-identifiable information about people who have agreed to take part in research. This means
that when you agree to take part in a research study, we will use information about you in the ways needed,
and for the purposes specified, to conduct and complete the research project. Under data protection law,
‘Personal data’ means any information that relates to and is capable of identifying a living individual. The
University’s data protection policy governing the use of personal data by the University can be found on its
website (https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page).

This Participant Information Sheet tells you what data will be collected for this project and whether this
includes any personal data. Please ask the research team if you have any questions or are unclear what
data is being collected about you.

Our privacy notice for research participants provides more information on how the University of
Southampton collects and uses your personal data when you take part in one of our research projects and
can be found at:

http://www.southampton.ac.uk/assets/sharepoint/intranet/ls/Public/Research%20and%20Integrity%20P
rivacy%20Notice/Privacy%20Notice%20for%20Research%20Participants.pdf

Any personal data we collect in this study will be used only for the purposes of carrying out our research
and will be handled according to the University’s policies in line with data protection law. If any personal
data is used from which you can be identified directly, it will not be disclosed to anyone else without your
consent unless in the unlikely event that the University of Southampton is required by law to disclose it.

Data protection law requires us to have a valid legal reason (‘lawful basis’) to process and use your personal
data. The lawful basis for processing personal information in this research study is for the performance of
a task carried out in the public interest. Personal data collected for research will not be used for any other
purpose.

For the purposes of data protection law, the University of Southampton is the ‘Data Controller’ for this
study, which means that we are responsible for looking after your information and using it properly. The
University of Southampton will keep unidentifiable information about you for 10 years after the study has
finished, when it will be destroyed.

To safeguard your rights, we will use the minimum personal data necessary to achieve our research study
objectives. Your data protection rights — such as to access, change, or transfer such information - may be
limited, however, in order for the research output to be reliable and accurate. The University will not do
anything with your personal data that you would not reasonably expect.

If you have any questions about how your personal data is used, or wish to exercise any of your rights,
please consult the University’s data protection webpage
(https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page) where you
can make a request using our online form. If you need further assistance, please contact the University’s
Data Protection Officer (data.protection@soton.ac.uk).
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REC Number: XXXXXXXX 

IRAS ID: 268737 

 

EXCALIBUR PREGNANCY FOLLOW-UP PATIENT INFORMATION SHEET 

EXCALIBUR - Study of Shufeng Jiedu® (SFJD) capsules to aid antibiotic use reduction in acute 

exacerbations of chronic obstructive pulmonary disease: a mixed-methods, double blind, 

randomised placebo-controlled feasibility trial 

Why have I been approached? 

You are or were participating in a clinical study for the treatment of COPD flare-ups called the 

EXCALIBUR trial. With your permission, we would like to follow your pregnancy and collect medical 

information about your pregnancy and its outcomes. 

 

Do I have to agree to be followed-up? 

After reading this information sheet, your GP or nurse will answer any questions you have related to 

the follow-up of your pregnancy. If you decide we can follow your pregnancy, you are still free to 

withdraw from this follow-up at any time without giving a reason. If you decide not to participate in 

this follow-up your ante-natal and post-natal care will not be adversely affected. 

 

 

What will happen to me if I agree to my pregnancy being followed? 

If you choose to take part, a doctor or nurse involved in the trial will ask for information related to 

the progress and outcome of your pregnancy.  This may include information related to the date your 

pregnancy was confirmed, expected delivery date, the outcome of your pregnancy and the health of 

your child at birth. We would also like to collect information as to whether the pregnancy went to 

term or not.    

 

How will my pregnancy information be used and disclosed? 

Thank you for informing the study doctor that you are pregnant, as per the EXCALIBUR Trial Patient 

Information Sheet. It is a common in trials for information to be collected about women who 

become pregnant while they are participating in a trial, and therefore we would like to invite you to 

participate in this safety monitoring activity. As the effects of the trial treatment on pregnancies and 

their outcomes are unknown, this may help to understand the effects, if any, that the trial treatment 

may have or have had on your pregnancy or your unborn child. Although the study doctor will collect 

information about your pregnancy and outcome, the study doctor will not be responsible for any 

expenses related to this pregnancy.    

