East Lancashire Hospitals

NY 'ANTENATAL CLINTC NHS Trust
BURNLEY GENERAL HOSPITAL
CASTERTON AVENUE
BURNLEY
LANCASHIRE BB10 2P0

Telephone 01282 804374
Patient Hospital No:

"NHS NO

30th April 2019
Dearx

We are writing to inform you that the screening test taken
on \X*T{= shows that you are in the lower chance group
for having a babies with Down's Syndrome.

This is a screening test only and not a diagnosisg.

The chance of Down’s Syndrome is Twin One 1 nuniboor
: Twin Two 1: Ausies

This means that Twin 1 has one chance in pnurko” that the baby
has the condition.

This means that Twin 2 has one chance in nVMe that the baby
has the condition. :

The chance of twin 1 and twin 2 with combined Edwards’ and
Patau’s syndrome is 1 chance in n\Ja ool

We would not normally offer further testing with these
results, however, if you have any further queries please do
not hesitate to contact us.

Please show this letter to your midwife at vour next wviszit.

Yours sincerely

Antenatal and New RBorn Screening Co-ordinator

- Accrington Victoria Community Hospital, Accrington BBS 6AS Tek: 01258 359139
Burnley General Teaching Hospital, Burnley BE10 2PQ Tel: 01282 425071
- Clitheroe Community Hospital, Clitheroe BB7 43X Tel:01252 263555
'ii iNVESTORS Pendle Community Hospital, Nelson BBS 957 Tel: 01282 425071
}’} Royal Blackburn Teaching Hospital 882 3HH Tel; 01254 263555
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East Lancashire Hospitals

ANTENATAL CLINIC NHS Trust
BURNLEY GENERAL HOSPTTAL
CASTERTON AVENUE

BURNLEY

LANCASHIRE BB10 220

Telephone 01282 804374
Patient Hospital No:

NHS NO

30th April 2019

Dear

We are writing £0 inform you that the screening test taken
on t5§}1’55 shows that you are in the lower chance group
for having a babies with Down’s Syndrome,

Thie is a screening test only and not a diagnosis.

The chance of Down’s Syndrome is Twin One 1: Ndraiexer
: Twin Two 1: Nurne

This means that Twin 1 has one chaﬁce in MU that the baby
has the condition. '

This means that Twin 2 has one chance in Wmba!l that the baby
has the condition.

We would not normally offer further testing with these
results, however, if you have any further queries pleasge do
not hesitate to contact us.

Please show this letter to your midwife at your next visit.

Yours sincerely

Antenatal and New Born Screening Co-ordinator

- Acerington Victoria Community Hospital, Accrington BES 6AS Tel: 01254 359138
Burnley General Teaching Hospital, Burnley BB10 2P0 Tel: 01282 425071
Clitheroe Community Hospital, Clitheroe BB? 43X Teh01254 263555

3 ) .
~ iNVESTORS Pendle Community Hospital, Nelson 8BRS 957 Tel: 01282 425071
v ¥ . . ;
¥ Royal Blackburn Teaching Hospital BB2 3HH Tel; 01254 263555
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East Lancashire Hospitals

ANTENATAL CLINIC NHS Trust
BURNLEY GENERAL HOSPITAL
CASTERTON AVENUE

BURNLEY

LANCASHIRE BB10 2PQ

Telephone 01282 804374
Patient Hospital No:

NHE NO.

30th April 2019
Dear

Combined screéning for Edwards’ and Patau’s Syndromes
We are writing to inform you that the screening performed
on [NATE= shows that you are in the lower chance group
for having a baby with Edwards’ and Patau’s Syndromes.
This is a sereening test only and not a diagnosis.
The chance of Edwards’ and Patau’s syndrome is 1:NuMbas,
this means there is one chance in AJmbes”  that the baby has
the condition. '
We would not normally offer further testing with these
results, however, if you have any further queries please do
not hesitate toc contact us.

Please show this letter to your midwife at your next visit.

