ALSPAC RTB IRAS ID: 301701

G1 biological sample collection
participant information sheets and
consent forms pre HT Act

Please note

e ‘The consent requirements of the HT Act are not retrospective. This means that legally it is
not necessary to seek consent under the HT Act to store or use an ‘existing holding’ for a
scheduled purpose. An existing holding is material from the living or deceased that was
already held at the time the HT Act came into force on 1 September 2006.”! The samples
outlined in this document are classified as existing holdings and are therefore exempt from
the HT Act consent provisions.

e Other versions of the documentation provided may have been used during sample collection

e The request for donation of specific sample types may have changed throughout the course
of the collection timepoint

1paragraph 56 of the HTA Code of Practice and Standards, Code E: Research


https://content.hta.gov.uk/sites/default/files/2020-11/Code%20E.pdf
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. s JOINING IN "CHILDREN OF THE NINETIES®'
QUESTIONS AND ANSWERS
What will I have to do?

Nothing unless you want to. As a mother you have the right
to say 'no' at any point. You can decide to do some things but
not others. Of course, we hope you will want to do every—ihing
as the more mothers who join in the better.

How can I help?

We will be sending you a number of gquestionnaires to fill in
at various times. These will ask about you and your feelings,
your home and how you live, your likes and dislikes. We hope you
will enjoy filling them in.

What about my partner?

If you are living with a husband or partner, we would very
much like to include them in the research. Partners can be an
important influence on the health and development of a child.

If you agree we will give you a questionnaire to pass on to him.
His answers will, like yours, be confidential and he will be
asked to return his questionnaire directly to us. The decision
to include your partner in the study, however, will be yours.

How do you measure health?

We will know how your pregnancy prodresses from the hospital
records, and details of your baby and how he or she develops from
the child health records. These will not give us enough
information on you and your baby though, and we will be sending
you questionnaires asking for details of how you are feeling and
any problems you may have with the baby.
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Does the study involve anything else?

We are not conscious of many of the things that are
happening around us. We won't be aware, for example, of the
amount of lead we are breathing in from car exhausts or the
magnetic fields that result from electrical equipment.

Researchers can work out some of these things using
chemical tests on blood and urine samples. In order to do this
we will be keeping some of the blood and urine that is routinely
taken from you during your pregnancy. We will keep the placenta
(the afterbirth) once the baby is born. We may also ask for a
lock of your hair. With the blood we will be able to find out
whether you have an allergy, and whether your genes affect the
health of your baby.

We won’t do any of these tasks unless you give us your
permission to do so.

Some of you will be asked if you would like to take part in
special studies, (with additional measurements made in your
home) .

This will only be done if you are happy about it.

What if I don't want to fill in questionnaires?

If for any reason you do not wish to £ill in the
questionnaires yourself, you might prefer to be visited by one of
our Children of the Nineties assistants. They can ask you the
questions and fill in the form for you while you are busy with
the baby or doing housework or just putting your feet up.

wWhat if I miscarry?
Please let us know as soon as you can. We do not want

to upset you by sending more questionnaires about your pregnancy,
but we would like to ask you some questions about how you are.
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The Avon Longitudinal Study of Pregnancy & Childhood
(ALSPAC)

Children of the Nineties
24 Tyndall Avenue
Bristol BS8 ITQ

Tel: Hotline (0117) 928 5007
Direct: (0117) 928 ____
Fax: (0117) 928 5010

Ref: (3)D:\usr\jean\consent.fm
Consent Form - Children of the Nineties

I have now considered the proposal that various samples of blood and urine from me, and the
placenta, may be kept by the Children of the Nineties project and used for research purposes.

I understand that the results of all analyses will be kept as highly confidential, that the samples
will be stored with only a number on them, and that there will be no way of identifying either me or my

child from these samples.

I confirm that I will be happy for these samples, including the baby’s placenta, to be stored and
used for research purposes.

[ also understand that if I should change my mind at any point  will be allowed to do so

Signed: Date: 19
Name in full

Your date of birth: 19...

If you do not wish some or all of these samples to be used for research, please say so below and sign
your name:

ALSPAC is a research initiative of the Division of Paediatric & Perinatal Epidemiology
Institute of Child Health, University of Bristol
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The Avon Longitudinal Study of Pregnancy and Childhood
(ALSPAC)

Children of the Nineties
Institute of Child Health
University of Bristol

!' Al"ﬁ ]991# 24 Tyndall Avenue
' Bristol, BS2 8B]

Tel: Hotline (0272) 256260

ref: hair.nai

4,3, 197S

e 7

Dear Mother,

Thank you again for all you are doing to help. This is enabling the study to
continue to be the best ever.

There are just a few things we would like to ask you now:
\ .

1. We would like to put your study child's name in our files so that we can
send birthday cards directly to him or her:

[ ] / o
My study child's full name is ... omvomvvincons v coveee e T e s s ens 3 95 B e 5 e 6 o BX

2. We are also anxious to bring our records up to date.

Is your name and address above correct? PLEASE WRITE ANY CHANGES BELOW.
Include any new telephone number.

Thank PRSI (R, o .
= {1 TMOTHER |

———

VA il

e -

NOW PLEASE TURN OVER

4

Steering Committee:
Professor ]. D. Baum, Professor G. M. Stirrat,
Professor M. Pembrey, Professor C. Peckham, Professor ]. Golding,

Professor M. Rutter, Professor ]. Berry, Dr. C. Pennock, Dr. ]. I. Pollock.
Recycled Paper
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AND NOW FOR SOMETHING OOMPLETELY DIFFERENT

HATR AND NAILS

In order to look at the ways in which the air we breathe, the water we drink and
the food we eat may influence our health, we would like to have same hair and toe
mails from you, your study child and your partner if you have ane. We will be using
these to look at levels of things like mercury and lead.

If you are happy to do this WE HAVE ENCIOSED 6 BAGS AND 6 LABELS. Two for YOU,
two for your CHILD and two for your PARTNER.