 

Will my taking part in the pregnancy follow-up be kept confidential? 

Yes. The University of Southampton is the sponsor for this study. The Southampton Clinical Trials 

Unit (SCTU) manage the study on their behalf. The SCTU will use information about you and the 

outcome of your pregnancy as part of the study they are conducting and will act as the ‘Data 

Controller’ for the study. This means that SCTU are responsible for looking after your information 

and using it properly. Please see the University of Southampton Data Protection Privacy Notice for 

more information. You can find out more about how we use your information at: 

https://www.southampton.ac.uk/ctu/about/index.page 
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Participant Information Sheet

EXCALIBUR - Qualitative Substudy

Study Title: Treating Acute Exacerbation of COPD with Chinese Herbal Medicine to aid Antibiotic
Use Reduction - Qualitative Substudy

Researcher: XXXXXX
IRAS number: 268737

You are being invited to take part in the above research study. To help you decide whether you would
like to take part or not, it is important that you understand why the research is being done and what
it will involve. Please read the information below carefully and ask questions if anything is not clear
or you would like more information before you decide to take part in this research. You may like to
discuss it with others but it is up to you to decide whether or not to take part. If you are happy to
participate you will be asked to provide verbal consent to the study.

What is the research about?

We would like to gain feedback from both people who entered the EXCALIBUR trial and those who
chose not to enter. We are interested in your views and experiences on whether the study process
could be improved, and if so how. If you joined the trial, we would like to learn about any difficulties
you may have encountered in the course of the trial. If you chose not to take part in the EXCALIBUR
trial, we are interested to know why. Whether you took part in the trial or not, we would like to know
what you think about herbal medicines and delayed prescriptions of antibiotics in the treatment of
flare-ups of COPD.

The EXCALIBUR trial and by extension these qualitative interviews are funded by the Department of
Health and Social Care and sponsored by the University of Southampton.

Why have | been invited to take part?

You have been informed about and/or invited to take part in the EXCALIBUR study. This is a study to
assess whether patients are willing to take a Chinese herbal medicine for flare-ups of COPD, and
whether they are willing to take part in a clinical trial which would include completing a diary of their
symptoms and treatment taken. Your experience is vitally important to help us answer these
questions.

We will be looking to interview up to 40 patients in these interviews.
What will happen to me if | take part?

If you agree to take part, a member of the research team will contact you. They will arrange a
convenient time with you to conduct a telephone interview. This interview will be recorded on a digital
audio recording device in order to transcribe your answers and compare with other interviews on the
study.

You will be asked about your views on herbal medicines and delayed prescriptions of antibiotics in
the treatment of flare-ups of COPD. If you took part in the EXCALIBUR main trial, your interview will
last between 30 minutes and an hour and you will be asked for your views on the treatment and trial
documents, such as the patient diary. If you did not wish to participate in the EXCALIBUR main trial,
your interview will last between 15 to 20 minutes and you will be asked about your reasons for not
taking part.
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Are there any benefits in my taking part?
The results of the qualitative interviews will help us in directing our future research and ensure our
research methods are as patient-friendly as possible. While you may not benefit from this directly, we

hope that by improving our research practices, we will be able to learn more about how best to
manage flare-ups of COPD.

You will receive a £20 shopping voucher after the interview as a thank you for taking part.
Are there any risks involved?

There are no risks in taking part in the qualitative interview section of the EXCALIBUR trial. The
interview will not ask any questions which are personal, sensitive or distressing.

Will my participation be confidential?

Your participation and the information we collect about you during the course of the research will be
kept strictly confidential.

Only members of the research team and responsible members of the University of Southampton may
be given access to data about you for monitoring purposes and/or to carry out an audit of the study
to ensure that the research is complying with applicable regulations. Individuals from regulatory
authorities (people who check that we are carrying out the study correctly) may require access to your
data. All of these people have a duty to keep your information strictly confidential.