Yours sincerely

Antenatal and New RBorn Screening Co-ordinator

Accrington Victoria Community Hospital, Accrington B85 64S Tel: 01254 350130
. Burnley General Teaching Hospital, Burnfey BB1G 2PQ Tel: 01282 425071
Clitheroe Community Hospital, Clitheroe 387 4JX Tel:01254 263555

# N INVESTORS Pendie Community Hospital, Nelson BES 952 Tel: 01282 425071

¥ ¥ Royal Blackburn Teaching Hospital 882 3HH Tol: 01254 263555 N
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East Lancashire Hspita!s

ANTENATAL CLINIC NHS Trust
Ny : BURNLEY GENERAL HOSPITAL

CASTERTON AVENUE

BURNLEY

LANCASHIRE BR10 2P0

Telephone 01282 804374
Patient Hospital No

NHS NO.

30th April 2019

Dear

- Combined screening for Down’s Syndrome, Edwards’
and Patau‘s Svndromes

We are writing to inform you that the screening performed

on i)f?”ﬁfg shows that you are in the lower chance group
for having a baby with Down's Syndrome, Edwards’' and Patau’s
syndromes,

This is a screening test only and not a diagnosis.

The chance of Down’'s Syndrome is 1:nmioef thig means that
there is one chance in numwows that the baby has the
condition.

The chance of Edwards’ and Patau's syndromes isg
1:\vmbes which means that there is one chance im 1\ Ufnigar
that the baby has the condtion.

We would not normally offer further testing with these
results, however, if you have any further gueries please do
not hesitate to contact us.

Please show this letter to your midwife at your next wvisit.

Yoursg sincerely

Antenatal and New Born Screening Co-ordinator

Accrington Victoria Community Hospital, Accrington BBS 6AS Tel: 01254 359139
Burnley General Teaching Hospital, Burnley BB10 2PQ Tel: 01282 425071
- Clitherce Community Hospital, Clitheroe BBY 45X Tel:(1254 263555
éf" '\% INVESTORS Pendle Community Hospital, Nelson BBS 957 Tel: 01282 425071
. Royal Blackburn Teaching Hospital BE2 3HH Tel: 01254 263555
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East Lancashire Hospitals
ANTENATAL CLINIC NHS Trust

Ny ' 'BURNLEY GENERAT, HOSPITAL

CASTERTON AVENUE
BURNLEY
LANCASHIRE BB10O 2PQ

Telephone 01282 804374
Patient Hospital No:

NHE NO

30th 2pril 2019
Dear

Maternal Serum Screening for Down's Syndrome

We are writing to inform vou that the guadruple blood test
sample taken on LT  shows that you are in the lower
c¢hance group for having a baby with Down's Syndrome.

This is a screening test only and not a diagnosis.

The chance of Down’s Syndrome is 1:0vvbe this means that
there is one chance in NnvMmner that the baby has the
conditiecn,

We would not normally offer further testing with these
results, however, if you have any further queries please do
not hesitalte to contact us.

Please show this letter to your midwife at your next visit.

Yours sincerely

Antenatal and New Born Sc¢reening Co-ordinator

Actrington Victoria Community Hospital, Accrington B85 5AS Tel: 01254 359139
Burniey General Teaching Hospital, Burnley BR10 2P0 Tel: 01282 425071
Clitheroe Community Hospital, Clitheroe BB7 45X Tel:01254 263555

4_" ‘\; . ) A
4 ~3 Pendle Community Hospital, Nelson BB 9$7 Tel: 01282 425071
% 8 INVESTORS Royel 8lackburn Teaching Hospital BB2 3HH Tel: 01254 263555
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East Lancashire Hospitals

ANTENATAL CLINIC NHS Trust
BURNLEY GENERAL HOSPTTAL
CASTERTON AVENUE

BURNLEY

LANCASHIRE BB10 2P0

Telephone 01282 804374
Patient Hospital No:

NHS NO

30th April 2019
Degaxr

Combined screening for Down’s Syndrome

We are writing to inform you that the screening performed
on [DATIE  shows that you are in the lower chance group
for having a baby with Down’'s Syndrome.

This is a sereening test only and not a diagnosis.

The chance of Down's Syndrome is 1:0Wme thig means that
there is one chance in Aumibsor that the baby has the
condition, ,

We would not normally offer further testing with these
results, however, if you have any further queries please do
not hesitate to contact us.

Please show this letter to your midwife at yvour next wvisit.

