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HOW TO CONTACT US 
Your specialist is: 
 
 
Study contact details: 
 
 

 

INVITATION TO TAKE PART  

• Before you decide whether to take part, it is important 
that you understand why this research is being done 
and what it will involve. 

• Please read the information in this sheet carefully. 
Discuss it with your friends and family if you wish. Take 
your time to decide. 

• Please ask your study doctor or nurse if there is 
anything that you do not understand or anything you 
want to know more about. 

• It is your decision whether to take part or not. If you 
decide not to take part this will not affect the standard 
of care you get from your doctors. 

 

A SUMMARY OF WHAT THE STUDY INVOLVES  

• We want to find out if there are a group of patients who 
can avoid having radiotherapy because the chance of 
their cancer coming back is very small. 

• In the study, your test results will be used in a research 
calculation to identify whether or not you could avoid 
having radiotherapy. 

• The study team will talk to you about the results of the 
calculation and whether or not you should have 
radiotherapy. 
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PART 1 Information about the PRIMETIME study 
 
What is the purpose of the PRIMETIME study? 

The purpose of this study is to identify a group of women who can avoid having 
radiotherapy after surgery because they have a very low risk of their breast cancer 
returning. 

Why am I being invited to take part? 

Your doctor has explained that an early breast cancer tumour was removed from your 
breast, and that there is only a small chance of it coming back.  

The current standard treatment for all women with breast cancer is surgery followed 
by radiotherapy, with or without drug treatment. Radiotherapy reduces the risk of 
cancer returning in the breast (local recurrence). However, radiotherapy has side 
effects. For women who have low risk cancers (this means there’s only a small chance 
of cancer coming back after surgery), the side effects of radiotherapy may start to 
outweigh its benefit. 

A new research calculation (called IHC4+C) can be used to estimate the chance of 
breast cancer returning (recurrence). You have already agreed to an additional 
research test (Ki67) being carried out on the tissue collected when you had a biopsy. 
The Ki67 result, along with other routine test results and information about your breast 
cancer is used to calculate the IHC4+C score. The score can show that some women 
like you are at ‘low’ risk or even ‘very low’ risk of cancer returning. If, as part of the 
PRIMETIME study, the test shows that you are estimated to be in the ‘very low’ risk 
group, you may be able to avoid having radiotherapy. 

We are asking you and around 2400 other women to consider taking part in the 
PRIMETIME study which aims to show that radiotherapy can be avoided in individuals 
with a ‘very low’ risk of breast cancer returning. 

 
What are the risks and benefits of radiotherapy for women with ‘very low’ risk 
breast cancer? 

If there were 100 women with ‘very low’ risk breast cancer, and they were all given 
radiotherapy, we would expect breast cancer to come back in the breast in one (or 
maybe two) of these women (1.3%). We estimate (though we do not know exactly) 
that if we had the same group of 100 women with ‘very low’ risk breast cancer, and we 
do not give radiotherapy, we would expect breast cancer to come back in the breast 
in two or three of these women (less than 3%). These 2-3 women who had a breast 
cancer recurrence would need another operation to remove it, followed by 
radiotherapy, but their life expectancy is unlikely to be affected.  
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What are the risks and side effects of radiotherapy for breast cancer? 

Around 25 in 100 women who have radiotherapy have a change in breast shape and 
notice some breast shrinkage, firmness and tenderness after radiotherapy. There are 
also rare, but very serious side effects of radiotherapy. These side effects include heart 
damage (around 1-2 cases in 200 women) and a risk of new cancers that may not be 
easily curable (around 1-3 extra cases of lung cancer in every 1000 women 15 years 
after they had breast radiotherapy). 

 
What is the idea behind the PRIMETIME study? 

The benefit of radiotherapy needs to be balanced against its side effects. For women 
who are in the ‘very low’ risk group, the risks of radiotherapy may begin to outweigh 
the benefit. There have already been some studies which suggest that radiotherapy 
can be avoided in women with a lower risk of cancer coming back, but these studies 
have involved small numbers of patients and didn’t involve modern methods of 
diagnosis and treatment. In addition, they didn’t use modern tests to look at biomarkers 
in the tumour tissue to identify the specific group of patients with a ‘very low’ risk of 
recurrence. A larger study is therefore required using biomarkers to identify women in 
the ‘very low’ risk group, who are diagnosed and treated with modern techniques.  