For more information on the University of Southampton’s Data Protection Privacy policy, please see
Addendum 1.

Do | have to take part?

No, it is entirely up to you to decide whether or not to take part. If you agree to be interviewed, you
will need to verbally confirm your consent to take part at the beginning of the interview.

What happens if | change my mind?

You have the right to change your mind and withdraw at any time (before or after the interview)
without giving a reason and without your participant rights being affected.

Should you wish to withdraw your consent we would keep any information you had given us, unless
you specifically asked us to destroy it.

What will happen to the results of the research?

Your personal details will remain strictly confidential. Research findings made available in any reports
or publications will not include information that can directly identify you without your specific
consent.

The interview recording will be labelled with a code number and given to a typist who will type out
everything you said in the interview. The typist signs an agreement to keep everything you say in the
interview secret. We will remove any names, which would identify you or any other individuals.

The digital recording and the typed up record (transcript), identified only by the code number, will
be kept in a secure place at the Department of Primary Care at the University of Southampton.

We will analyse the text of the interview to identify the most important points. These will be compared
with other interviews. A scientific article will be written based on this information and will be sent to
a scientific journal for publication. The results may also be presented in reports and conference
presentations. Some selected quotes from your interview may be used in these publications, but your
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name and any identifiable information will never be mentioned. The recordings will be kept for up to
10 years on a securely encrypted, password-protected university computer in case we need to check
them.

Where can | get more information?

Should you have any questions regarding the EXCALIBUR qualitative substudy, you can contact the
lead researcher at XXXXX@soton.ac.uk.

What happens if there is a problem?

If you have a concern about any aspect of this study, you should speak to the researchers who will
do their best to answer your questions [insert research contact info when know].

If you remain unhappy or have a complaint about any aspect of this study, please contact the
University of Southampton Research Integrity and Governance Manager (023 8059 5058,
rgoinfo@soton.ac.uk).

Who has reviewed the study?

All research in the NHS is reviewed by an independent group of people called a Research Ethics
Committee, to protect your interests. This study has been reviewed by REC XxXXXXXX.

Further questions
If you have any further questions, | will try to answer them for you.

Contact: XXXXXX

Thank you for taking the time to read this information sheet.
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ADDENDUM 1

Data Protection Privacy Notice

The University of Southampton conducts research to the highest standards of research integrity. As
a publicly-funded organisation, the University has to ensure that it is in the public interest when we
use personally-identifiable information about people who have agreed to take part in research. This
means that when you agree to take part in a research study, we will use information about you in the
ways needed, and for the purposes specified, to conduct and complete the research project. Under
data protection law, ‘Personal data’ means any information that relates to and is capable of identifying
a living individual. The University’s data protection policy governing the use of personal data by the
University can be found on its website (https://www.southampton.ac.uk/legalservices/what-we-
do/data-protection-and-foi.page).

This Participant Information Sheet tells you what data will be collected for this project and whether
this includes any personal data. Please ask the research team if you have any questions or are unclear
what data is being collected about you.

Our privacy notice for research participants provides more information on how the University of
Southampton collects and uses your personal data when you take part in one of our research projects
and can be found at:
http://www.southampton.ac.uk/assets/sharepoint/intranet/ls/Public/Research%20and%20Integrity%
20Privacy%20Notice/Privacy%20Notice%20for%20Research%20Participants.pdf

Any personal data we collect in this study will be used only for the purposes of carrying out our
research and will be handled according to the University’s policies in line with data protection law. If
any personal data is used from which you can be identified directly, it will not be disclosed to anyone
else without your consent unless the University of Southampton is required by law to disclose it.

Data protection law requires us to have a valid legal reason (‘lawful basis’) to process and use your
Personal data. The lawful basis for processing personal information in this research study is for the
performance of a task carried out in the public interest. Personal data collected for research will not
be used for any other purpose.