1. Please peel off the labels and put one on each bag.

2. Hair should be cut fram the back (nape) of the neck as close to the scalp as
you can manage. We would like whatever you can give us, (the more the better)
from each of you. PLEASE PUT THE SAMPLES IN THE APPROPRIATE LABELLED BAGS MARKED
'"HAIR'. |

3. Cut several toe nails and put them in the appropriate bags marked 'nails'.

4. Make sure the bags are sealed tightly and post back to us together with this
piece of paper when campleted.

5. Please answer the following questions for each of the persons for whom hair has
been enclosed: :

Stndy child |  Mother |  Partner

a) Please list the types of shampoo U (O SR PR
(and conditioner) used in the
paSt mnt-h. .................. o e e % ¥ dea"Ts e v s e a s eeh

b) List anything else that has been  ....cvvvens | covecnenanee | coeenanaaeen,
used on the hair in the past 6 _
months (e.g. dye) @ = cieeecccses | wan e B LR

N.B. We are cutting costs by not sending a reminder - so please don't wait. Send this
back as soon as you can. Many thanks for all your help.

Yours sincerely,

a/m @e@l%

P.S. If this has come at around the same time as one of your regular questionnaires,
we do apologise. This mailing is in fact going to everyone at roudhlv the same time.
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ALSPAC RTB IRAS ID: 301701

IMPLIED CONSENT

The consent for the following collections was not formally documented
e hair and nails: 6 to 18 months
e hair and nails: 3 years
e hair and nails: 4 years
e teeth

However, as these samples were collected by the parents/guardians at home and posted to ALSPAC
consent is implied.
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ALSPAC RTB IRAS ID: 301701

Children in Focus Consent

Consent was documented for the Children in Focus clinics on the data collection form for each clinic sweep.
This was signed by the parent/guardian against the blood sample section. An example of a data collection
form is provided.
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Child’s name/ Singleton/twin

Mother’s name D.O.B Test sheet no. 2% year Clinic Date ...
Arrival Time
Staff
Lo
1) Daycare Yes No Permission 2) Vision  done notdone
20 e
3) Hearing done notdone reading R No. of pairs 3.
4. e
Comments 4) Tymp done not done
5) Teeth done not done
S0
Comments
6) Growth
ht I . cm  wce . ¢m
he . cm ac . cm
0. oo
wt . kg Comments
7) Emla  No Yes T e,
time ......oeeueeee SIgNed ...oovevuiiiiiiinicce,
8) Blood No  Yes
Parent’s permission SIENEd ..ooeieeiieieeeee e,
Infection recent/present details .....cooeeveeiieiieieee, 8 e
Sample obtained 19101 SN RUPURTURRRRRRO Departure Time
Comments e

Parent’s/Carer’s comments/info overleaf?

Appointment
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The Avon Longitudinal Study of Pregnancy & Childhood
(ALSPAC)
Children of the Nineties
24 Tyndall Avenue
Bristol BS8 1TQ

Tel: Hotline (0117) 928 5007
Direct: (0117) 928
Fax:  (O117) 928 5010

Dear Study Child

You will soon be getting to the stage where your teeth start coming out, or
maybe you have lost one or two already.

We wonder whether you would like to help the Children of the Nineties
Study by letting the ‘Tooth Fairy’ send one or more of your teeth to us. Each time
you or your tooth fairy send us a tooth we will send you a badge.

This will be a great help to us because inside each tooth there are various
traces that will allow us to find out the sorts of things that are in the air about us,
and will help us understand what might have made you ill at sometime, or what
might have kept you well. This will help us find out how to-make the world a better

place.

| do heope you will help us. !f a tocth has already divpped out, ask 1nununy
or daddy if the tooth fairy could be asked to send it to us in the bag we have
enclosed - and fill in the form with it.

If your tooth has not dropped out yet (or the one that has cannot be found)
just keep this package in a safe place. As soon as a tooth drops out either send it to
us yourself, or ask the tooth fairy to, and we will send you a badge.

We all look forward to hearing from you.

Yours sincerely,

Professor Jean Golding.

R:\secretary\secretarial\tooth fairy letter

ALSPAC is a research initiative of the Division of Paediatric & Perinatal Epidemiology,
Institute of Child Health, University of Bristol
Recycled Paper
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Please fill in this form and send it to us with your tooth (or teeth).
This is the tooth of:
e I PSR

(AdATESS)  ssmcssseasinssmiessmsmsonenmesnne s AT SR ISR S S S ABEN S

..................................................................................

Please give the date you were born :

day month year

If you can, please give the date your tooth fell out:

day month year

Please mark (with an x) on
this picture which tooth it was: noskL -

Please put the tooth in the plastic bag, and put the plastic bag and this form in the jiffy
bag and send it to Children of the Nineties.
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FOCUS AT 7

Blood Samples

First some questions

Has your child ever had a bad reaction to local anaesthetics?
Y/N

Has your child used or been given a local anaesthetic in the last 24 hours?
Y/N

Is your child taking any medication containing sulphonamides, e.g. Septrin?
Y/N

Is your child anaemic?
Y/N

Does your child suffer from any clotting or bleeding disorders ?
Y/N

You will be informed if your child is anaemic*. After that analysis the name
will be taken off the blood samples. They will be stored for future analyses
including preparation of a DNA sample. The blood samples and the DNA
sample will have no names attached to them. Results will be used for statistical
purposes only and not linked to named children.

PARENTAL CONSENT

The purposes and possible risks in having blood taken have been explained to
me.

I agree to my son/daughter having a blood sample taken for analysis for the
‘Children of the 90s’ study. I am his/her parent (or guardian).

SIENEA: oo e

Date: ...ccoeeevennne child assented

Name (PLEASE PRINT).....ccoiiiiiiieieeciee ettt e e . (Parent or
Guardian)

Name (PLEASE PRINT)...cccoiiiiiiiiinieeieeeee e e e e (Study child)
* Hb below 9g/dl.

FOCUS AT 7 is covered by the University of Bristol’s insurance scheme.
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T'S ARACT

BEFORE BREAKFAST STUDY

The body sends messages to
make bones and muscles arow

We are very pleased that you were able to come today, and have been able to help us
find out more about what makes children grow. You could help us find out even more.