You have already agreed to an additional research test on the tumour tissue collected 
at the time of your first biopsy. The results of this test can now be used, along with the 
information we know about your cancer following surgery, to do the ‘IHC4 +C’ 
calculation. This is a research calculation which estimates the chance of your breast 
cancer returning.  

In the PRIMETIME study we want to see whether patients in the ‘very low’ risk group 
can avoid having radiotherapy. 
 
Do I have to take part? 

No, it is up to you to decide whether or not to take part in PRIMETIME.  If you decide 
not to take part in the study this will not affect the standard of care you receive. 
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What are the alternatives to taking part in this study? 

If we weren’t doing the PRIMETIME study, women with the type of breast cancer that 
you have would receive at least five years of hormone therapy and they would all be 
offered radiotherapy. This is the current standard of care for patients with the type of 
breast cancer that you have. In this study we believe we can identify a group of women 
who, while receiving hormone therapy, can selectively avoid radiotherapy. 
 
You can discuss the alternative treatments available to you with your study doctor. 
 
What will happen next if I decide to take part in the PRIMETIME study? 

If you decide to take part, you will be given this information sheet to keep and you will 
be asked to sign a consent form. Before you are able to take part, your study doctor 
will review your recent test results and reports to make sure you are eligible to take 
part.  
 
If the study doctor confirms you are eligible to take part in PRIMETIME you will be 
registered into the study. Your test results and clinical information will then be used to 
calculate the IHC4+C result. Once your study doctor has the result, a nurse or doctor 
will discuss this with you either in an additional clinic visit or over the phone.  
 
The results give an estimate of the chance of your breast cancer returning: 

• If you are estimated to be in the ‘very low’ risk group, you will be recommended 
as part of this study to receive a minimum of 5 years hormone treatment only 
and will avoid radiotherapy.  

• If you are not estimated to be in the ‘very low’ risk group then standard treatment 
will be recommended. Standard treatment is radiotherapy and a minimum of 5 
years hormone treatment. Even if you are recommended to have radiotherapy 
along with hormone treatment, it is likely that you still have a low risk of your 
breast cancer returning.  

 
As with any recommended cancer treatment, some women may feel that they do not 
wish to follow the recommendations within the study. For example, some women in 
the ‘very low’ risk group may still wish to proceed with both radiotherapy and hormone 
treatment. In addition, some women who are recommended to have both treatments 
may wish to just have hormone treatment.  
 
You should discuss all treatment options with your study doctor, but you can still 
participate in the study if you do not wish to follow the study recommendations for 
treatment and no one who wishes to receive radiotherapy will be denied this treatment. 
What does the study involve for me? 
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Once you have discussed the IHC4+C result with your study doctor or nurse you will 
know whether or not you will proceed with radiotherapy. 
 
For patients who have radiotherapy: 
Radiotherapy will be arranged and given according to standard care. You should also 
receive hormone therapy for at least five years, according to the standard care at your 
hospital. 
 
For the first 5 years after the diagnosis of your breast cancer, you will have a 
mammogram to check your breast every year according to the standard practice of 
your hospital. After this you will return to the routine breast-screening program which 
currently offers a mammogram every three years until age 70, and above this age on 
request.    
 
You will also attend the usual follow up clinic visits at your hospital. This will be the 
same follow up schedule as if you were not participating in the PRIMETIME study.  
 
The mammograms and follow up visits may not be on the same day. After you have 
been discharged, you may continue to be contacted by the study team to see how you 
are. 
 
For patients who do not have radiotherapy: 
You should receive hormone therapy for at least five years, according to the standard 
care at your hospital. It is recognised that some patients stop their hormone therapy 
early for lots of different reasons. Because you are not receiving radiotherapy it is 
important that you adhere to the recommended hormone therapy treatment that your 
doctor prescribes. 
 
You will have annual mammograms to check your breast for the first 10 years after 
your breast cancer diagnosis. This is 5 years more than standard practice. You will 
then return to the routine breast-screening program which currently offers a 
mammogram every three years until age 70, and above this age on request.     
 
You will also attend the usual follow up clinic visits at your hospital. This will be the 
same follow up schedule as if you were not participating in the PRIMETIME study.  
 
