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  Hello Everyone. 



  My name is Lyn Mynott and I’m the Chair of Thyroid UK. 



  When we first started thinking about doing research, we asked ourselves, 

    “How hard can it be?”  



  At the end of my presentation, I’ll answer the question for you!


Thyroigy;x
Lyn Mynott - My case study

e |ll for 15 years

e Symptoms — muscle pain; vertigo; hair loss;
Carpel Tunnel Syndrome; constipation

e Had many tests — thyroid (several times)

* NHS treatment

e Complementary treatment
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First of all, I’d like to give you my case history very briefly.   



  Became ill at the age of 30 



  Symptoms - muscle pain; vertigo; hair loss; Carpel Tunnel syndrome and 

   constipation.  



  My doctor did lots of tests -  thyroid tests which always came back normal.  



  I didn’t know it ran in families – my sister had Graves Disease at the age of 17. 



  I saw various different NHS specialists – everything was normal. 



  I went to various different complementary therapists but none of them helped very 

   much.




Thyroid,

Journey to Recovery

Lump in thyroid

Scan

Fine Needle Aspiration
Thyroidectomy
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Health improvement
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My Journey to Recovery



  This is what a thyroid looks like!



  One morning I noticed a lump in my neck 



  I very quickly visited my GP,  who then sent me for some tests. 



  I had an ultra sound scan; a Fine Needle Aspiration; a thyroidectomy and treatment 

   with thyroxine. 

 

  My health slowly improved over the next 18 months, which made me start to 

   wonder if I’d actually had undiagnosed hypothyroidism for all the years I had been

   ill.


Thyroidy;g
Thyroid UK’s Beginnings

1998 - Started campaigning - Thyroid Action Group
1999 - BBC Watchdog - Healthcheck
2000 - Set up a Committee

2001 - Changed name to Thyroid UK
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Thyroid UK’s Beginnings



  So, how did Thyroid UK come about? 



  After my thyroidectomy, I started reading up about thyroid disease.  

 

  I contacted a lady from Thyroid Action Group and I started to help her.  



  In 1999, the BBC came to my home and filmed me for BBC Watchdog – Healthcheck



  I was inundated with phone calls, letters and emails – was this a much bigger 

   problem them I thought?



  In 2000 I took over the group and I set up a Committee.  



  In 2001 we decided to change the focus of the group and widen our remit so we 

   changed our name to Thyroid UK.

   


Thyroi
About Thyroid UK

Over 14,000 contactees l“' "
Website
Telephone Helpline
Medical Advisory Panel )
Quarterly Newsletter k
Members of: 1

The James Lind Alliance

National Voices

Patients Information Forum
On Working Group for Health Accreditation Scheme
Worked with Goldshield Pharmaceuticals on a survey
about thyroid medications
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About Thyroid UK



  Thyroid UK has grown considerably over the years.



  So far, we have over 14,000 contactees - patients, doctors, nurses, PCT’s etc. 



  Our website has, on average, 6480 unique visitors every month



  Telephone Helpline



  Advisory Panel of doctors from the UK, Europe and America 



  A quarterly newsletter where we inform our members of the latest research



  Thyroid UK is a member of various groups such as the James Lind Alliance; 

    National Voices and the Patients Forum



  We were on the Working Group for the Government’s new Health Accreditation 

   Scheme and we are now on the Pilot for this



  We have worked with Goldshield Pharmaceuticals on a survey about thyroid

   hormone replacements


Thyroidy;g
Incidence of Thyroid Disease

“In the United Kingdom alone, an estimated 4.5 million people have a thyroid
problem out of a population of 60.4 million. ...... a further two million people
are believed to have over or underactive thyroid glands that remain
unrecognised, although these cases are often mild.

Alan L. Rubin, MD and Dr Sarah Brewer

“About 1 in 50 women, and about 1 in 1000 men develop hypothyroidism at
some time in their life. It most commonly develops in adult women, and
becomes more common with increasing age. However, it can occur at any age
and can affect anyone.”

Patient UK
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What is the incidence of thyroid disease?  



  In the UK 4.5 million people are diagnosed with thyroid disease.  



  1 in 50 women and 1 in 1000 men develop hypothyroidism.  