...... How do my bones and muscles grow?

As we grow up the body sends messages to the bones and muscles to tell them to get
bigger. Insulin is one of these messages, but there are others as well. We would also like to
find out more about these and how they affect the way you grow.

When these other messages have done their job, the body chops them up and gets rid of
them in the urine (wee). We can measure these bits in urine, and this tells us what kind of
messages the body was sending and how many were sent.

...... How can | help?

Already, because of your help, we will discover more about the insulin message. To find out
more about the other messages we would like you to collect all your urine for one morning
and send us some of itin a small tube. We can find the bits of message in this.

ceeee. What do | need to do?

You just need to collect all your urine for one morning. Decide which day would be the
easiest. Saturday or Sunday morning would be best because you won't be going fo
school, or you could do it one day when your on holiday. Let us know what would be
easiest.

We will give you a plastic jug and a container to send a sample back to us. Put the jug in
the bathroom next to the toilet where you will see it in the morning. When you get up in the
morning, collect all your urine in the jug. For the rest of the morning, until 1.00pm, collect all
your urine into the same jug each time you go to the toilet. (If you forget, you can always
empty the jug, rinse it out, and try another day.)
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......Measure how much urine you have collected

When you have finished the collection (after 1.00pm), stand the jug on the lid of the toilet
seat. Use the scale that looks like the one in the picture below. (Don't use the “PT. FL OZ"
scale) Decide which mark on the side of the jug is nearest to the level of your urine. Read
the number next to the mark. Work out the number if it's not shown. For example the mark
between 400 and 600 is 500. In the jug below, we think there is about 530ML of urine. We
have added a little because the level is a bit above the 500 mark. You can add a little if
the urine is between the marks. Get a grown-up to check. Write this number (volume of
urine), and the date, on the label of the small bottle we have given you. You don’t need
to put your name on the bottle.

1500ML

1200
1 litre
800
600
400

200
100

......We only need a little.

Now, take the soft plastic teat, squeeze it, and suck up some of the urine from the jug and
squeeze it out into the small clear bottle. Keep doing this until the small bottle is nearly full.
Put the lid on and screw it down tight. Get someone to check that it really is tight.

Put the bottle into the bigger white plastic tube, and screw on the cap. Put this tube into
the padded envelope. The envelope already has our address on it and doesn't need a
stamp. Post the envelope to us the same day or the next day. It will fit through an E Il R
postbox, or you can take it to the nearest post office. (It won't go into a G VI R postbox, we
have tried!)

......When you have finished

When you have finished, pour the rest of the urine into the toilet and put the jug in the
rubbish, or wash it out and use it for other things.

...... S0, would you like to help us find out even more about
how children grow?

If you would like to help us by taking part please
ask your parent (or guardian) to fill in the consent form. u
If you or your parent (or guardian) has any questions, an o

phone Fay on (0117) 928 5518.
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CHILDREN OF THE 9OS

@@
&%W

24 Tyndall Avenue
Bristol BS8 1BR
Tel : 0117 970 6067

Before Breakfast Study

The urine samples have no name attached to them. They will be stored for
analysis to measure hormone breakdown products. Results will be used for
statistical purposes only and not linked to named children.

PARENTAL CONSENT

The purposes and possible risks of taking a urine sample have been explained
to me.

| agree to my child giving a urine sample for analysis for the ‘Children of the
90s’ study. | am his/her parent (or guardian).

SIgNEA: o

Date: ....cccooeeeennnis child assented

Name (PLEASE PRINT ).t e (Parent or Guardian)
Name (PLEASE PRINT). ...ttt et e e e aas (Study child)

Children of the 90s is covered by the University of Bristol’s insurance scheme.
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W Find out more about your body

W Have fun and help us discover more
about how your body is working

B New Discovery Club - Have you joined yet?
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University of Bristol
24 Tyndall Avenuo
fistol BSE 1TQ

Tatephona: 01 17 670 6067
Faw, 00T 976 5010 =
amail: pom helmesfbris.ac

The activities at FOGUS@9 are designed to provide informat

children are developing. They have been carefully selected tq
providing us with as much information as possible.

To all Study Children... Y
¢
| am delighted t0 be able 10 tell you that the resear

ss!
FOCUS@7 and FOCUSat8 has been & great succe

ike 10 see
|d very much like
u are 9 or S0, We wou e
- tn:itnny and carry outa number of thid ﬁf‘tes B
yogs?gns that happened before, together
s
e tandin
The results will be very impnftan’: {%Elgrngf.m
the health and development of al c‘ 0 -
\ways, if there are any of t_he bits 0 tomteu I@nlus il
ek ulci rather not do, you just have e -
yo‘ﬁ iﬂr?derstand However, We do hope thaty
Wi . How
do as much as possible.

g about

yours sincerety,

Tonw Gl
Professor Jean Golding

ime!
come {0 zDEUSed and have a great ime:

"

How fit are you?

BINESSE

Here we are talking about “Aerobic” fitness, which is how well your body gets
oxygen to your muscles when they are working hard.

In children fitness depends on several things, like how old and big you are,

what you eat, how much exercise you have and the genes you've got. We are try-
ing to find out if being fit really does keep you healthy.

We would like you to help us either with a Basketball game or by pedalling an
exercise bike. The pedalling will get harder as if you are going uphill. At the
same time a belt around your chest will show how fast your heart is beating.
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What about blood pressure?

We know a lot about the blood pressure of adults, but not very

much about the blood pressure of 9 year old children.

Children of the 90s can discover 4 lot more!

You will have a cuff
wrapped round your arm
and the machine will
pump some air into the
cuff. When the cuff
squeezes your arm it
measures your blood
pressure and your pulse.

Your pulse rate tells us

how fast your heart is

beating. The machine
does this twice.

We will only tell you
if your blood
pressure is very high.