The mammograms and follow up visits may not be on the same day. After you have 
been discharged, you may be contacted by the study team to see how you are. 
 
 
For all patients 
As well as the information collected about you at clinic visits, in telephone calls and 
mammograms, the Institute of Cancer Research – Clinical Trials and Statistics Unit 
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(ICR-CTSU, the team who are managing this research study) will also use national 
medical records, which are kept on everyone’s health status to find out how you are. 
This is because we want to compare these records with the information we receive 
from your hospital. If we can get the same information from both sources, we may be 
able to use national medical records in future research studies to find out how patients 
are, instead of asking them to attend additional hospital follow up visits. The national 
medical records we will use include those held at the General Register Office, the 
Health and Social Care Information Centre and the national cancer registries and a 
number of other related databases. 
 
In order to get the information from these national medical records we will have to give 
the organisations that manage them some information to identify you (this might 
include your NHS/CHI number and date of birth), so that they can locate your records. 
The information about you will be sent to the ICR-CTSU. The transfer of this 
information will be subject to strict confidentiality policies. 
 
Any details we request and receive about you from any source are confidential and 
will only be used for the purposes of the study.  Please initial the consent form to show 
that we have your permission to access your national medical records.  
 
 
What will happen to me if my cancer comes back during the study? 

If you did not receive radiotherapy as part of the study, in the event that your cancer 
comes back in your breast, it is likely that you will be offered additional surgery and 
you may be recommended to receive a course of radiotherapy. 
 
If you did receive radiotherapy as part of the study, in the event that your cancer comes 
back in your breast, it is likely that you will be offered additional surgery and possibly 
further radiotherapy. 
 
Will I be compensated for taking part in the study? 

You will not be paid any money for taking part in this study. 
 
What are the possible disadvantages and risks of taking part? 

If you do not receive radiotherapy as part of the study, you may have a very slightly 
increased risk of the cancer coming back in the breast compared to if you had 
radiotherapy. In the event this occurred it would be treated by additional surgery and 
a course of radiotherapy.  
 
If you do not receive radiotherapy as part of the study, you will have yearly 
mammograms for 10 years. This is five years more than the standard of care. 
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Mammograms use X-rays at low doses. The dose of radiation that you will receive 
from these extra mammograms is the same as the radiation you would receive in day 
to day life (called natural background radiation) over about four years. There is a very 
tiny risk that this could increase your lifetime risk of developing a further breast cancer, 
but this is balanced against the fact that you are not going to receive radiotherapy, 
which is a very much larger dose of radiation. 
 
What are the possible benefits of taking part? 

The IHC4+C calculation gives an estimate of the chance of your cancer returning. This 
may help you and your doctor guide your future treatment.  
 
We cannot be certain the study will help you, but any information gained from this 
study will help researchers to investigate less invasive treatment options for breast 
cancer patients. 
 
What happens if I want to change my mind about having radiotherapy? 

 
If you agreed not to have radiotherapy at the start of the study, you can change your 
mind up to 8 weeks after your surgery and still take part in the study.  
 
The National Institute of Clinical Excellence (NICE) advises that radiotherapy should 
start within 31 days of surgery where possible. This is because radiotherapy is not 
thought to be as effective if there is too long a delay between surgery and radiotherapy. 
However, sometimes this is not possible as some patients develop infection or fluid in 
the breast or armpit, which needs to heal before starting radiotherapy. Therefore, we 
recommend that your radiotherapy starts within 8 weeks to allow time for recovery 
after surgery. After this time, you may not be able to receive radiotherapy.  
 
 
What happens if I want to stop taking part in the study or stop giving any more 
information about myself? 

 
Your participation is voluntary. If you agree to take part and then change your mind 
later on, you can withdraw from the study at any point without giving a reason.  If you 
withdraw from the study, it will not affect the future standard of care you receive. Your 
doctor will discuss alternative treatment with you and offer you the most suitable 
treatment available.  
 
If you decide to stop taking part in the study and you do not wish for any further data 
to be collected about you, your study data collected before your withdrawal may still 
be processed along with other data collected as part of the clinical study. However no 
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new data will be added to the study database and you may request that all retained 
identifiable samples are destroyed to prevent future analysis. 
 
