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1. Patient information sheet — the problem 3. Improving the patient information sheet

Some concern has been expressed about the safety of human Knapp and colleagues (2011)* developed a patient information
volunteers in medical research. This includes how well researchers sheet, based on ‘performance-based user testing’ (how well people
ensure that volunteers can give genuine informed consent. pick up on and understand key points in the information).

Studies have shown that trial participants do not always fully For our own patient information sheets, we have adopted a similar
understand the trial they have signed up to. Often, the patient format of presentation that Knapp and colleagues (2011)*
iInformation sheet is poorly written, poorly presented or too complex. recommended.

Original format of our
patient information sheet...

NHS|

Nottingham Hearlng National Institute for
Biomedical Research Unit Healil Research

The effects of tinnitus on memory and attention

Investigators: Mrs Najibah Mohamad, Dr Derek Hoare, Prof Deb Hall

...modifled to Knapp's
An invitation to participate in our tinnitus study 1 u S e r-t e St e d ) f O rm at .

2. Patient iInformation sheet & informed consent

Before you decide whether to take part, 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. Discuss it with friends and
relatives if you wish. You are free to decide whether or not to take part in this study. If you choose ==tt=—t=!

The patient (or participant) information sheet plays a vital part in

e n S U rl n g th a.t VO I U nte e rS Can g IVe I n fo rm e d CO n S e nt b efo re takl n g This study is for people with tinnitus symptoms that do not have a known medical explanation. In t

about one in ten people experience tinnitus. The study will measure the impact of tinnitus on atten

. memory. We will also look at other factors which might be important to explain our findings, such g m

p art I n reS e arC . loss, general intelligence or a person’s mood. . .
. Participant Information Sheet National Institute for
Tinnitus is the medical name for the perception of noise in one ear, both ears or the head. The noi Health Research

from inside the body rather than an outside source. People often describe their tinnitus as a ringing

. . . roaring, whistling or buzzing sound. For some people it comes and goes, while for others it is therg
- - D th time. The severity of the tinnitus varies from person to person. Some people are very good at igno e : i
Wr I tte n p atl e nt I S C u SS I O n WI sound, while others find it extremely distressing. About one in 200 people are severely affected by The effects Of tlnnltus on memo ry and attentlon
. . = = = Tinnitus can have a wide range of effects. It can affect concentration and cause sleeping problemsd
f t n h t reS e arC h e r/C| I n I C I an depression. Reports of difficulties concentrating has led some clinicians to believe that tinnitus inte
I n O rI I l a I O S e e how people process everyday information. Nottingham Hearing

We invite you to take part in a research study

A small number of research studies have investigated a link between tinnitus, memory and attentid Biomedical
studies generally support an association, but they have methodological limitations because they d Research Ul"lit
out other factors which can affect performance on the tests of attention and memory that are used * Before you decide whether to take part, it is important for you to

understand why the research is being done and what it will involve.
What does the study involve?

* Please take time to read the following information carefully. Discuss

You will be asked to complete a number of standard clinical tests, and some questionnaires and p it with friends and relatives if you wish. Contents
will have a hearing test to assess your hearing. If the hearing tests indicate anything of medical co . 5 N
. will give you full details for you to take to your GP. You are free to decide whethef or pot to take part in this study. If
n O rr r I e Wr I tte n you choose not to take part, this will not affect the standard of care — o  study?
You will be asked to complete short questionnaires to assess relevant medical history, the charact YOUTO0RNG, DS oG Wil i
our tinnitus and how tinnitus and/or hearing impacts on your daily life, and a general questionnair g ; ; . : ' .
CO n S e nt zour mood and emotional wellbeing. gimp y y g q . Q?grumsaltfi;rru]ere is anything that is not clear or if you would like more 2 Why am | being asked to take part?
You will complete puzzles to measure your memory, attention and general intelligence. These are 3 What will | need to do if | take part?
— some will be presented on a computer screen while others will be on paper. The overall session
. Y2 hours in total, but we will go at a pace that is comfortable for you and give you regular breaks sg Important things that you need to know 4 Will my results be kept
Informed consent to take part in research requires that all
Any concerns that are highlighted in your results will be discussed with you. We may recommend 5 What will happen to the results?
T 'I:f = . k | d d h . contact your GP or other appropriate support. * We want to get some additional insight into the nature of your
tinnitus, hearing loss or concentration problem. i isi i
volunteers “should have sufficient knowle ge ana comprenension R—— 9 : 5 Who's rganing and funing e

*  We cannot promise the study will help you, but the information we

of the elements of the subject matter involved as to enable him/her e o AU o g 108, Y0 are 1l 0 P {00 e el 13- 00 yemrrard oo study il hlpmprove the reamentofpeope WA |7 Wi s rviewed e stcy?

English speaker; are able to read letters on a computer screen and on paper (wearing glasses is 0

. . . » y able to hear conversation-level speech in a quiet environment (wearing hearing aids is okay); are 1 » None of the tests involved in this study present any known risk or 8 .W|;0 do | speak to if problems
to make an understanding and enlightened decision
* This study requires a single session for about two and half hours. 9 How to contact us

(Nuremburg code, 1947). + Wo il sinturs ca el 1218} aepayyou 215 foryour

time to complete the tests.

* You can stop taking part in the study at any time.

In practice this means that people should be given information | How o contactus

Biomedical Research Unit (NHBRU), at Ropewalk House in If you have any questions about this

which allows them to understand exactly what the research involves ) s k5 o

S Key improvements:
for them before they agree to take part. This includes any harms o
and benefits. _ * Contents list included.
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* Page numbers added.