HERBING

Children’s hearing
often changes as
'they grow older

We want to find out how well you can hear at the
moment. We do this by asking you to listen to little

noises, high ones and low ones, and see if you can

hear them when they are very quiet. We will tell you

if there are signs that you might have a hearing problem,

We also rest soft little probes just inside the opening of ¥
Tympanometer and tells us how springy the eardrum is. An
This bounces them back and shows how that part of the ear i
Test, but you don’t have to do anything except keep still.

Lastly we hope to take a picture of your eardrums.



Everyfhing in E)RlS @ ;
on about how the ‘Children of the 90s’ Iquntal‘y, nobodf Jw{;,% IS totally

be fun for you, while at the same time is something yoy doi v.:ndtifi there
ant to do,

MEASURINGRIOU
How long are your legs?

We want you to feel comfortable while we measure you, so why not wear a crop top and pants, bikini, boxer
shorts or swimming trunks under your clothes when you come to see us?

We will want to find out how tall you are when you are standing up and sitting down, so that we can work
out how long your legs are. We will measure your arm, waist and hips; the length of the bones in your
arm and how straight your back is.

We are also going to look for “visible flexural dermatitis” - this is like eczema and is in the creases of your
arms and legs. We will check to see if you have any spots and how oily your skin is. To do this we put a small ;
piece of tape on your forhead and leave it for an hour. i

Ifs BREATHNG
a Breat Day /

s How are
Out and Super 8 your lungs?

As you grow bigger, all the organs in your
body, like your heart, lungs and kidneys,
need to grow t0o.

We are very interested to find out how your
lungs are growing,

To help us find out, we will ask you to do
some blowing. When you blow hard into
our machine (like blowing candles out on
your birthday cake) we can measure
how much air your lungs hold
and how they are growing,.

LoD SANIPLES
Your blood can help us be detectives!

Lots of things go on in your body that we don’t know about, but your blood can help us
be detectives.

rich will need some more tests.

If you are happy for us to take a sample, we will use ‘magic cream’ which makes your
ar ear. The machine attached to one is called a skin go numb so it shouldn’t hurt. You can watch a video at the same time.
ther one sends sounds to the inner part of the ear.

working, This s called an Otoacoustic Emissions health and development. We will be able to tell you if you are anaemic, which means

|
i We will be looking for different things in your blood that will tell us more about your
‘ the blood hasn’t got enough haemoglobin and won’t carry as much oxygen as it should.
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VORE WoRDS! SRR ) - D

It .:.'_\ v | BONES

Different children read A . |  What are your bones like?

and write in different '

ways We would like to take a picture of your bones.
We use very tiny doses of X-rays - no more

With your help we will be able to learn more than you would get being outside for the

about this, and find out ways to help other afternoon.

Ehildeerwhientiyleam, b e The machine tells us how much calcium and

other minerals are in your bones; in other

We will ask you to read to us, answer questions
words, how dense they are.

and do some spellings. It will be a bt different
from the reading you do at school, because

some of the words will be made up! All you have to do is lie still for four to five

minutes. The machine prints a picture of
your skeleton, like the one shown left, that
you can take away with you and keep!

If you find it really difficult to read, don’t worry.
We will read to you and you can answer
questions about what we have said.

JOINED YET? e

Every child that fills in questionnaires for Children of the 90s can be part of
their own Discovery Club.

Just ask one of the staff for a form to fill in when you come to FOCUS@9 or fill in

the leaflet on your last childrens’ newsletter. ,

You receive a special folder, your own membership card, badge, fact finder file ,/_,./

and find out about super things to do! o '

Your visit will last for about 3 hours and you will need to be accompanied by an
adulit. You will be given a book, including lots of puzzles and games, to fill in as
you go around.

To contact F51SeY telephone: 0117 928 8266

“bive us a ring,
University of Bristol Write 03 a lefer or
24 Tyndall Avenue Bristol BS8 1TQ e T i el dash off an ewall”, [
Fax: 0117 928 8138 | Study of Parents We love to hear from yo,
email: focus-admin@bris.ac.uk kil Phone us on
0117 928 8793

ALSPAC is a research initiative of the Unit of Paediatric & Perinatal Epidemiology, Institute of Child Health, University of Bristol.
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You may already have given us some of your blood at
previous Focus visits.

Thank you !

We have used it to discover more about how we grow
and why we sometimes become ill.

Now we are asking for some more blood - there is so much more we want to
find out, and you can help! We are particularly interested in studying a
substance called 'DNA' which we can get from your blood cells. Our scientists
can now keep growing new cells from the blood you give us; the cells keep on
growing so we can keep on finding out more new and exciting facts about how
our bodies work! A little bit of you can go a long way!

We will make sure we look after your blood sample properly - you and your
blood are very special.

If you want to find out more about DNA or about our research you may like to
look at your parent’s fact sheet.
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GENES ....... WHAT ARE THEY ? ...... DNA

Our genes are important in making us more or less
likely to develop many common diseases. We all have
a slightly different set of genes in our bodies. To help
us look at these differences and understand the
causes of diseases, we will ask each child visiting }\‘\
Focus@9 to provide a small blood sample which can be treated
so that it provides a never-ending supply of DNA.

Question: What are genes?

Answer: Genes are the instructions which make our bodies grow and make the parts of our
bodies work.

Question: What is DNA?

Answer: DNA is the chemical language in which are genes are written. All the parts of our
bodies contain DNA.

Question: Why do you want to study my child’s DNA?

Answer: Although we all have essentially the same genes as each other, there are many
small differences which some of us have and others do not. These different versions of our
genes make us more likely or less likely to develop many common diseases, such as allergies
(like asthma), or diabetes or heart disease. We want to discover which versions of particular
genes increase the risk of these diseases and which versions protect us.

Question: Is it just genes that cause disease?

Answer: No. We already know that many of our common health problems are partly caused
by genes and partly by our environments. This is why we need to learn about the things that
happen to your child as well as about your child’s genes.

Question: How will this help?

Answer: By discovering the way in which genes and the environment cause common
diseases we will be able to discover what makes people more likely to develop diseases like
asthma or diabetes. We can then develop better ways of preventing or treating them.
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Question: Why do you need more DNA?