However the overall quality of the study will be improved by collecting information on 
your progress, so if you decide not to carry on with the study visits, we would like to 
ask your permission for your hospital to send information on your progress to the ICR-
CTSU Trials Office and to continue to collect information on your progress that is 
routinely recorded in your hospital notes and national medical records. You would not 
have to do anything in order for the Trials Office to do this.  
 
Is there anything else I need to do if I take part in PRIMETIME? 

Tissue Samples 

We would like to ask you to donate samples of your breast cancer tissue collected 
during previous or future routine surgery or biopsies. Further details are given about 
these tissue samples in Part 2 of this information sheet, but you can take part in 
PRIMETIME even if you prefer not to donate these samples. 
 
PRIMETIME Patient Information Video 

 
We have produced a video about PRIMETIME in addition to the information sheets 
and diagrams. The video builds on information discussed in the documents you have 
been given. The video is just under 10 minutes long and can be watched via a web 
link (the web link can be found below) or via a DVD available from your breast research 
team. The link is accessible at https://www.icr.ac.uk/primetime. 
 
 
  

https://www.icr.ac.uk/primetime
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PART 2 How the PRIMETIME study is conducted 
 
Tissue Samples 

When you had surgery for your breast cancer the tumour tissue that was removed was 
stored in your hospital’s pathology laboratory. We would like you to donate some of 
this stored tissue for future research into breast cancer. You will not have to do 
anything for this part of the study. 
 
It is unlikely that you will get another cancer tumour, but if you are ever treated again 
for cancer we would also like your permission to collect a small part of tumour tissue 
taken from any routine biopsies or surgeries performed as part of your standard care.  

We will get valuable information from tumour samples about breast cancer, 
radiotherapy treatment and why some cancers return and this will help to further 
improve breast cancer treatment in the future.  
 
What will happen to any tissue samples I give? 

Your tissue samples will be sent to a specialist research laboratory and will be 
identified by your study number, initials and date of birth only. Once at the research 
laboratory, they will be given a unique identification number and will be stored securely 
and in strict accordance with national guidelines.  
 
The samples you donate may be used in the future for analysis that could include 
genetic analysis. Cancer can be caused by changes in our genes that occur after we 
are born. These changes would not be passed on in families. We can test for this type 
of change using the genetic material from cancer cells. This type of testing may be 
done on your samples if you agree to allow your samples to be used for future 
research.   
 
We would also like to be able to make your samples and any information necessary 
for their analysis available to other researchers for future medical research. This could 
include the genetic testing described above. It is possible that the future research will 
be carried out internationally.   
 
Any future research using your tissue must be approved by an independent Ethics 
Committee before it is allowed to go ahead. Any tissues samples and information 
relating to them transferred to third parties will not contain your personal information, 
so researchers will not be able to identify you from the information provided.  
 
It will not be possible to release the results of these future tests to you or your research 
doctor and they will not form part of your medical records.   
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What if something goes wrong as a result of my participation in this study? 
If you have a concern about any aspect of this study, you should ask to speak to your 
research doctor or nurse who will do their best to answer your questions [contact 
number].  
 
If you remain unhappy and wish to complain formally, the normal National Health 
Service complaints mechanisms are available to you. Your hospital will give you details 
of how to do this as part of their local Patient Advice and Liaison Service (PALS), The 
details for your hospital are: [Insert appropriate name for hospital PALS]:  To find out 
more about this, ask a member of staff, look on the hospital or trust's website, or 
contact the complaints department for more information. 
 
 
 
Who will have access to my data? 
The Institute of Cancer Research is the sponsor for this study based in the United 
Kingdom. We will be using information from you and your medical records in order to 
undertake this study and will act as the data controller for this study. This means that 
we are responsible for looking after your information and using it properly. The Institute 
of Cancer Research will keep identifiable information about you for at least 5 years 
after the study has finished. 
 
The Institute of Cancer Research’s lawful basis for processing your information is for 
the performance of a task carried out in the public interest and it is necessary to 
process sensitive health and genetic information for the purposes of scientific research 
with appropriate safeguards in place to protect personal information, as required by 
the General Data Protection Regulation (GDPR). 
 
Your rights to access, change or move your information are limited, as we need to 
manage your information in specific ways in order for the research to be reliable and 
accurate. If you withdraw from the study, we will keep the information about you that 
we have already obtained. To safeguard your rights, we will use the minimum 
personally-identifiable information possible. 
 
