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You are being invited to take part in a research study. It is important for you to understand 
why the research is being done and what it will involve. Please take time to read the 
following information carefully and discuss it with friends, relatives and your GP if you wish. 
Ask us if there is anything that is not clear or if you would like more information. Take time to 
decide whether or not you wish to take part. 
 
 
Thank you for reading this. 
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What is the purpose of the study? 
 
Men with type 2 diabetes are more likely to have lower levels of the horomone testosterone 
than those without diabetes.  Lack of testosterone can result in problems with reduced sex 
drive (libido), erectile dysfunction (difficulty achieving and maintaining erections) as well as 
reduced energy levels, reduced muscle mass and increased fat mass.  It is not clear why 
men with diabetes are more prone to testosterone deficiency but one popular theory is that 
an enzyme present in the fat cells (aromatase) increases the conversion of testosterone to 
estrogen.  When the brain senses higher levels of estrogen it shuts off the pituitary gland 
hormonal signals required to produce more testosterone.  Another theory is that the fat cells 
in men with diabetes produce messenger chemicals (cytokines) which suppress the 
hormonal signals which would, in normal circumstances, stimulate the testes to produce 
testosterone.  This study hopes to clarify the mechanisms which cause low testosterone 
levels in diabetic men.  We also hope to identify features which help distinguish between low 
testosterone caused by diabetes and reduced testosterone occurring as a result of damage 
to the pituitary gland.   
 
Why have I been chosen? 
 
You have been asked to participate in this study because you have a diagnosis of type 2 
diabetes mellitus.  We are not specifically looking for men with low testosterone levels. 
 
Do I have to take part? 
 
No, you do not have to take part.  If you decide not to take part you will receive the same 
standard of diabetes care as those who have elected to take part in the study.  If you do 
decide to take part in the study, you are free to withdraw from it at any time. 
 
What will happen to me if I take part? 
 
If you decide to take part in the study we will ask you to complete a short questionnaire 
designed to assess symptoms related to testosterone deficiency.  We will arrange for you to 
attend the Royal Infirmary diabetes clinic on a morning where a fasting (i.e. no food after 
10pm the preceding night) blood sample will be collected.  The volume of blood taken will be 
approximately the same as three tablespoons.  Simple measurements of weight and waist 
circumference will be collected and body fat estimated by standing on a device similar to 
scales used to measure weight.  We would also like to perform a fat biopsy, which involves 
using a needle to remove some fat cells from under the skin of the abdomen.  This 
procedure is performed using local anaesthetic and should not result in pain.  It may result in 
some bruising and mild discomfort but is not associated with any serious adverse effects.  If 
you would prefer not to have a fat biopsy, you can still participate in the study. 
 
 
What do I have to do? 
 
If you wish to take part in the study, please return the attached form to Dr Fraser Gibb 
(stamp addressed envelope enclosed) or contact Dr Gibb on the number provided.  We will 
arrange an appointment to attend the diabetes clinic to perform the tests as outlined above.     
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What is the drug or procedure that is being tested? 
 
No drugs or procedures are being tested.  This study is looking at the mechanisms which 
cause low testosterone levels in some men with diabetes, it is not assessing any types of 
treatment. 
 
 
What are the possible disadvantages and risks of taking part? 
 
You will be asked to give up between 20 to 60 minutes of your time to take part in this study 
(depending on whether a fat biopsy is performed).  Blood sampling may cause some minor 
discomfort.  Fat biopsies are performed under local anaesthetic and may be uncomfortable 
but should not be painful.  After fat biopsy, some local bruising and discomfort may occur, 
this is generally short-lived.   
 
What are the possible benefits of taking part? 
 
Taking part in the study offers the opportunity for a full assessment of the symptoms 
associated with low testosterone.  Should you be found to have symptoms indicative of low 
testosterone levels, we would recommend to your doctor that this be investigated further 
 
What happens when the research study stops? 
 
After your visit, your diabetes care will continue to take place as before.  If we discover any 
issues which require further assessment or treatment, you will be informed and appropriate 
follow-up arranged; this would occur within the diabetes department at the Royal Infirmary of 
Edinburgh.  Blood samples and DNA samples will be stored but will be identifiable only by a 
study participant number and not contain any personal identifiers; these samples may be 
analysed in future studies. We plan to keep a secure record of your details so that in the 
future we may assess whether differences in sex steroid hormone levels exert an influence 
on longer term health. 
 
What if something goes wrong? 
 
As participation in this study is likely to be limited to a single visit for blood sampling (and, in 
some cases, fat biopsy), it is unlikely that something will go wrong.  Should you have any 
concerns following participation in the study, you would be welcome to contact Dr Gibb or a 
member of the on-call diabetes service (who can be reached through the hospital 
switchboard). 
 