  We believe, however, it’s more like 1 in 10 women, due to the number of patients 

   with sub-clinical hypothyroidism who are not being treated.  



  Prescriptions for thyroxine have been rising by more than 1,500,000 per year for 

   the past three years.  (18,736,400 in 2007)






Signs and Symptoms of Hypothyroidism “ymgsgd[]‘](

Signs Symptoms
Tiredness, lethargy, intolerance to cold.
Dry skin and hair loss.
Slowing of intellectual activity e.g. poor memory
and difficulty concentrating.
Constipation.
Decreased appetite with weight gain.
Deep hoarse voice.
Period problems.
Impaired hearing due to fluid in middle ear.
Reduced libido

Dry coarse skin, hair loss and cold
peripheries.

Puffy face, hands and feet.

Bradycardia.

Delayed tendon reflex relaxation.

Carpal tunnel syndrome.

Serous cavity effusions e.g. pericarditis or
pleural effusions.

Patient UK

Patient UK

The affected person may be lethargic, easily
fatigued, slowed in body and mind and in many
cases suffer from muscle aches, loss of
menstruation, deafness, angina pectoris, heart
failure, anaemia and constipation.

NHS Direct
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Signs and symptoms of thyroid disease. 



 Symptoms can be caused by other health problems. 



 Similar to those of ME and Fibromyalgia.



Bradycardia – slow heart rate

Cavity effusions e.g. pericarditis  (heart) or pleural effusions (lung)






. Thyroiyk
Thyroid Function Tests

TSH (Thyroid Stimulating Hormone)
Free T4 (thyroxine)
Free T3 e
Thyroid antibodies —

 The reference range is based on a normal bell-shaped graph, with serum
levels of TSH and FT4 outside the 95% reference interval described as
pathological. The normal range for TSH is 0.5 - 5.0.

* Recent guidelines state that patients need not be treated until they reach
10 in the reference range.

« “....large numbers of thyroid function tests are carried out because
patients describe vague non-specific symptoms. Doctors are frequently
faced with decisions on the management of patients who have little or no
clinical signs of thyroid dysfunction, but have abnormal tests.”

The Pharmaceutical Journal Vol. 265 No 7109 p240-244
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Thyroid Function Tests



  Generally, only the TSH test is done – thyroid stimulating hormone – although some 

   areas do the FT4 test



  Other tests are:  Free T4; FreeT3; Thyroid antibodies – Anti Thyroid Peroxidase

   Antibody (TPO Ab); Antithyroglobulin Antibody (TG Ab) ; Thyroid Stimulating 

   Immunoglobulin (TSI Ab)     



  The other tests are not routinely done on the NHS unless the TSH and FT4 are 

    abnormal.



“The reference range is based on a normal bell-shaped graph, with serum levels of TSH and FT4 outside the 95% reference interval described as pathological.”



  We wonder if the patients in the upper and lower 2.5% of the range actually do 

   have thyroid disease.



  The reference range for TSH is 0.5 – 5.0 and to make matters worse, recent    

    guidelines state that patients, even if they have symptoms,  need not be treated  

    until they reach 10 in the reference range. 

 

  The Pharmaceutical Journal stated that doctors are frequently faced with decisions 

    on the management of patients who have little or no clinical signs of thyroid 

    dysfunction, but have abnormal tests. 

 

   We know that doctors also have many patients with many symptoms of 

    hypothyroidism but normal test results. 

 

   We have calls from women who have symptoms and normal blood test results 

    who feel ill and also from women who have abnormal blood test results and 

    felt fine until their doctor put them onto thyroxine. 

 

   Many of the women with normal blood test results and symptoms have 

    hypothyroidism in their families. 





http://upload.wikimedia.org/wikipedia/commons/2/25/The_Normal_Distribution.svg

How the study
came about

 Andrew Bull died on 1st
April 2004 from a heart

condition.

« Donations came in from
his friends and family

« |t was decided to use
this money for a study
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How did the study come about?



  I had been in contact with Jane and Andrew Bull and their daughter Caroline, for 

   some time and I was helping them when Andrew died from a heart condition.  



  There is a strong link between thyroid disease and heart disease



  After discussions with his family, it was decided to use the donations that had come 

   in from his family and friends for a study into thyroid blood tests.