Yours sincerely

Antenatal and New Born Screening Co-ordinator

Accrington Victoria Community Hospital, Accrington BB5S 6AS Tel: 01254 359139
Burnley General Teaching Hospital, Burnley BB10 2PQ Tel: 01282 425071
Clitherce Community Hospital, Clitheroe BE7 41X Tek:01254 263555

Rayal Blackburn Teaching Hospital BBZ 3HHM Tel: 01254 263553
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S . k. ffyouwishto proceed with an Invasive test {amnioi:e_mte'sis) please contact the screerting .
CL T e midwives on the number above and they will arrange this for you in the Fetal Medicing
“hcL i Unit - : _ - SN _
. If you wish to discuss the test any further please feel free to contact my secretary on’ :
01282-803197. .
; Consultant Obstetrician .

Page 20f 2?3; report of patlent







LA miscarriage:

sk o

+. Clinical features of each condition sereened for in the test discussed, These ingludeds, 55
. -Trisomy 21 (Down Syndrome) cnngrn e
. e .. . -Trisomy 18 (Edwards Syndrome) '
oL - Trisomy 13 (Patau Syndrome) ' , : A
Yol L3 -Sexchromosome aneuploldies {monosemy X, XXY, XaX, XYY} . The test for thisis.optional* ™" * ..
T - You decided that you want to proceed with thistest, ‘ R
LT T -Sexof the fetus. This test is optional. You have expressed that you wish this test to be
' ' performed, : B ' . L

Specific testing mathods discussed — there are fragments of chromosomes that cireulate:
outside of cells within the mothers blood. These DNA fragments are referred toasicell. . _f )
free’. Most cell free DNA fragments derive from the mothers bload cells, butsomecome - .
.. fromthe placenta. Because the fetus and placenta derive from the same fertilised cell, e
" they are usually genetically identical. The sequences of cell free DNA fragments are . oy
-analysed to establish how many.fragments there are and which chromosomes they.have 7. 70
carme from. Tha laboratory counts the number of fragments from each chromosome of - . - sl
interest, and determines Jf there are more orless than expected, If. for examplé, there are ..\,
more than expacted number of fragments from chromosome 21, this indicates an-
increased chance of the baby having trisomy 21. . ' .

]

The resuits will be communicated from the test laboratory to East Lancastiire Hospitals and.+- .
communicated 1o you once this has been recelved. A result is normally available In 3-5 R
working days, but ¢can sometimes be longer-than this, If you do not hear anything back -
after 7 working days please contact Mr Maher's secretary or the screening team. | thgg
in 3 gut of 100 women a repeat test will be required {a result Is achieved in approximately . .-
* two thirds of these), This is because the amount of fatal blood cells In your circulations’ .~ .
- . notenough for the laboratory to test. This is called the fetal fraction. If the test requlres -, .U
.+ ..,  repeating you will not be charged for this. R, M L
- NIPTis not diagnostic but a screening test. This means that the test has a certain sensitivity ": * -
. foreach condition and can sometimes be wrong.. ) BTN
. - .. Wediscussed the senstivity for Trisomy 21 is over 99% (false positive rate <0.1%) L
et _ ‘Trisomy 18 is 97.4% {false positiverate <0.A%) .- ;7%
' caL C Trisomy 13 is 93.8% (false positive rate <0.1%) SRR
- - lexplained that the result will give a high or low risk result. If you wish to consider PN
"% invasive/diagnostic tests following the results these can be arranged in the Fetal Medicine " e
Unit. ' : . - - .

" obtainied for this. , Ce

: Ultrasound scan confirms a viablé pregnancy. ~~~ © . ©

" Blood samples have been taken today using an aseptic non-tauch technigue

.. recorded mail to the Harmony lahoratory. ' : :
Results will normally be avallable In 3-5 working days and will be commurjicated 16y du

tha screening team/Mr Maher, - : o =

Following counseliing today, you wished to proceed w_ttli the test and written cbnsénf y

- Consultant Obstet, jcian
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Péﬁent:
Exam date:

Indication
"Pregnancy
Test Results

follow-up

NHS

East Lancashirve Hospitals
: NHS Trust

Lancashire Women & Mewbarn Cantra

. . -Casterton Avenue

. Burniey

. . Bsiozrq

Ho§p1ta] Mo © ‘ S
NHSNo.:
Date 16/0472019

Geneﬁc"CounsellIng

. Maternal request _ ‘
Singleton pregnancy. Number of fetuses: 1. , )
- Please find enclosed the results of your recent Harmony Non-invasive Prenatal Test (NIPT).