For the purposes of data protection law, the University of Southampton is the ‘Data Controller’ for
this study, which means that we are responsible for looking after your information and using it
properly. The University of Southampton will keep identifiable information about you for 10 years
after the study has finished after which time any link between you and your information will be
removed.

To safeguard your rights, we will use the minimum personal data necessary to achieve our research
study objectives. Your data protection rights - such as to access, change, or transfer such information
- may be limited, however, in order for the research output to be reliable and accurate. The University
will not do anything with your personal data that you would not reasonably expect.

If you have any questions about how your personal data is used, or wish to exercise any of your
rights, please consult the University’s data protection webpage
(https://www.southampton.ac.uk/legalservices/what-we-do/data-protection-and-foi.page) where you
can make a request using our online form. If you need further assistance, please contact the
University’s Data Protection Officer (data.protection@soton.ac.uk).
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Participant Information Sheet 

 

EXCALIBUR – Qualitative Substudy 

 

Study Title:

 

Treating Acute Exacerbation of COPD with Chinese Herbal Medicine to aid Antibiotic 

Use Reduction – Qualitative Substudy 

 

Researcher: XXXXXX 

IRAS number: 268737           

 

You are being invited to take part in the above research study. To help you decide whether you would 

like to take part or not, it is important that you understand why the research is being done and what 

it will involve. Please read the information below carefully and ask questions if anything is not clear 

or you would like more information before you decide to take part in this research.  You may like to 

discuss it with others but it is up to you to decide whether or not to take part. If you are happy to 

participate you will be asked to provide verbal consent to the study. 

 

What is the research about? 

 

We would like to gain feedback from both people who entered the EXCALIBUR trial and those who 

chose not to enter. We are interested in your views and experiences on whether the study process 

could be improved, and if so how. If you joined the trial, we would like to learn about any difficulties 

you may have encountered in the course of the trial. If you chose not to take part in the EXCALIBUR 

trial, we are interested to know why. Whether you took part in the trial or not, we would like to know 

what you think about herbal medicines and delayed prescriptions of antibiotics in the treatment of 

flare-ups of COPD. 

 

The EXCALIBUR trial and by extension these qualitative interviews are funded by the Department of 

Health and Social Care and sponsored by the University of Southampton. 

 

Why have I been invited to take part? 

 

You have been informed about and/or invited to take part in the EXCALIBUR study. This is a study to 

assess whether patients are willing to take a Chinese herbal medicine for flare-ups of COPD, and 

whether they are willing to take part in a clinical trial which would include completing a diary of their 

symptoms and treatment taken. Your experience is vitally important to help us answer these 

questions. 

 

We will be looking to interview up to 40 patients in these interviews. 

 

What will happen to me if I take part? 

 

If you agree to take part, a member of the research team will contact you. They will arrange a 

convenient time with you to conduct a telephone interview. This interview will be recorded on a digital 

audio recording device in order to transcribe your answers and compare with other interviews on the 

study. 

 

You will be asked about your views on herbal medicines and delayed prescriptions of antibiotics in 

the treatment of flare-ups of COPD. If you took part in the EXCALIBUR main trial, your interview will 

last between 30 minutes and an hour and you will be asked for your views on the treatment and trial 

documents, such as the patient diary. If you did not wish to participate in the EXCALIBUR main trial, 

your interview will last between 15 to 20 minutes and you will be asked about your reasons for not 

taking part. 
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EXCALIBUR CONSENT FORM

EXCALIBUR: Treating Exacerbation of COPD with Chinese Herbal Medicine to aid AntiBiotic Use
Reduction

Participant Identification Number for this trial:

Name of Researcher:

Please write your initials in each box to confirm that you have read and agree to the
following statements

Please
initial box

1.

| confirm that | have read and understand the information sheet (version 1, dated
10/Feb/2020) for the above study. | have had the opportunity to consider the
information, ask questions and have had these answered satisfactorily.

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

| give permission for a copy of my consent form to be sent to the Southampton Clinical
Trials Unit (where it will be stored securely), to allow confirmation of my consent.