1.  Subclinical hypothyroidism is an independent risk factor for atherosclerosis and myocardial infarction in elderly women: the Rotterdam Study.�Ann Intern Med. 2000 Feb 15;132(4):270-8.�Hak AE, Pols HA, Visser TJ, Drexhage HA, Hofman A, Witteman JC. 



2.  Cardiac function in borderline hypothyroidism: a study by pulsed wave tissue 

     Doppler imaging 

     Sandra Zoncu, Francesca Pigliaru1, Claudia Putzu1, Lorella Pisano, Sara Vargiu, 

     Martino Deidda, European Journal of Endocrinology, Vol. 152, Issue 4, 527-533��


“ymimdux
How did we start?

e Reportin Autumn 04 Newsletter
e Jane Evans, Clinical Research Co-ordinator
e Set up Study Working Group

"
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How did we start the process of doing the study? 



  Firstly, we put a report in our newsletter that we wanted to do a study.  



  Jane Evans, an ME patient, who was a Senior Research Assistant before being 

   diagnosed, contacted me and offered to help. 



  We had lots of letters from our members who wanted to take part in the study.   



  I then set up a Study Working Group.  


Thyroidy;g
Research using Urine Tests

1. Thyroid Insufficiency. Is TSH Measurement the Only
Diagnostic Tool? W. V. Baisier MD; J Hertoghe MD and W

Eeckhaut MD - Journal of Nutritional & Environmental Medicine
(2000) 10, 105-113

2. 24-h urine hormone measurements : the better tests to
screen for milder degrees of hormone deficiency? Hertoghe
TM, Nguyen D, Namer P, Baiser W, Gadomsky A, Poutet B,

Hertoghe TA, Everard B, Duboé B, Gouita J, Francois M. -
Belgian Society of Anti-Aging Medicine

Question: Could the urine tests be a better predictor of thyroid
disease?
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Working Group



  The first thing the Working Group did was to do a literature search.  



  We found that some research had been done in Belgium using urine tests to 

   diagnose thyroid disease – these are two of the papers that we found. 



  Both studies concluded that urine tests were better than serum so we wondered 

   whether urine tests could detect hypothyroidism earlier than blood serum.





In this study symptoms of hypothyroidism correlate best with 24 h urine 

     free T3.



A better endocrine evaluation of a patient with milder endocrine disorders 

     such as those caused by the age-related decline in hormone levels in elderly 

     persons, may be obtained by 24-hour urine hormone assessment. For most 

     tests, 24-hour urine tests provide reliable values that apparently reflect 

    better the patient’s clinical endocrine status and thus improve diagnosis. 

    Nevertheless, an optimal endocrine assessment should associate 24-hour 

    urine tests with plasma tests as both tests are complementary, each type 

    of test checking different items. 




Thyrold,
First Study Working Group Meeting -
February 2005

Which tests to study

How many patients and controls

Decided on which signs and symptoms to use and
the grading

Who would write the first draft of the protocol and
who would contact the Ethics Committee

Discussed how much money we needed to raise
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First Working Group Meeting



  We had our first Working Group Meeting  in February 2005.  



  We decided:



  That we wanted to study the correlation of symptoms to blood, urine and saliva 

    tests



  How many patients and controls we would need (25 of each)



  Which signs and symptoms to use and how we would grade them.  



  Who would write the first draft of the protocol 



  Jane Evans would contact her local Ethics Committee. 



  We needed to pay for the study, so we also discussed how much money we needed 

   to raise!


Thyroid,;g
What happened next?

Report in November 04 Newsletter and on our
website asking for donations

Caroline Bull went to the US and had a meeting
with one of our Medical Advisers, Dr John Lowe,
Director of Research for the Fibromyalgia Research
Foundation who agreed to help us with the
protocol and statistics

We contacted testing laboratories

Jane Evans contacted local Ethics Committee for an
initial meeting
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What happened next?  



  Since we couldn’t start the study without money, we put a report in our newsletter 

   and on our website asking for donations



 One of our American medical advisers, Dr John Lowe, agreed to help us so Caroline 

  went to see him to discuss the protocol and the statistics.  



 We contacted testing laboratories to see if they were interested in helping us and 

  also to see how much the tests would cost us.



 Jane Evans contacted her local Ethics Committee and organised a meeting to discuss 

  the way forward. 