You can find out more about how we use your information at www.icr.ac.uk/our-
research/centres-and-collaborations/centres-at-the-icr/clinical-trials-and-statistics-
unit/transparency. 
 
[Insert appropriate name for NHS site] will collect information from you and your 
medical records for this research study in accordance with our instructions.  
 
[Insert appropriate name for NHS site] will use your full name, hospital number, date 
of birth, postcode and NHS number (or Community Health Index (CHI) and/or hospital 
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number in Scotland) to contact you about the research study, and make sure that 
relevant information about the study is recorded for your care, and to oversee the 
quality of the study.   
 
Will my taking part in this study be kept confidential? 
All information which is collected about you during the study will be kept strictly 
confidential. When you join the trial, your full name, hospital number, date of birth, 
postcode and NHS/CHI number will be passed to The Institute of Cancer Research 
Clinical Trials and Statistics Unit (ICR-CTSU) where the study is being coordinated. 
You will be given a unique trial ID number, which will be used together with your initials 
and date of birth on forms that the research staff at your hospital will send to ICR-
CTSU. All information about you will be stored securely. It will be treated as strictly 
confidential and nothing that might identify you will be revealed to any third party. Only 
members of the research teams at your hospital and the ICR-CTSU will have access 
to the information that could allow this trial ID number to be linked to you. 
 
From time to time, we would like to know how you are getting on.  Ideally, we would 
like to do this for life, and we would like to use national records, which are kept on 
everyone’s health status to find this out.  One of these is held at the General Register 
Office (GRO).  We will need to give them enough information to identify you.  This is 
usually your name, date of birth postcode and NHS number (or Community Health 
Index (CHI) and/or hospital number in Scotland).  Any details we receive from any 
source are confidential and will only be used for the purposes of the trial.  Please initial 
the consent form to show that we have your permission to do this. 
 
Representatives from the ICR-CTSU, the NHS Trust relevant to your taking part in 
research, the ethics committee approving the trial and third parties approved by ICR-
CTSU (which may have offices outside of the UK/EU) may need to see your hospital 
or clinic records to the extent permitted by applicable laws and regulations to make 
sure the information received is correct.  All information will be kept confidential. 
 
[Insert appropriate name for NHS site] will keep identifiable information about you from 
this study for at least 5 years after the study has finished. 
 
If you receive radiotherapy in the study, a copy of the treatment plan made for you will 
be sent to the PRIMETIME Radiotherapy Quality Assurance team at Mount Vernon 
Hospital, Northwood, Middlesex. This will include a copy of your radiotherapy planning 
CT scan and treatment plan and will be monitored and stored by the Quality Assurance 
team.  The data is sent electronically by an NHS secure file transfer system and your 
name will not be included in any of the files sent. We need to send this information to 
the Quality Assurance team to make sure that radiotherapy given to patients is 
consistent across the different hospitals taking part. The team may use the information 
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and images for future research into radiotherapy treatment, but the information stored 
for future research will not contain your name. 
 
 
 
Will information about me be shared with other researchers? 

 
When you agree to take part in a research study, the information about your health 
and care may be provided to researchers running other research studies in this 
organisation and in other organisations now or in the future. 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 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.  Where this information could identify you, the information will be 
held securely with strict arrangements about who can access the information. The 
information will only be used for the purpose of health and care research, or to contact 
you about future opportunities to participate in research. It will not be used to make 
decisions about future services available to you, such as insurance. 
 
Where there is a risk that you can be identified your data will only be used in research 
that has been independently reviewed by an ethics committee. 
 
Our main privacy policy can be found at https://www.icr.ac.uk/legal/privacy. If you have 
any questions about your rights under the GDPR or how we use your information 
please contact our Data Protection Officer at dataprotectionofficer@icr.ac.uk. 
 
 
Involvement of your General Practitioner/Family doctor 

If you decide to take part in this study your General Practitioner (GP) will be informed.  
 
What will happen to the results of the research study? 

Independent experts will review the progress of the research and the results will be 
published in a medical or scientific journal as soon as there is enough information to 
be sure the results are reliable. You will not be identified in any report or publication. 
The results will help to decide how to treat breast cancer in the future.  
 
The results will be sent to your study doctor when they are available. If you are 
interested you will be able to discuss them with your doctor. 
 
