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Disclaimer

| am a full-time employee of Quintiles.

Quintiles undertakes work for many pharmaceutical
companies but | receive no personal consultancy fees

The views expressed are those of the speaker and should
not be taken to represent the views of Quintiles or its
related companies

The views expressed should not be taken to represent the
views of my former employer: the European Medicines
Agency.
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“The PROTECT project has received support from the
Innovative Medicines Initiative Joint Undertaking
(www.imi.europa.eu) under Grant Agreement n° 115004,

resources of which are composed of financial contribution
from the European Union's Seventh Framework Programme
(FP7/2007-2013) and EFPIA companies’ in kind

contribution.”
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New tools for data collection from consumers

An exploratory study of self-reported medication use in
pregnant women and pregnancy outcomes

Objectives

To assess the extent to which data collected directly
from pregnant women via the Internet and IVRS
provides information on medication use and other

potential risk factors throughout pregnancy, and is

suitable for research purposes
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An exploratory study of self-reported medication use in pregnant
women and pregnancy outcomes

Questions:

e Can we get data earlier in pregnancy than
traditional routes?

e How consistently and for how long will women
provide the data requested?

e How representative are the women?

e How important are data not captured by EHR or
pharmacy databases?

 |Is the information of sufficient quality to be
used for pharmacovigilance?
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Study entry process

Information

about study in
various media

Visit website Information
or phone : Screening about study
free-phone questionnaire and informed
number consent

Provide contact
details, choose
pin, frequency of
data collection
and reminder
method

Study number
allocated,
directed to
separate secure
data collection
server

Study
Entry




SN
PROTECT

Data collected

e Demographics
e Lifestyle and risk factors
* Pregnancy-related information

Baseline <Medications, supplements, vaccinations, contraception, medical/cosmetic procedures,
herbals, others

= Change to expected date of delivery

= Changes to previous medications

*New problems and medications
Follow-up  «vaccinations and others

e Pregnancy outcomes: live birth, miscarriage/stillbirth, termination, ectopic pregnancy
» Birth defects

End of  .satisfaction questions
study
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- WARNING

CHALLENGES
AHEAD
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Technology

IVRS
Baseline
questionnaire

Web
Baseline
questionnaire

S, Follow —7// >

2 weekly
Follow Follow Follow
> >
up up up up
Follow Follow
=
up up
4 weekly

Discontinuation Questionnaire

Pregnancy
outcome

Satisfaction
Q
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Four languages

Welcome
ECT

Pharmacoepidemiclogical Research on Outcomes of Therapeutics by a European Consortium

PROTECT Pregnaney study

Click on this flag if you live in the UK and you would like to learn
more about our study.

PROTECT Zwangerschap studie

Klik op deze vlag indien u in Nederland woont en meer te weten
wilt komen over onze studie.

PROTECT Graviditetsstudie

Klik pa dette flag hvis du bor i Danmark og gerne vil vide mere om
studiet

PROTECT Projekt badawczy dla kobiet w cigzy

Jesli mieszka Pani w Polsce i cheialaby otrzymywac dodatkowe
informacje na temat projektu prosze kliknaé na flage.

* The research leading to these resulis has received support from the Innovstive Medicines Initiative
ef Iﬂ Joint Undertaking (wenw.imi.europa sul under grant agreement n® 115004, resources of which are
p composed of financial contribution from the European Union's Seventh Framework Frogramme
Eurogsan {FPT/2007-2013) and EFPIA companies’ in kind contribution.
This website reflects only the author's visws and neither IMI nar the European Commission is lisble
for any use that may be made of the information contained therein.

Comimission

SCopyright 2012 All rights reserved.
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Country specific protocol differences

The

Denmark Netherlands Poland
Statens : : P‘?Z”af‘
University of University
Country Lead Serum : :
: Groningen of Medical
Institute :
Sciences
Minimum age 18 18 18
- Both Written
Informed Consent Electrlonlc internet informed
only and IVRS consent
_ _ Waiver
Ethical Approval Notrequired  (certificate of 1 week
non
objection)

United
Kingdom

University

of
Newcastle

16

~ Both
internet
and IVRS

3 weeks
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Data protection

The
Denmark Netherlands
3 months 1 day

Poland

9 months

BUT

United

Kingdom EMA
3 months
opinion,
2R E 5 months
prior check

13




PROTECT

Slow recruitment

22007 o 1 NL 2014

2000 | I UK DK
1800 Total --------- Subtotal
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16001 2012
1400+
1200
1000+

800 -
600
400 -
200+
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Recruitment date
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Examples of the media used to advertise the study