‘IhyrocggdUK

Second Working Group Meeting - June 2005

Agreed amendments to the draft Protocol
Which laboratories to use for the tests
Where tests would be carried out

Further equipment costs

Other Work Covered by phone, letter and email

Indemnity Insurance

Several drafts of the Protocol!

Change of title — Comparison of Urine, Saliva and Blood
Tests for Thyroid Function and Their

Correlations with Presenting Symptoms

Ethics Approval Application
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Second Working Group Meeting 



 We agreed the amendments to the draft protocol; 



 Decided which laboratories to use for the tests; 



 Where the tests would be carried out 



 What further equipment costs there would be.  



Other work carried out by phone, letter and email



 Checking that we were covered by indemnity insurance; 



 Changes to the protocol (quite a few of them!) 



 Changed the of title of the study. 



Finally, we were ready to send in the ethics approval application!


Thyroig;x
Outcome of Ethics Committee
Review — 12.6.06.

The Ethics Committee’s statistician had some concerns
We disagreed with the statistician’s comments

Sent the statisticians report to Dr John Lowe

Sent a response to the Committee on 23.10.06.

explaining why we wanted to keep the statistics
as they were
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Outcome of Ethics Committee Review



  The Ethics Committee reviewed the protocol first and there were some concerns 

    about our statistics.  



  We disagreed with their statastician’s comments so we sent them to Dr Lowe 

   who wrote a report for us which we forwarded on to the Ethics Committee.  



  We then had to wait for their response. 


Thyroid,;g
Ethics Sub Committee Meeting -
25.10.06.

The Ethics sub Committee members wanted us to change:

e patient grouping for testing
e symptom profile

This would have meant a fundamental change to the
protocol and would affect the results of the research.

We decided to regroup!
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The Ethic’s Sub Committee Meeting



  Was held on 25th October 2006.  



  Although they had decided to allow our statistics, they wanted us to change the

   way we grouped the patients for testing and they also wanted us to change the 

   symptom profile.



  This would have meant a fundamental change to our protocol and we felt it would 

    affect the results of the research so we decided to regroup! 



  We were not happy!


| _ hmoluk
Response to Ethics Committee —
8.5.07.

After lots of discussions it was agreed that we would inform the Ethics
Committee :

 too costly due to having to pay for more tests
* it would show bias to the TSH test
* no previous questionnaires used were validated

e all the symptoms on our list were on well accepted symptom lists
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Our Response to the Ethics Committee



  There were lots of discussions about this!  



  We had to show the Ethics Committee why we didn’t want to make their changes 

   to the protocol.  



  We sent a letter explaining that it would have meant paying for more tests and that

   it would show bias to the TSH test when we wanted to see how all the tests 

   performed.



  We also sent them evidence which showed that none of the questionnaires in 

   previous thyroid research were validated – we had thoroughly checked this and 

   had confirmation from Dr Colin Dayan, Head of Clinical Research at Bristol 

   University, who had written a recent paper. 



  We showed them that all the symptoms on our list were on well accepted symptom 

   lists such as the (then) Prodigy website; the British Thyroid Foundation symptom list 

   or the Thyroid Symptom Questionnaire, used by Dr Dayan.


Thyroid,;g

Ethics Approval Received on 10t
May 2007

M

99

-
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  We were very pleased to receive a response from the Ethics Committee two days 

   later! 



  As you can see, we were very happy!


Thyroi

Next Step

Report in our newsletter

Report on our website

We asked for volunteers to be participants in the study
We told them we would be fundraising to pay for the
study

CsgdU‘K
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Next Step



  We wanted to keep our members informed and knew they would be interested in 

   the process we had gone through so we explained this in our newsletter and on our 

   website.  



  We asked for volunteers to be participants in the study and explained briefly what 

   would happen if they were participants.



  We also told them that we would be fundraising for the study.


“ymé@dUK
How did we raise funds?

Funds came in from our subscribers and people who
use our website:

Donations

Raffles

Christmas Cards

Friends of Andrew did the
Three Peaks Challenge

My PA’s fiancé dyed his
hair purple!

We held a Masquerade Ball
Large donation
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How did we raise funds?



  Donations from our subscribers and the public



  Fundraising activities – the purple hair being the most outrageous – especially as 

   he had it done only a couple of days before the Masquerade Ball which caused 

   a few interested looks that night! 