Answer: We each have about 100,000 genes. With your permission, we want to study many
of these genes, but the DNA we have collected so far will run out before we can complete this
work. This time we would like to collect a blood sample from your child and treat the cells
from the blood so that they can be stored indefinitely as ‘immortalised’ cell-lines. These cells
can be used to make more DNA whenever it is needed.

Question: What are immortalised cell lines?

Answer:  Cells are the building blocks of the body. Skin, muscle, bones,
blood, and all the other parts of our body, are made up of millions of tiny
cells. Each cell has a copy of all our genes. If we take cells from our bodies
and put them in liquid food, we can only keep them alive for a limited time.
However cells in a tube can be treated so that they can be kept alive
indefinitely. This is why they are called immortalised cell lines.

Question: Will anyone be able to connect the results of tests to me or my child?

Answer: No, all the information in the ‘Children of the 90s’ study is kept separate from your
name. No-one who works with samples or answers to questionnaires, is allowed to know who
they came from. This means that the study is completely confidential.

Question: Would you ever sell my child’s DNA or cell-lines?

Answer: No, we would never sell these, or any of the information you have given us.

Question: If the Children of the 90s study makes cell-lines from my
child’s blood, can | be sure they will not be used for cloning?

Answer: Yes, you can be sure. The use of human tissues, including

cell-lines, is strictly controlled. Charities and government
organisations which give money for research, Bristol University and
the Children of the 90s study ethics committee, which includes
parents of study children, would not allow human cloning.

Question: If | change my mind later and don’t want you to keep my child’s DNA or cells, what
should | do?

Answer: You can change your mind at any time. Write to us and say you don’t want us to
keep your child’s DNA or cells. We will remove them and destroy them.

We welcome any further questions which you would like answered.
Please phone 0117 970 6067, or ask the clinic staff. They will be able to help you,
or put you in touch with someone who can.
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CHILDREN OF THE 90s v4
PARENTAL CONSENT FOR EMLA

Has your child ever had a bad
reaction to local anaesthetics? Y/N <:>

Has your child recently used or

been given a local anaesthetic? Y/N
Is your child taking any medication i i @ W
containing sulphonamides, eg Flagyl?  Y/N

FOCUS@9

Is your child anaemic? Y/N 24 Tyndall Avenue

Bristol BS8 1TQ

Does your child suffer from any (correspondence only)

clotting or bleeding disorders ? Y/N

Tel: 0117 928 8266 There is an
Signed........ooiiii answer phone on this line.
e-mail: focus-admin@bristol.ac.uk

Permission to use blood samples

If sample 3 has been taken, you will be informed if it shows that your child is
anaemic*. After that analysis the name will be taken off the blood samples.
They will be stored for future analyses. The blood samples, cell lines and DNA
samples will have no names attached to them. Results will be used for
statistical purposes only and not linked to named children.

PARENTAL CONSENT

The purposes and possible risks in having blood taken have been explained to
me.

| agree to my son/daughter having the following blood samples taken for
analyses for the ‘Children of the 90s’ study:

1. ACD sample for cell lines (‘immortalised’ DNA)}

2. ACD sample for DNA only } delete as applicable
3. Heparin sample for biochemical tests }

| am his/her parent (or guardian).

SIgNEd: oo —————-

Date: ......cccee...

Name (PLEASE PRINT).....uuuiiiiiiiiiieiieeeee e (Parent or Guardian)
Name (PLEASE PRINT).....ccoouiiiiiiiee et (Study child)

e Hb below 9g/dl.

Children of the 90s is covered by the University of Bristol’s insurance scheme.
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Focus10+

The body sends messages to
make bones and muscles grow

We are delighted that you have come to F10+. Enjoy your visit!

...... How do my bones and muscles grow?

As we grow up the body sends messages to the bones and muscles to tell them to get
bigger. We would also like fo find out more about these messages and how they affect
the way you grow.

When the messages have done their job, the body chops them up and gets rid of them
in the urine (wee). We can measure these bits in urine, and this tells us what kind of
messages the body was sending and how many were sent.

,,,,,, How can [ help?

To find out more we would like you o collect all your urine for one morning and send us
some of it in a small tube. We can find the bits of message in this.

...... What do I needto do?

You just need to collect all your urine for one morming. Decide which day would be the
easiest. Saturday or Sunday morning would be best because you won't be going to
school, or you could do it one day when you are on holiday. Let us know what would
be easiest.

We will give you a plastic jug and a container to send a sample back to us. Put the jug
in the bathroom next to the toilet where you will see it in the morning. When you get up
in the morning, collect all your urine in the jug. For the rest of the morning, until 1.00om,
collect all your urine into the same jug each time you go fo the tailet. (If you forget, you
can always empty the jug, rinse it out, and try another day.)

......Measure how much urine you have collected

When you have finished the collection (after 1.00pm), stand the jug on the lid of the
toilet seat. Use the scale that looks like the one in the picture below. (Don't use the "PT.
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FL OZ" scale) Decide which mark on the side of the jug is nearest to the level of your
urine. Read the number next to the mark. Work out the number if it's not shown. For
example the mark between 400 and 600 is 500. In the jug below, we think there is
about 530ML of urine. We have added a little because the level is a bit above the 500
mark. You can add a little if the urine is between the marks. Get a grown-up to check.
Write this number (volume of urine), and the date, on the label of the small bottle we
have given you. You don't need to put your name on the bottle.

1500ML

1200
1 litre
800
600
400

200
100

......\We only need a little.

Now, take the soft plastic teat, squeeze it, and suck up some of the urine from the jug
and squeeze it out into the small clear bottle. Keep doing this until the small bofttle is
nearly full. Put the lid on and screw it down tight. Get someone to check that it really is

fight.

Put the bottle into the bigger white plastic tube, and screw on the cap. Put this tube
into the padded envelope. The envelope already has our address on it and doesn't
need a stamp. Post the envelope to us the same day or the next day. It will fit through
an E Il R postbox, or you can take it to the nearest post office. (It won't go intoa G VIR

postbox, we have tried!)

......When you have finished

When you have finished, pour the rest of the urine into the toilet and put the jug in the
rubbish, or wash it out and use it for other things.