© The results indicate that you are LOW PROBABIITY for Trisomy 21 {Down Syndrome),
- Trfsomy 18 (Edward Syndrome) and Trisormy 13 (Patau Syridrome), -~ -

The fetal sex was determined to be MALE. . .

The amount of fatal cells within the biood test was deemed sufficient to analyse the
sample (fetal fraction 9.7%). '

‘ _'As you recall, we discussed that the NIPT is not a diagnosﬁc test so will niot detect all cases -
of chromosome problems. Only invasive tests {amnlocentests) are diagnostic at this staga,
" If you wish to proceed with an Invasive test at this stage please contact the screening
‘team, o ' P

The test will not detect mosaicism, partial chromosome problems, translocations or
maternal chromosamal problems. Harmony does not detect structural problems with your
baby - these are best detected at your 20-week anomaly scan. .

No further screening tests have bean arranged at this stage,

“ff you wish to procead with an Invasive test (amniocentesls) please contact the screening
midwives on the number above and they will arrange this for you in the Fetal Medicine



o=y

" Unit,

-Hyou wish jco'di;cuss the test any furtlgér please feel freeto contact my secretary on
’ {33.282-803197_. T : g .

\

. .Conéultant Obstetriclan

_Page 20f 2 for report of patient
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NHS

. East Lancashire Hospitals
NHS Trust
Lancashire Women & Newborn Centre’
" Casterton Avenye
Bumnley
BBIO2PQ -
Hospltal No;
NHMS No.:

S N ——

Patient:

Exam date;

indication
Preghancy

- Counselling
Summary

Genetic Counsetling‘

. Maternal request

Singleton pregnancy. Number of fetuse.s. 1. ]
Attended for Non—lnvaswe Prenatal Testing{NiPT} due to maternal request

‘Explained that this isa private test not available on NHS at present.
Harmony is the company of ¢cholce in ELHT, but other previders are avaiiable prtvate!v Cost )

_of the test is £350 (Harmaony will invoice yau for this di rectiyl

Distussed that scraening for fetal chromosomal disorders Is optional. implications for the
tést resuits discussed. The decision to proceed is based on how each individual perceives
the benefits of obtaining the Information about chremosomaf problems when weighed
against the potential emotional and physical risks of testing.

NIPT is a screening test. It cannot diagnose or eliminate the chance that afetushasa
particular chromosomal condition; rather it separates womeh into high and low risk
categories, Testing Is performed using a blood test of mother from the arm and is not
assoclated with an increased risk of mIscarriage.

We discussed that the only diagnostic test at this gestation Is an arnnlocentesis test. This is
a test where a small needls is placed through your abdomen under ultrasound guidance
and a small amount of fluld surrounding the baby is takeh for analysls. This will-confirm if

" the baby Is affected by a chrnmosomal condition. There is a small risk of 0.5-1% of
miscarnage

- Clinical features of each condition screened for in the test discussed, These Included:



- . Follow-up

. - Trisomy 21 {Down Syndrome)

= Trisomy 18 {Edwards Syndrome) ) .
- Trisomy 13 (Patau Syndrome} - : :

- - Sex chromosome aneuploidies (monosemy X, XXY, X0, XYY} . The test for this is optional.

You declded that you dld not want to praceed with this test, .
- 8ex of the fetus. This testis optional. You have expressed that you wish this test to be
performed, : .