  People were very pleased that we were doing this study and so were keen to help.


“‘Yr"é@dux
Major problem!

e Laboratory saliva test machine broke down!
e Change to protocol needed.

e Re-submission to Ethics Committee
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Major Problem!



  Unfortunately, we had a major problem.  



  We had a phone call from the laboratory doing the saliva tests telling us that their 

   testing machine had broken down and that they had decided not to replace it until 

   they had validated the saliva tests – the saliva tests were, in fact, actually part of a 

   study for validation.



  This meant we had to change the protocol, taking out all references to the saliva 

    test and re-submit it to the Ethics Committee for approval.  



  We had to stop testing until the protocol had been approved which was very 

   disappointing, not only for us but for the participants who were already booked in

   for tests.






Thyroidy;g
Ethics Approval - Again!

0

N\

Where are we now?

e 19 patients have been tested
2 patients booked in for assessment
e Controls are being recruited now
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Ethics Approval – Again!



  Thankfully, the Ethics Committee approved the amendments to the protocol and so 

   we were able to continue with the study. 



Where are we now? 



  19 patients have been tested; two are booked in for assessments – we need four 

   more patients.



  We are recruiting for controls now by giving talks to education institutions near 

   the laboratory




Thyroi
Writing Up of the Study cX%dUK

This will be done by Caroline Bull but with input from the whole
Working Group , with Dr Lowe proofreading it for us!

Publishing Results

 BM] and The Lancet?
e Journal of Nutritional and Enviromental Medicine and the
on-line journal, Thyroid Science

Dissemination

e Newsletter
e Website
 Press Release



Presenter
Presentation Notes
Writing up of the Study

  

   When we finish the testing, we will need to write up the study.  This will be 

    done by Caroline Bull but we will all have input into the final product, 

    especially Dr Lowe.  



Publishing Results



   We will apply to publish our results in the BMJ and The Lancet, although we 

    are not sure if they will accept us.  



   We have been told, though, that we can apply to the Journal of Nutritional 

    and Enviromental Medicine and to the on-line journal, Thyroid Science.



Dissemination



  We will disseminate the results in our newsletter, on our website and we 

    will send out a Press Release. 




Thyroid,

What Do We Hope to Achieve?

Change in Practice?

Urine testing is non-invasive and easy to do

Patient will be more involved in their diagnosis and
treatment

Better quality of life

Find out why so many people are ill with the “non-
specific” symptoms of hypothyroidism and yet have
normal blood test results.



Presenter
Presentation Notes
What do we hope to achieve?

 

   We are confident that this study will benefit the people who are affected by 

    hypothyroidism not only for initial diagnosis but also for ongoing treatment  as there 

    are many patients who have some remaining symptoms, even though they have 

    been diagnosed and are on treatment. 

 

  We hope that the results may bring about a change in the practice of diagnostics 

   for thyroid testing 

 

  Urine testing is non invasive, especially for the needle phobic patient and older 

   children and, dare I say, it some men? (Well, I know quite a few men who would 

   prefer it!)  

 

  The urine test is easy for the patient to do at home thereby allowing the patient 

   to be much more involved in their diagnosis and treatment.   

 

  Better testing will give patients a much better quality of life. 

 

  We are hoping that our study will encourage more research to find out why so

   many people are ill with the “non-specific” symptoms of hypothyroidism and who 

   have normal blood test results. 




Thyroi
How hard can it be? SUK
Not very, actually!

You do need:

* To talk to and listen to your members

e A good idea that is relevant to your members
e A good Committee

e Commitment

e Funds

» Patience!

Would we do it again?

Most Certainly!
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How hard can it be?



  So, going back to our first question – How hard can it be for a study to be 

   designed, organised and controlled by patients for patients?  Well, actually, it’s 

   not that hard!  



  You do need to find out exactly what your members really want for a research 

   question.  You need a good committee that is committed to the project and, 

   of course, you need the funds to carry out the research.  Above all, you need 

   patience – it can take a long time with unexpected setbacks!



  Would we do it again?  Most certainly!  Watch this space!




www.thyroiduk.org
enquiries@thyroiduk.org
01255 820407
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Thank you very much for listening.  Any questions?
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