 

mailto:dataprotectionofficer@icr.ac.uk
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Who is organising and funding the research?   

The research study is being sponsored by the Institute of Cancer Research and is 
coordinated by the ICR-CTSU. The study is funded by Cancer Research UK. The 
funding provided helps to cover the cost of including you in the study and helps support 
the study staff.  None of the researchers are personally benefiting from this funding. 
 
Who has reviewed the study?  

Cancer Research UK have reviewed and supported the PRIMETIME study.  
PRIMETIME has also been approved by the [insert name] Research Ethics 
Committee. Their approval means they are satisfied that your rights will be respected, 
and that any risks are balanced against possible benefits, and that you have been 
given the right information to decide whether or not to take part. 
 
What happens now? 

Your research doctor or nurse will be happy to answer any questions.  Once you have 
reached your decision please let your research doctor or nurse know.  If you choose 
to take part in the PRIMETIME study you will be asked to sign a consent form and will 
be given a copy to keep together with this information sheet. 
 
Further information 

You can learn more about clinical trials on the Cancer Research UK’s patient website 
(www.cancerresearchuk.org/cancer-help/trials/). Results from clinical trials are also 
uploaded onto this page when they are available. 
 
Macmillan Cancer Support is a registered charity providing information, emotional 
support and publications about all aspects of cancer for cancer patients and their 
families. You can contact one of their Cancer Information Nurse Specialists on the 
Macmillan Support Line; Freephone 0808 808 00 00, Monday to Friday, 9.00am to 
8.00pm. In addition to their nurses, the Macmillan Support Line also has other 
specialist teams that can provide advice and information relating to welfare benefits, 
financial issues and everyday practical concerns. 
 
 
 
Thank you for your interest in our research. 
 
Your specialist is: ___________ 
 
Contact phone numbers:  _________ 
 

http://www.cancerresearchuk.org/cancer-help/trials/
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MREC ref no.: 16/EE/0305 IRAS no: 190307 Centre Number:  
Patient Study Number for this trial: 

 
PRIMETIME Consent Form (page 1 of 2) 
Post-operative avoidance of radiotherapy: biomarker selection of women at very low risk of 
local recurrence  
  

1. I confirm that I have read and understood the PRIMETIME patient information 
sheet version 4.0for the above study and have had the opportunity to ask 
questions. 

2. I agree to take part in the PRIMETIME study once it is confirmed I am suitable to 
participate. 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.  

3. I understand that relevant sections of my medical notes and data collected during the 
study may be looked at by responsible individuals representing the organisations 
listed in the patient information sheet where it is relevant to this research study. I give 
permission for these individuals to have access to my records.  
 

4. I give permission for a copy of my radiotherapy treatment plan and associated 
treatment planning images (CT scans) to be sent to, monitored and stored by the 
national trials Quality Assurance team at Mount Vernon Hospital. I understand that 
this data will be anonymised prior to storage and may be used for future research in 
patients treated with radiotherapy. 

 
5. I agree to my name, date of birth, postcode, hospital number (or equivalent 

number in the devolved nations) being sent to The Institute of Cancer Research 
Clinical Trials and Statistics Unit (ICR-CTSU) when I join PRIMETIME.   

 
6. I agree to ICR-CTSU using information held in my national medical records (by the 

NHS, the General Register, the Health and Social Care Information Centre, the 
national registries and other cancer related datasets for data collection), to keep in 
touch with me and find out how I am.   
 

7. I agree to my GP being informed about my participation in this study. 

 

 

 

 

 

 

 

 

 

 
 
 

Please 
initial 
box 
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MREC ref no.: 16/EE/0305Centre Number:  
Patient Study Number for this trial: 
 
PRIMETIME Consent Form (page 2 of 2) 
Post-operative avoidance of radiotherapy: biomarker selection of women at very low risk of 
local recurrence  

Note: This section of the consent form is OPTIONAL. Please initial the “Yes” or “No” 
box for each item on this section of the form. 
1. I understand that my data may be made available to other researchers. Any data  
 transferred to a third party for future research will not contain any information that  
 could identify me. I give permission for these individuals to have access to my data.  
 
2. If I withdraw from the study, I consent to my doctor providing authorised 

researchers with information on my progress that is routinely recorded in my 
hospital notes and national medical records. 
 