Spacific testing mathods discussed - there afe fragments of chro,mosomas' that clreulate
. outslde of cells within the mothers blood. These DNA fragments aré referred to as ‘cell-

free". Most cell free DNA fragments derive from the mothers bload cells, but some come
from the placents, Because the fetus and placenta derive from the same fertilised celf,
they are usually genetically identical. The sequences of cell free DNA fragments are

.+ ‘analysed to estabilish how many fragments there are and which chromosomes they have -

come from, The laboratory counts the number of fragments from each chromosome of
Interest, and determines If there are more or less than expected, If, for example, there are
more than expestad number of fragments from cﬁrumosqme'zi, this indicates an
increased chance of theé baby having trisomy 21, ‘

* Tha results will be communicated from the test laboratory to East Lancashire Hospitals and

communicated fo you once this has been received. A result is narmally available in 3-5
working days, but can sometimes be longer than this. Iif vou do not hear anything hack
after 7 working days please contact Mr Maher's. secretary or the screening team.

In 3 cut of 100 women a repest test will be required {a result Is achieved In approximately
two thirds of thase), This Is because the amount of fetal blood cells in your clrculation is
not enougk} for the laboratory to test. This s called the fetal fraction, If the test requires
repeating you wili not be charged for this, _

NIPTi5 not diagrestic but a screening test, Thls_means_ that the 'te_st has a certain sensitivity

for each condition and can sometimes be'wrong. .
Wae discussad the sensitivity for Trisomy 21 Is over 95% (false positive rate <0,1%)
I . Trisomy 18 Is 97.4% (false positive rate <0.1%4)
Trisomy 13 Is 93.8% {false posisive rate <0.1%)

| e:»':pléin'ed that the result will give a high or low risk result, if you wish to consider
"~ Invasive/diagnostic tests following the results these can be-arranged in the Fetal Medicine

Unit. -

" Fullowing counseliing today, you wished to proceed with the test and written consent was

obtalned for this. ,

Ultrasound scan confirms a viable pregnancy. _ - _
Blood samples have been taken today using an aseptic non-touch technique and sent by
recorded mail to the Harmony laboratory,

Results will normially be'avallable in 3.5 working days and will be communicated to you via
the scraening taam/Mr Maher. ’ ' .

Consultant Gbstetrician

»

‘Page 2o¥3for report of patient ] R
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NHS
East Lancash:re Hospitals

© - NHS Trust
Lanmshrre Women & Newbarn Centre

Casterton-Avenue
Burnley
~ BBlOozPQ

'Hospital No: .
 NHSNo. -~ _ e
. Date 30/04/2018 -

' Patient:

Exam date;

Indli:atibn ’
Pregnancy

Test Results

- Foilew-up

Genetic Counsellihg

T T

- Ralsed risk on combined screening

Singleton pregnaricy. Number of fetuses: 1, _
_Please find enclosed the results of your recent Harmony Non-Invasive Prenatal Test (NIPT).

The results Indicate that you are HIGH PROBABILITY for Frisomy 21 {Down Syndrome}and -
ow PROBABILI’I‘on; Trisomy 18 (Edward Syndrome;} and Trisomy 13 {Patau Syn_drome). :

The fetal sex was determined to be male.

The amount of fetal calls within the bluod tst was deemed sufﬁcfentto analyse the
sample {fetal fraction 16.2%).

Asyou recall; we discussed that the NIPT is not a diagnostic test so will not detect alf casas
of chromosame problems, Gnly invasive tests (amniocentests) are diagnostic at this stage. -
‘I you wish.to proceed with an Invasive test at this stage p!ease contact the screening -
team, . L . . .

The test will not detect mosalcism, partial chromosome prohlems, translecations or
‘matarnal chromosomal problems, Harmeny does not detect structural problems with your
baby - these are best detected at your 20-week anomaly scan.

in view of the raised probabillty result an appolntment has been made for you with the
scregning team/Fetal Medicine Unit to discuss this further and dtscuss any further
Investigations that you- rnav wish to conslder.



e

If you wish to c!!ssuss the test any further in the meanﬁme piease feel free to contact my

B} secretarv orl 01282-803157.

A

Page 20f 2for faport of patient
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Patient:

Exam date:

- Indication

_ Préghancv
Counselling
Summary

East Lancashire Hospitals
. NHS Trust -
' . Lancash!re Women & Newborn Centre
' ‘ ) - Casterton Avenug
Burniey
BB1G2PQY

l . Hospital No:
NHS No.: T
Date :

—_—

- Genetic Counsemng

Matemal request, Réised risk on céﬁbtned screening
Singleton pregnancy. Number of fetuses: 1

- Attended for Non-invasive Prenatal Testfhg {NIPT) due toan !ncreased chance result on the

combined tast for T21.