I am willing to be contacted by a research assistant to discuss completion of the diary as
explained in the participant information sheet.

| consent to the collection and use of information about me in accordance with the
participant information sheet.

| consent to the storage of personal information (including electronic) for the purposes
of this study. | understand that any information that could identify me will be kept strictly
confidential and that no personal information will be included in the study report or other
publication.

| agree to my pseudo-anonymised data being held on servers located in the EU and USA.
Access to data managed by the Southampton CTU will be strictly controlled. Applicable
Data Legislation will be abided by.

| understand that relevant sections of my medical notes and data collected during the
study may be looked at by responsible individuals from the research team at the
University of Southampton or by the Sponsor (University of Southampton) for the
purpose of this research. | give permission for these people to look at my medical records.
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9. | understand that the general practitioner, nurse or appropriately trained health care
assistant may ask to collect a sample of blood and/or a sample of phlegm in order to help
the clinician manage my flare-up. | agree for these samples to be collected for the
purposes described in the participant information sheet.

10. | understand that the information collected about me may be used to support other
research in the future, and may be shared anonymously with other researchers.

11. WOMEN OF CHILD BEARING POTENTIAL: | agree to continue to use effective
contraception as detailed in the patient information sheet for the EXCALIBUR trial.

12. | agree to take part in the EXCALIBUR study.

13. OPTIONAL: | would consider being interviewed for the qualitative section of

Yes No
the EXCALIBUR study and | agree for my contact details to be shared with the

interviewer.

Name of Patient Signature Date (DD-MMM-YYYY)

Name of researcher Signature Date (DD-MMM-YYYY)
taking consent

Reminder for Research Team:

1 (original) signed consent form to be kept in Investigator Site File

1 copy for the participant

1 copy to be kept in Medical Notes with a copy of the PIS v1, dated 10-Feb-2020

1 copy to be emailed to the Southampton CTU via secure uhs.sctu@nhs.net email account, for
central monitoring purposes.
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REC Number:                                                                    SITE IDENTIFIER Number: 

IRAS ID: 

268737

 

SPONSOR’S Number: 

47948 

 

 

EXCALIBUR CONSENT FORM 

EXCALIBUR

: 

Treating Exacerbation of COPD with Chinese Herbal Medicine to aid AntiBiotic Use 

Reduction 

 

 

Participant Identification Number for this trial: 

             

 

Name of Researcher:  ______________________________________________________ 

       

Please write your initials in each box to confirm that you have read and agree to the 

following statements

 

Please 

initial box 

1.

 

I confirm that I have read and understand the information sheet (version 1, dated 

10/Feb/2020) for the above study. I have had the opportunity to consider the 

information, ask questions and have had these answered satisfactorily.  

INITIAL 

2. I understand that my participation is voluntary and that I am free to withdraw at any time 

without giving any reason and without my medical care or legal rights being adversely 

affected.  

INITIAL 

3. I give permission for a copy of my consent form to be sent to the Southampton Clinical 

Trials Unit (where it will be stored securely), to allow confirmation of my consent. 

INITIAL 

4.

 

I am willing to be contacted by a research assistant to discuss completion of the diary as 

explained in the participant information sheet. 

INITIAL 

5. I consent to the collection and use of information about me in accordance with the 

participant information sheet. 

INITIAL 

6.

 

I consent to the storage of personal information (including electronic) for the purposes 

of this study. I understand that any information that could identify me will be kept strictly 

confidential and that no personal information will be included in the study report or other 

publication. 

INITIAL 

7.

 

I agree to my pseudo-anonymised data being held on servers located in the EU and USA. 

Access to data managed by the Southampton CTU will be strictly controlled. Applicable 

Data Legislation will be abided by. 

INITIAL 

8. I understand that relevant sections of my medical notes and data collected during the 

study may be looked at by responsible individuals from the research team at the 

University of Southampton or by the Sponsor (University of Southampton) for the 

purpose of this research. I give permission for these people to look at my medical records.  