The Nuremberg Code was developed
following the Nuremberg trials of Nazi war
criminals. The trials revealed the horrific
experiments conducted on prison camp
Inmates by Nazi doctors. The Code forms
the basis for all rules regarding human
experiments.

* Headline section on front page, summarising key points.
» Use of clear sub-headings and bullet point lists.

» Greater prominence to contact names and telephone numbers.
 Splitting of text into two columns and use of colour.

. * Knapp P, Raynor DK, Silcock J, Parkinson B (2011) Can user testing of a clinical trial patient information
Photo cc Marion Doss sheet make it fit-for-purpose? — a randomized controlled trial. BMC Medicine 9: 89

4. Further improvements through local public involvement

We asked three members of the public to review the

. . i . - the study?
content and format of our modified patient information NHS 2 - b
Why am | being asked to take part? For bus times call Nottingham City Transport on 0115
] . . Participant Information Sheet National Institute for - and given favourable 950 6070, Traveline on 0871 200 2233 .
sheet. Their advice resulted in key changes. These Health Ressarch
. . large group of people who may be experiencing some . . By tram
] , . degree of tinnitus or hearing loss. ics Committee The ‘Market Square’ and ‘Royal Centre’ tram stops
. . . . N . ham University are the two closest stops to NHBRU. Trams run every
changes could be applied to anybody’s patient The effects of tinnitus on memory and attention
] * are aged 18 — 80 years, the route.
Information sheet: e
- " : Nottingham Hearin * are able to read letters on a computer screen and n arrival at opewalk ouse
We invite you to take part in a research study ; g : g on paper (wearing glasses is okay), if problems arise? NHBRU is situated in the basement of Ropewalk
Biomedical * are able to hear conversation-level speech in a ’ House. On entering the foyer at ground level, follow
. ‘ - Research Unit quiet environment (wggring hea}ring aids is okay), the red signs for Nottingham Hearing Biomedical
° d I t h t -t k th f t * Before you decide whether to _take.part, it is important for you to . ) * are not currently_ receiving medical treatment that . Research Unit. There is a lift. Disabled clients who
n C u I n g a re evan O O O I I l a e e rO n a. e understand why the research is being done and what it will involve. e y hma)zjéff?(?t cognitive function (e.g brain tumour, Wieieseamh Ina. wey require assistance at Ropewalk House to access the
. ) o . : 4 B P — ead injury, or dementia), basement should telephone 0115 823 2600 in
Please take time to read the following information carefully. Discuss - : * are not taking any medication that could affect advance to make appropriate arrangements.
O O ( m O re ap p ro aC a e ] it with friends and relatives if you wish. ‘ ; cognitive functioning such as benzodiazepines or pout the way Yé’lu Eave
; : o s or any possible
* You are free to decide whether or not to take part in this study. If . (r:ther sedgtlves, antldeprgssants, i ot )é be h;/prr))y to addraersr;1
you choose not to take part, this will not affect the standard of care #VE Tl Histeiny ol recreational dnig o alcoh
. . . you receive. ara, KisHfirsham Llsan
, Nottingham Hearing
* Including a map, directions, full address and travel i ete
information. 3 What will I need to do if | take part? g rags i Wo ————tenm

— ——
R e R SR A L Tueery
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advice to help volunteers get to our premises. Contents

i Y ill be asked t |
Important thlngs that you need to know ou will be asked to complete a number of standard

clinical tests, and some questionnaires and puzzles.

1 Why are we doing this study? , , bervice (PALS),
I " ) e T N—— * Hearing test to assess hearing. If the hearing tests ham University
We have sought to widen the use of this style of yam e ket ke par
3 What will | need to do if | take part? you full details for you to take to your GP.

+ We want to get some additional insight into the nature of your 4 Will my results be kept * Short questionnaires to assess relevant medical

Information sheet. In 2014, The Collaboration for s, haring o or concanraton proi. istory. th charcteriics of your tnius andhow P12 negigerce, ten

5 What will happen to the results?

. . . * We cannot promise the study will help you, but the information we Wi . itund and a general questionnaire about your mood and
Leadership in Applied Health Research and Care
e a e rS I p I p p tinnitus. y? * Puzzles to measure your memory, attention and
) o ) 7 Who has reviewed the study? general intelligence. These are quite varied — some
. . . gggeefc;fag:: tests involved in this study present any known risk or o Vilkia il T ek iioilane will be presented on a computer screen while
IN the Eas I[diands aaopted our paten - e others will be on paper
* This study requires a single session for about two and half hours. d like to discuss the

9 How to contact us The overall session is about 2 % hours in total, but we t Mrs Najibah

I n fo rl I l atl O n S h e et te I I l I ate * We will reimburse local travel (up to £15) and pay you £15 for your 10 Where to find us will go at a pace that is comfortable for you and give
. you regular breaks so that you don't get tired.

time to complete the tests.

. R — i How to contact us Any concerns that are highlighted in your results will fc.uk
ou can stop taking part in the study at any time. be discussed with you. We may recommend that you
, , contact your GP or other appropriate support. Page 4 of 4
* You will attend an appointment at the NIHR Nottingham Hearing If you have any questions about this ¥ S -
Biomedical Research Unit (NHBRU), at Ropewalk House, study, please talk to the audiologist Page 3 of 4
Nottingham (city centre), NG1 5DU. who manages it: Mrs Najibah
Mohamad on 0115 8232621
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Our thanks go to the members of the public who National Institute for
reviewed our modified patient information sheet. Health Research
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