Exp!alned thatthisisa prlvate test not ava!Iab!e on NHS at present.

. Harmony Is the company of cholce in ELHT, but other providers are avallabiaprlvata!y Cost

of the test is £350 (Harmony will invoice you farthls directly)

Discussed that screening for fetal chmmusoma! dnsorders is optional, lmpﬂcaﬂons for the

" . test results discussed. The decision to proceed is bdsed on how each individual perceives
.the benefits of obtaining the information about chromosomal problems when Weighed
‘against the potential emotional and physical risks of testing.

* NIPT Is 2 screening test. It cannot diagnose or eliminate the chaince that'a fetus has a
_particular chromosomal condition; rather it separates women Into high and low risk

categories.. Testing Is performed using a blood test of mother from thearmandis not
assoclated with an increased rlsk of miscarriage. .- . ) : ‘ o

We dfscusseq that the only diagnostic test at this gestation is an amniocentesis test, Thisis
a test where 4 small needle s placed through your abdomen under ultrasound guidance
and a small amount of fluld surrounding the baby Is taken for analysis, This will confirm 1f °
the baby Is affected by a chrumosomai condition, There is a'small risk of 0.5-1% of *

. miswrriage.



Follow-up

" Clinlcal features of each cr;\ndlﬁdn scraened for in the test discussed, Thes:e included:

- Trisomy 21 {Down Syndrome}

" ~Trisomy 18 {Edwards Syndrome)
© ~Trisomy 13 (Patau Syndrome) . ‘ .
- - Sax chromasome aneuploldies (monasormy X, XXY, XXX, XYY) . The test for this Is optional,

You declded that you ‘DID NOT, want to procead with this test, .
- Sex of the fetus, This tast is optional. You have expressed that you wish this test to be

performed, '

. Spacific testing methods discussed — there are fragments of chramiosomes that circulate

outside of cells within the mothers blood, These DNA fragments are referred to as ‘cell: )
free’, Most call free DNA fragments derive frorh the mothers blood cells, but somé come

. from the placénta. Because the fetus and placenta derive from the same fertilised cell,

they are usually genetically Identical. The sequences of cefl free DNA fragments are-
analysed ta establish how many fragments there are and which chromosomes they have
coma from, The laboratory-counts the number of fragments from sach chfomosome of
Interest, and determines If there are more o less than expscted, If, far example, there are
more than expected number of fragments from chromasome 21, this indicates an
increased chance of the baby having trisomy 21, ‘

The results will be communlcated from the test laboratory to East Lancashire Hospitals and

© communlicated to you once this has been received. A result is normally available in3-5
~ warking days, but can sometimes be longer than this, if you do not hear anything back

after 7 warking days please contact Mr Maher's secretary or the streening team,

In 3-cut of 100.women a repeat test will be éequtred’-{a_ result Is achloved In approximately
two thirds of these). This Is because the amount of fetal bloed calls in your dirculation Is

not eneugh for the laboratory to test. This Is called the fatal fraction, If the test requires
repeating you will not be charged for this, = :

. NIFTIs nat dingnostic but a screening test, This means that the test hés a certaln sensitivity

for each conditien and can sometimes ke wrong. _
Wa discussed the sensitivity for Trisomy 21 Is over 59% {false positive rate <0.1%) . |
Trisomy 18 is 97.4% (false positive rate <0.1%)
: : ) Trisomy 13 is 93.8% (false positive rate <0,1%)
1 explained that the result will give a high or low risk result, [f ¥oU wish 1o consider
nvasive/dlagnastic tests following the results these can be arranged In the Fetal Medicine

- Unit.

 Fallawlg counseliing taday, you wished to brocegd,wtth the tast and written consent was
obtalnad for this, P '

Uitrasound $can confirms a viable prégnaney, ~ - . .
Bload samples have been taken today using an aseptic non-touch technique and sent by
recorded mall to the. Harmany laboratory.

Results will iarmally be avatlable in 3-5 working days and will be communicated to you via

. the screening team/Mr Maher,

" Consultant Obstetriciah
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