 

INITIAL 
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EXCALIBUR PREGNANCY FOLLOW-UP INFORMED CONSENT FORM

EXCALIBUR - Study of Shufeng Jiedu® (SFJD) capsules to aid antibiotic use reduction in acute
exacerbations of chronic obstructive pulmonary disease: a mixed-methods, double blind, randomised
placebo-controlled feasibility trial

Participant Identification
Number for this trial:

Name of Researcher:

Please initial
each box

1. | confirm that | have read and understand the EXCALIBUR Pregnancy Patient Information
Sheet dated vX DD-MMM-YYYY for the above study. | understand that as | have become
pregnant whilst receiving study treatment (or within the specified follow up timelines), | agree
to my pregnancy and outcome of my pregnancy being followed up in accordance with the
procedure highlighted in the patient information sheet. | have had the opportunity to ask
guestions and these have been answered satisfactorily.

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

3. lunderstand that relevant sections of my medical records, and data collected during the
follow-up, may be looked at by individuals from the Sponsor or their delegates, or my GP
Practice where it is relevant to my taking part in this follow-up. | give permission for these
individuals to have access to my records.

4. | understand that pseudonymised data collected about my pregnancy will be held on servers
located within and outside of the EU, and that access to data managed by Southampton
Clinical Trials Unit (SCTU) will be strictly controlled and applicable Data Protection Legislation
will be abided by.

5. lunderstand that | shall not benefit financially in any way by taking part in this follow-up.

6. |give permission for a copy of this consent form to be sent to the Southampton Clinical Trials
Unit (where it will be kept securely), to allow confirmation of my consent.
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7. lagree to take part in the follow-up necessary as a pregnant participant in the above study.

Name of Participant Signature Date (DD-MMM-YYYY)

Name of person Signature Date (DD-MMM-YYYY)
taking consent

REMINDER FOR RESEARCH TEAM:

e Original signed consent form in Investigator Site File

e One copy given to the pregnant participant

e One copy to be kept in the medical notes of the pregnancy participant

e One copy to be emailed to SCTU via secure uhs.sctu@nhs.net email account, for central
monitoring purposes
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EXCALIBUR PREGNANCY FOLLOW-UP INFORMED CONSENT FORM 

EXCALIBUR - Study of Shufeng Jiedu® (SFJD) capsules to aid antibiotic use reduction in acute 

exacerbations of chronic obstructive pulmonary disease: a mixed-methods, double blind, randomised 

placebo-controlled feasibility trial 

Participant Identification 

Number for this trial: 

               

Name of Researcher:   

   

   

 

Please initial 

each box 

1. I confirm that I have read and understand the EXCALIBUR Pregnancy Patient Information 

Sheet dated vX DD-MMM-YYYY for the above study. I understand that as I have become 

pregnant whilst receiving study treatment (or within the specified follow up timelines), I agree 

to my pregnancy and outcome of my pregnancy being followed up in accordance with the 

procedure highlighted in the patient information sheet. I have had the opportunity to ask 

questions and these have been answered satisfactorily. 

 

 

2. I understand that my participation is voluntary and that I am free to withdraw at any time, 

without giving a reason and without my medical care or legal rights being affected. 

 

 

3.

 

I understand that relevant sections of my medical records, and data collected during the 

follow-up, may be looked at by individuals from the Sponsor or their delegates, or my GP 

Practice where it is relevant to my taking part in this follow-up. I give permission for these 

individuals to have access to my records. 

 

 

4.

 

I understand that pseudonymised data collected about my pregnancy will be held on servers 

located within and outside of the EU, and that access to data managed by Southampton 

Clinical Trials Unit (SCTU) will be strictly controlled and applicable Data Protection Legislation 

will be abided by. 

 

5.

 

I understand that I shall not benefit financially in any way by taking part in this follow-up. 

 

6.

 

I give permission for a copy of this consent form to be sent to the Southampton Clinical Trials 

Unit (where it will be kept securely), to allow confirmation of my consent. 

 