...... So, would you like to help us find out even more about
how children grow?

If you would like to help us by taking part please
ask your parent (or guardian) to fill in the consent form.

If you or your parent (or guardian) has any questions,
phone Fay on (0117) 928 5518.
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V1010202 CHILDREN OF THE 90s
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Focus10+

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 928 8900 There is an

answerphone on this line.
e-mail: focus-admin@bristol.ac.uk

URINE

The urine samples will have no name attached to them. They will be stored for
a variety of analyses in the future. Results will be used for statistical purposes
only and not linked to named children. If you require more information, ask to
be put in touch with Richard Jones.

PARENTAL CONSENT

The purposes and possible risks of taking a urine sample have been explained
to me.

| agree to my child giving a urine sample for analysis for the ‘Children of the
90s’ study. | am his/her parent (or guardian).

SIGNEA:  ,ereesseseenmensssssisiniassssmmigmmsavissmsianssmusss T

Date: ...cooevvveennnnn. : Child agreed to sample (please tick)

Name (PLEASE PRINT)....cciuuiiisiesisineesssassssssnevorsrsnssssnnnssssenssssasssssassnssssnsane (Parent or Guardian)
Name (PLEASE PRINT).....c.oururirrisisessesessaenssessssesesesssssssssssnssss s e sas s o snsens (Study child)

Children of the 90s is covered by the University of Bristol’s insurance scheme.
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Focus10+

Why are we collecting saliva samples at Focus10+?

The immune system guards and protects the body against infection. The way this works
is that when we catch a cold, or any other infection, the immune system detects that
something foreign has got into the body. In the case of a cold this is a virus, but it could
be bacteria, or pollen or something in our food. Once the immune system has detected
these foreign objects, it makes chemicals (antibodies), which attack them. This is how
we get better after any infection.

Sometimes we can teach the body to protect against an infection by giving people a
“jab” of dead virus or bacteria (this is called immunisation or vaccination). The antibodies
against the dead virus or bacteria will attack the live virus or bacteria if they were to get
into the body at a later time, so we do not become ill.

Once we have had any infection, or a jab, the antibodies that are made go round in the
blood for a long time afterwards. We can measure antibodies in the blood, and this gives
a picture of all the infections we have had, and the “jabs” we may have had as a small
child.

The antibodies also get into our saliva where they can help to attack some viruses or
bacteria even before they get inside the body. This means we can also get a picture of
what infections someone has had if we collect saliva, which is quite easy to collect.
Saliva can be useful for measuring other things, for example, some hormones (the
body’s chemical messengers), and we will keep some of the saliva for these other
measurements.

If you are happy to give us some of your saliva, the person in the measuring session will
explain how to collect it.

y for helpi
us!

V1 21.03.02
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CHILDREN OF THE 905
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Focusl1l0+

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 928 8900 There is an

answerphone on this line.
e-mail: focus-admin@bristol.ac.uk

Saliva

The saliva sample has no name attached to it. It will be stored for future
analysis. Results will be used for statistical purposes only and not linked to
named children. If you require more information, ring 0117 928 8900 and
ask to be put in touch with Richard Jones.

PARENTAL CONSENT

The purposes and possible risks of taking a saliva sample have been explained
to me.

| agree to my child giving a saliva sample for analysis for the ‘Children of the
90s’ study. | am his/her parent (or guardian).

SIGNEA: o

Date: .....ccooeeeeniin Child agreed to sample (please tick)

Name (PLEASE PRINT ... e e e (Parent or Guardian)
Name (PLEASE PRINT).......oveiveieeieeeeeeeeeeeeeeeeseeeeeseeeeesseeseesee e (Study child)

Focus10+ is covered by the University of Bristol’s insurance scheme.
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CHILDREN OF THE 90s draftv1
PARENTAL CONSENT FOR EMLA

Has your child ever had a bad
reaction to local anaesthetics? Y/N <:>

Has your child recently used or

been given a local anaesthetic? Y/N
Is your child taking any medication {b @ W

containing sulphonamides, eg Flagyl?  Y/N

_ _ Focusll+
Is your child anaemic? Y/N 24 Tyndall Avenue
: Bristol BS8 1T
Does your child suffer from any (Jésrtrisponden%e only)

clotting or bleeding disorders ? Y/N
Tel: 0117 928 8266 There is an
Signed.......ooooiiii answer phone on this line.
e-mail: focus-admin@bristol.ac.uk

Permission to use blood samples

If sample 1 has been taken, you will be informed if it shows that your child is
anaemic®. After that analysis the name will be taken off the blood samples.
They will be stored for future analyses. The blood samples will have no names
attached to them. Results will be used for statistical purposes only and not
linked to named children.

PARENTAL CONSENT

The purposes and possible risks in having blood taken have been explained to
me.

| agree to my son/daughter having blood samples taken for analyses for the
‘Children of the 90s’ study:

1. Heparin sample for biochemical tests

| am his/her parent (or guardian) or have parent’s permission to give consent.

SIgNEd: oo —————-

Name (PLEASE PRINT). ..ot e e e e
(Parent/Guardian or representative)

NamMe (PLEASE PRINT)......vvveeeeeeeeeeseseeeeseeeseesseesseeseeeseessesessseseeee e (Study child)

e Hb below 9g/dl.

Focus11+ is covered by the University of Bristol’s insurance scheme
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Draft V 1 10/09/02 CHILDREN OF THE 90s
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Focusll+

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 928 8266 There is an
answer phone on this line.
e-mail: focus-admin@bristol.ac.uk

Saliva

The saliva sample has no name attached to it. It will be stored for future
analysis. Results will be used for statistical purposes only and not linked to
named children. If you have any questions, please ask to be put in touch with
Richard Jones.

PARENTAL CONSENT

The purposes and possible risks of taking a saliva sample have been explained
to me.

| agree to my child giving a saliva sample for analysis for the ‘Children of the
90s’ study. | am his/her parent (or guardian) or have parent’s permission to
give consent.