3. I consent to donation of tissue samples already collected as part of my standard care, for 
use in laboratory research conducted as part of PRIMETIME or to be stored for future 
research, as described in the Patient Information Sheet. 

 
4. In the unlikely event that I develop another tumour, I consent to tissue collected in 

routine surgery or biopsies to be provided for use in laboratory research conducted      
as part of PRIMETIME or to be stored for future research, as described in the Patient 
Information Sheet. 

 
5. I understand that my tissue samples may be sent to other researchers for use in 
 future research projects with the understanding that the confidential nature will be 

protected  and that ethics committee approval will be in place before any future  
 research is conducted. 
 

6. I agree that my tumour tissue samples can be analysed for potential changes in 
DNA (gene changes).  

 

 
Name of Patient    Date   Signature 
 
 
 

Researcher (PI or PI delegate) Date                           Signature 
 
(One copy for the patient, Original copy for the Site Investigator File and a copy for the 
hospital notes) 

  

  

  

  

  

Yes No 
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	PATIENT INFORMATION SHEET
	If we weren’t doing the PRIMETIME study, women with the type of breast cancer that you have would receive at least five years of hormone therapy and they would all be offered radiotherapy. This is the current standard of care for patients with the typ...
	You can discuss the alternative treatments available to you with your study doctor.
	If the study doctor confirms you are eligible to take part in PRIMETIME you will be registered into the study. Your test results and clinical information will then be used to calculate the IHC4+C result. Once your study doctor has the result, a nurse ...
	The results give an estimate of the chance of your breast cancer returning:
	 If you are estimated to be in the ‘very low’ risk group, you will be recommended as part of this study to receive a minimum of 5 years hormone treatment only and will avoid radiotherapy.
	 If you are not estimated to be in the ‘very low’ risk group then standard treatment will be recommended. Standard treatment is radiotherapy and a minimum of 5 years hormone treatment. Even if you are recommended to have radiotherapy along with hormo...
	As with any recommended cancer treatment, some women may feel that they do not wish to follow the recommendations within the study. For example, some women in the ‘very low’ risk group may still wish to proceed with both radiotherapy and hormone treat...
	You should discuss all treatment options with your study doctor, but you can still participate in the study if you do not wish to follow the study recommendations for treatment and no one who wishes to receive radiotherapy will be denied this treatment.
	Once you have discussed the IHC4+C result with your study doctor or nurse you will know whether or not you will proceed with radiotherapy.
	For patients who have radiotherapy:
	Radiotherapy will be arranged and given according to standard care. You should also receive hormone therapy for at least five years, according to the standard care at your hospital.
	For the first 5 years after the diagnosis of your breast cancer, you will have a mammogram to check your breast every year according to the standard practice of your hospital. After this you will return to the routine breast-screening program which cu...
	You will also attend the usual follow up clinic visits at your hospital. This will be the same follow up schedule as if you were not participating in the PRIMETIME study.
	The mammograms and follow up visits may not be on the same day. After you have been discharged, you may continue to be contacted by the study team to see how you are.
	For patients who do not have radiotherapy:
	You should receive hormone therapy for at least five years, according to the standard care at your hospital. It is recognised that some patients stop their hormone therapy early for lots of different reasons. Because you are not receiving radiotherapy...
	You will have annual mammograms to check your breast for the first 10 years after your breast cancer diagnosis. This is 5 years more than standard practice. You will then return to the routine breast-screening program which currently offers a mammogra...
	You will also attend the usual follow up clinic visits at your hospital. This will be the same follow up schedule as if you were not participating in the PRIMETIME study.
	The mammograms and follow up visits may not be on the same day. After you have been discharged, you may be contacted by the study team to see how you are.
	For all patients
	If you did not receive radiotherapy as part of the study, in the event that your cancer comes back in your breast, it is likely that you will be offered additional surgery and you may be recommended to receive a course of radiotherapy.
	If you did receive radiotherapy as part of the study, in the event that your cancer comes back in your breast, it is likely that you will be offered additional surgery and possibly further radiotherapy.
	Independent experts will review the progress of the research and the results will be published in a medical or scientific journal as soon as there is enough information to be sure the results are reliable. You will not be identified in any report or p...
	The results will be sent to your study doctor when they are available. If you are interested you will be able to discuss them with your doctor.