If you are harmed by taking part in this research project, there are no special compensation 
arrangements.  If you are harmed due to someone’s negligence, then you may have grounds 
for a legal action but you may have to pay for it.  
 
If you have a complaint about any aspect of the way you have been approached or treated 
during the course of this study, then you should direct your complaint to the ‘Complaints 
team, Waverley Gate, 2 – 4 Waterloo Place, Edinburgh, EH1 3EG’. 
 
 
 
Will my taking part in this study be kept confidential? 
 
Yes, and none of your personal information will leave the diabetes department or be 
identified to those working outside the diabetes department. 
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What will happen to the results of the research study? 
 
It is hoped that the results of this study will be presented at diabetes meetings and published 
in a medical journal.  Of course, no patient identifiers will appear in any published reports. 
 
 
 
Who is organising and funding the research? 
 
This research is being organised by the Diabetes Department at the Royal Infirmary of 
Edinburgh.  Funding is from the Diabetes Department Endowment Fund. 
 
 
Who has reviewed the study? 
 
This study has been reviewed by the NHS Lothian Research Ethics Committee. 
 
 
 
Contact for Further Information 
 
If you require any further information you can contact Dr Fraser Gibb. In addition, you can 
discuss the study with someone in the hospital who is not involved with the study, Dr Stuart 
Ritchie: 
 
 
 
Dr Fraser Gibb  Diabetes Department   Tel 0131 242 1475 
Consultant Physician  Royal Infirmary of Edinburgh  Fax  0131 242 1485 
    51 Little France Crescent    Email:  fraser.gibb@nhs.net 
    Edinburgh 
    EH16 4SA 
 
Dr Stuart Ritchie  Diabetes Department   Tel 0131 537 1753 
Consultant Physician  Metabolic Unit    Fax  0131 537 3071 
    Western General Hospital        Email:   stuart.ritchie@nhslothian.scot.nhs.uk 
    Crewe Road 
    Edinburgh 
    EH4 2XU 
 
 
 
 
What should I do now? 
 
If you would like to participate in this research, please fill in the form on page 5 and return it 
in the enclosed postage-paid envelope.  Alternatively you can phone or email Dr Gibb for 
further information.  We will then arrange a convenient time for you to attend the diabetes 
department for the tests to be performed. 
 
Thank you for reading this information. 
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Determining the role of aromatase in male androgen deficiency in type 2 
diabetes  
 
 
Dear Dr Gibb, 
 
 
 
I, __________________________________: (name)   Date of Birth: __________________ 
 
(please tick box as appropriate) 
 

I am interested in taking part in the above study. I would be happy for you to contact 
me and arrange an appointment at the diabetes department. I can be contacted as 
follows: 

 
             Tel. number (day):       _____________________________ 
 
             Tel number (evening): _____________________________ 
 
   Email:    _____________________________ 
 
(Please indicate if you would prefer to be contacted at any particular time of day) 
 
I understand that I am not committing to the study at present just by returning this letter. 
 
 
 

IF YOU WISH TO TAKE PART, PLEASE 
RETURN THE COMPLETED FORM, IN 
THE ATTACHED ENVELOPE, TO A 
MEMBER OF STAFF 
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Study Number: 13/SS/0047 
Patient Identification Number for this trial: ____ 

 

CONSENT FORM 
 
 

Title of Project: 
 
Determining the role of aromatase in male androgen deficiency in type 2 
diabetes  
 
  
This study is being performed by: 
 
Dr Fraser Gibb  Diabetes Department   Tel 0131 242 1475 
Consultant Physician  Royal Infirmary of Edinburgh  Fax  0131 242 1367 
 
 
       Please initial boxes 
 

1. I confirm that I have read and understood the information sheet for the above 
study (13/SS/0047) and have had the opportunity to ask questions. 

 
 

2. 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 sections of any of my medical notes may be looked at by 
responsible individuals from the Department of Diabetes, or from sponsors, where 
it is relevant to my taking part in research. I give permission for these individuals 
to have access to my records. 

 

4. I agree to take part in the above study.  

5. I understand that my general practitioner will be informed of my participation in 
this study 

 

6. I agree to give a blood sample which will be used for genetic (DNA) analysis  

7. I agree that blood and fat samples may be stored for use in future studies  

 
 
 
____________________   ______________  _____________________ 
Name of Patient    Date    Signature 
 
____________________   ______________  _____________________ 
Name of Person taking consent Date    Signature 
(if different from researcher) 
 
____________________   ______________  _____________________ 
Name of Researcher    Date    Signature 