Name (PLEASE PRINT ... e e e e
(Parent/Guardian or representative)

Name (PLEASE PRINT)......oveivereeeeeeeeseeeseeeseeeseeesseseesseessessseeseeee e e (Study child)

Focus11+ is covered by the University of Bristol’s insurance scheme
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CHILDREN OF THE 90s draft v 1
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Focus11+

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 928 8266 There is an
answer phone on this line.
e-mail: focus-admin@bristol.ac.uk

Permission to use blood sample for cell lines

After processing the name will be taken off the blood samples. The cell lines
and DNA samples will be stored with no names attached to them. Results will
be used for statistical purposes only and not linked to named children.

PARENTAL CONSENT

The purposes and possible risks in having blood taken have been explained to
me.

| agree to my son/daughter having the following blood samples taken for
analyses for the ‘Children of the 90s’ study:

1. ACD sample for cell lines (‘immortalised’ DNA) }

2. ACD sample for DNA only } delete as applicable

| am his/her parent (or guardian)/have parent’s permission to give consent.

NamMe (PLEASE PRINT).......ooiotiiiieeeeeeeeeee e es e s
(Parent/Guardian or representative)

NAME (PLEASE PRINT)....eveveeeeeeeeeereeeeeeeeeeeesseeeseesseeeseesseeseees +eneeeeaeneeeens (Study child)

Focus11+ is covered by the University of Bristol’s insurance scheme
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TeenFocusl

Why are we collecting saliva samples at TeenFocusi1?

The immune system guards and protects the body against infection. The way this works
is that when we catch a cold, or any other infection, the immune system detects that
something foreign has got into the body. In the case of a cold this is a virus, but it could
be bacteria, or pollen or something in our food. Once the immune system has detected
these foreign objects, it makes antibodies which attack them. This is how we get better
after any infection.

Sometimes we can teach the body to protect against an infection by giving people a
“‘jab” of dead virus or bacteria (this is called immunisation or vaccination). The antibodies
against the dead virus or bacteria will attack the live virus or bacteria if they were to get
into the body at a later time, so we do not becomeill.

Once we have had any infection, or a jab, the antibodies that are made go round in the
blood for a long time afterwards. We can measure antibodies in the blood, and this gives
a picture of all the infections we have had, and the “jabs” we may have had as a small
child.

The antibodies also get into our saliva where they can help to attack some viruses or
bacteria even before they get inside the body. This means we can also get a picture of
what infections someone has had if we look at their saliva, which is quite easy to collect.
Saliva can be useful for measuring other things, for example, some hormones (the
body’s chemical messengers), and we will keep some of the saliva for these other
measurements. It is very useful to repeat these samples over time, as during
adolescence the amounts of hormones vary a great deal.

If you are happy to give us some of your saliva, the person in the measurement session
will explain how to collect it.

Thank, You for hetping us!

V1 25.09.03
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v12.9.03 CHILDREN OF THE QOs
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Teenkocus 1

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 928 8900 There is an
answerphone on this line.
e-mail: focus-admin@bristol.ac.uk

Saliva

The saliva sample has no name attached to it. It will be stored for future
analysis. Results will be used for statistical purposes only and not linked
to named children. If you have any questions, please ask to be put in
touch with Dr Richard Jones.

PARENTAL CONSENT

The purposes and possible risks of taking a saliva sample have been
explained to me.

| agree to my child giving a saliva sample for analysis for the ‘Children of
the 90s’ study. | am his/her parent (or guardian) or have parent’s
permission to give consent.

SIgNed: oo —————-
Date: ................ Child agreed to saliva sample (child please tick)
and SignN ...
Name (PLEASE PRINT)......iiiiiiiiiiieeeeee e e e (Parent or
Carer)
Name (PLEASE PRINT).....uuiiiiiiiiieieie et e e e e (Study child)

TeenFocus 1 is covered by the University of Bristol’s insurance scheme
ALSPAC Avon Longitudinal Study of Parents and Children CHILDREN OF THE 90s

ASPAC is a research initiative of the Unit of Paediatric & Perinatal Epidemiology, Institute of Child Health, University of Bristol

G1 participant sample documentation pre HTAct page 62


mailto:focus-admin@bristol.ac.uk

G1 participant sample documentation pre HTAct page

63



G1 participant sample documentation pre HTAct page 64



G1 participant sample documentation pre HTAct page 65



G1 participant sample documentation pre HTAct page 66



Blood Consent Child. V1. 29.10.04

PARENTAL CONSENT FOR EMLA CHILDREN OF THE 90s

Has your child ever had a bad

reaction to local anaesthetics? Y/N

Has your child recently used or

been given a local anaesthetic? Y/N

Is your child taking any medication containing W
sulphonamides? Y/N {b

................ TeenFocus?

Is your child anaemic? Y/N 24 Tyndall Avenue

Bristol BS8 1TQ

Does your child suffer from any (correspondence only)

clotting or bleeding disorders ? Y/N

Tel: 0117 928 8266 There is an
Signed........ooiiii answer phone on this line.
e-mail: focus-admin@bristol.ac.uk

Permission to use blood samples

Once the sample has been taken, you will be informed within a few days if it
shows that your child may have a low haemoglobin (below 9g/dl). After that
analysis the name will be taken off the blood samples and they will be stored for
future analyses. The blood samples will have no names attached to them.
Results will be used for statistical purposes only and not linked to named
children.

PARENTAL CONSENT
The purposes and possible risks in my child having blood taken have been explained to me.
| understand that donated blood will be considered a gift but | will have the right to withdraw
permission for analysis.
| agree to my son/daughter having blood samples taken for analyses for the ‘Children of the

90s’ study:
| am his/her parent (or guardian) or have parent’s permission to give consent.

NamMeE (PLEASE PRINT ...ttt et et et et e e e e e e e e e e neenens
(Parent/Guardian or representative)

STUDY CHILD CONSENT

| am the young person participating in the study.

Signed: o (Study child)

NAME (PLEASE PRINT).....veuveeveeeeseeeseeeseeeseeeeseeeeseessesssesessssessseseeeaereeeseeeaes (Study child)

The University of Bristol holds legal liability insurance in the event
that any participant is injured due to any negligence on the part of the University.
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Cell Line Consent. V1. 29.10.04
CHILDREN OF THE 90s
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TeenFocus2

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 928 8266 There is an
answer phone on this line.
e-mail: focus-admin@bristol.ac.uk

Permission to use blood sample for cell lines

After processing the name will be taken off the blood samples. The cell lines
and DNA samples will be stored with no names attached to them. Results will
be used for statistical purposes only and not linked to named children.

PARENTAL CONSENT

The purposes and possible risks in having blood taken have been explained to
me. | understand that donated blood will be considered a gift but | will have the
right to withdraw permission for analysis.

| agree to my son/daughter having the following blood samples taken for
analyses for the ‘Children of the 90s’ study:

1. A sample for cell lines (‘immortalised’ DNA) }

2. A sample for DNA only } delete as applicable

| am his/her parent (or guardian) or have parent’s permission to give consent.

NamMeE (PLEASE PRINT ...ttt et et et et e e e e e e e e e e neenens
(Parent/Guardian or representative)

STUDY CHILD CONSENT

| am the young person participating in the study.

Signed: ..o (Study child)

NAME (PLEASE PRINT ... veeveeeeeeeeeeeeeseeeseeseeessesssesseesseeeseesseessee e eee e (Study child)

The University of Bristol holds legal liability insurance in the event
that any participant is injured due to any negligence on the part of the University.
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Version 2 15/1204

DATIESIIUDM

24 Tyndall Avenue
Bristol BS8 1TQ

(correspondence only)
Tel: 0117 3311731

e-mail: louise.glynn@bristol.ac.uk

[NFORMATION ShlEEY

Why are we doing the DATE study?

When we do research it is very important to make sure that the measurements we make are really

accurate. We actually need to be able to prove that they are! To do that we need some volunteer

study members who will do some of the measures again for us to compare our results with.

Why are we measuring diet and activity again?

In this study we are looking at diet and activity so we need you to wear an activity monitor for 3 days
and record what you eat and drink for the same 3 days. We will ask you to do this for 3 different
seasons; each season is 3 months apart. We have previously asked you to fill in a food diary, and
wear an activity monitor, but not at the same time. Diet and activity go together so in this study we
want to measure them at the same time.

In order for your body to work it needs to get energy from food and drink which it uses up during the
day doing various activities. Your food and drink diary will help us work out how much energy you get
from your food and drink every day and wearing the activity monitor will help us to work out how
much energy you have used that day. Measuring them at the same time will allow us to assess if

there is a relationship between the two.

Why are we measuring diet and activity in the various seasons?

What you eat and how active you are might vary from season to season. They may also vary
between school time and holidays. In this study as well as checking that our measurements for diet
and activity are accurate, we are investigating if the season of the year affects what you eat and your

activity levels.

Why are we collecting urine samples?

In addition to measuring diet and activity we would also like you to collect 3 overnight urine samples
each season. This is because by-products of the food you eat are present in your urine; these natural
chemicals can give us more information about your diet that we cannot find out from your food

records alone. Therefore it would be really useful if you could collect samples of your urine.
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What will happen if | agree to take part?

If you decide to take part in the study, you will be contacted by phone to arrange a time when one of
the study team can come to your home. One of the research team will bring the DATE study pack, to
your home and talk to you and your parents/guardians about the study and ask for consent. The pack
contains

= Afood diary and questionnaire

= A physical activity kit

= Aurine kit
Each season you will be asked to choose 3 days on which to record what you eat and drink in the
food diary, preferably two weekdays and one weekend day. For these three days we shall also ask
you to wear the activity monitor called an actigraph, and collect overnight urine samples on those
three days. The actigraph is a little plastic box that you wear around your waist; it measures your
physical activity by recording all of your movements. You will be asked to send your urine samples
back to us in the post, in special tubes and envelopes provided by us. After you have completed the
food diary one of the researchers will visit you at home and check through the diary with you and your
parent/guardian. The researcher will measure your height and weight. They will leave you a pack
(without the actigraph which will be posted to you) for the next season. We will telephone in three
months time to remind you to do the various measures, and to arrange a suitable time for another

home visit. This is when we will post the actigraph out to you.

There will be no risk or benefit to you from taking part in this study. All of the results will be kept
confidential. This study has received ethical approval.

You can stop the study at any time if you wish. We will bring your voucher when we visit after each

season.

Thanks again for your help.
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. CHILDREN OF THE 90s .

24 Tyndall Avenue
Bristol BS8 1TQ
(correspondence only)

Tel: 0117 3311731
e-mail: louise.glynn@bristol.ac.uk

In this study we are asking your teenager to complete a diet diary in
each season of the year so that we can see if there are seasonal
variations in their diet. We shall be visiting your child at home on four
separate occasions. The first visit will be to explain the study, the
second, third and fourth to check through the diary with you and your
child. It is essential that you or your partner is present for these home
visits. We will also be asking them to wear an actigraph, which will

@AWE @W@ @V measure their activity levels and collect overnight urine when they
complete the diary.

A small amount of the urine will be sent back to us in sealed containers by post and analysed for
some natural chemicals, which can tell us more about diet. The urine samples will have no name
attached to them. The information from this study will be used for statistical purposes only and not
linked to named children.

PARENTAL CONSENT

The purposes of taking part in the DATE Study have been explained to me and | understand that
there are no known risks. | understand that donated urine will be considered a gift but | will have the
right to withdraw permission for analysis.

Parent or Guardian (block capitals)

First Name

Last Name

I agree to my teenager taking part in the DATE Study for research purposes for the ‘Children
of the 90s’ study. | am his/her parent (or guardian)

Signature: Date of signature:
(parent/
carer) / /

Study Teenager (block capitals)

First Name

Last Name

I agree to take part in the DATE Study for research purposes for the 'Children of the 90s’ study

Signature: Date of signature
(study
teenager) / /
. . . , . 10425
Focus is covered by the University of Bristol's insurance scheme. EE
. DATE Study Consent Form v1 20/05/2005 .
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