Bog riant ingeschewvent

Uz}dop facebook
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e

B /17 protect Prognancy study UK

T
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|
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Community
"
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PrROT bl
ECT wiiw.pregnancystudyd.eu

Join the PROTECT pregnancy study — Answering
o. questions today for the pregnancies of tomorrow

weding lijnr kaay

Women who are pregnant ofien need advice about
health and lifestyle choices, including for example use
of alcohol, tobacco and medicines. '

In order for medical professionals to have the mostup
to date information available to provide this advice, it is
importart to collect details about the health and lifestyle
of our pregnant population
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Attrition

Weeks into pregnancy Enrolled & consented Lost after consent
- at enrollment aen 2507 442
12 - <16 16 - <20 |
20 - <24 24 - <28 Provided study data
28 - <32 32 - <36 2065
36 - 40
|| ! ! || ! 1! ! ! }
229 194 252 308 309 345 204 121 103
1.00
0.90
0.80 D T
_‘_I— !
0.707 e e e
—y |
0.60 — |%
0.50 x\ﬂ %
%
0.40 p—
h:“'m:
0.30
0.20 ] T T T T T T T T T T T
O 4 8 12 16 20 24 28 32 36 40

Weeks of gestation
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Enroliment by trimester (N=2065)

B (@]
o o
l l

Percentage of women by trimester within country
>

o
|

Denmark Netherlands

64.6

Poland UK

B First

B second

BN Third
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Enrollment during first trimester (N=529)

707
B5 -
60
55
50 -
45 -
40 -
35+
301

Number of women

1 2 3 4 5 B 7 8 9 10 11 12 13
Weeks of pregnancy at recruitment
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Age at end of pregnancy

0.12-
0.10

0.08

Density

0.06

0.04

0.02

0.00

I I
15 20 25 30 35
Age in years

Denmark Netherlands
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Height, weight and BMI

DK NL PL UK
Weight before pregnancy, ~ 70.1(14.6)  70.7 (12.9)  62.6 (11.7) 71.6 (17.6)
mean (SD) kg
Height, mean (SD) cm 169.3 (6.7) 170.6 (9.2) 166.6 (6.2) 164.8 (13.7)
BMI, mean (SD) 24.4 (4.7) 24.6 (9.1) 22.5 (3.6) 27.4 (13.2)
BMI %, (no.) %, (no.) %, (no.) %, (no.)
<18 2.2 (14) 0.4 (2) 4.6 (11) 2.0 (14)
18 - <25 62.9 (402) 63.9 (304) 75.5 (182) 50.8 (360)
25 - <30 22.8 (146) 27.1 (129) 12.4 (30) 23.3 (165)
30 - <35 8.5 (54) 6.9 (33) 2.9 (7) 12.6 (89)
>35 3.6 (23) 1.7 (8) 1.2 (3) 9.9 (70)
Missing 0.0 (0) 0.0 (0) 3.3 (8) 1.6 (11)
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Education by Country

70

60

50

Percentages of women

.

i

Denmark

Netherlands

Poland UK

_ 1. Completed legal part of school and the 1st level of exams (around 16y)
S 2. Completed school and the higher level exams

S 3. Completed some kind of 3rd level education - university, technical college, etc.

S 4. Completed university and some post graduate education
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Current pregnancy and gravidity

DK NL PL UK
S 38.3% 47.3% 50.6% 41.6%
preghancy (245) (225) (122) (295)

Outcomes: median (range) from previous pregnancies
DK NL PL UK

Number of previous

pregnancies 11-12) 1(@3d-13) 1(@d-5 2@1-12)

Live birth 1(0-5) 1(-4) 1 0-3) 1(0-9)
Miscarriage 1(0-10) 1 (0 -13) 1 0-3) 1(0-11)
Elective termination 1(0-4) 10-2) 10-1) 10 -23)
Stillbirth 1(0-1) 1(0-1) 10-1) 1(0-1)
Ectopic 1 (0 - 1) 1(0-1) 1(-1) 1(0-1)
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Number of medications

25%

20%

15% ~

10%

Percentage of women

5%

0% -

0

1

2

None

At least one

I DK 17% (111)
[ 1 NL 20% (93)
L 1 PL 23%(56)
I UK 12% (84)

83% (528)
80% (383)
77% (185)
88% (625)

3 4 5 6 7 8 9 10 11 12 13 14 15 16

Number of medications taken
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No. of OTC and Prescription medicines

Median Mean
3.0 3.0
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Life style factors

DK (%) NL (%) PL (%) UK (%)

Pregnant while using contraception 3.3 3.2 2.5 6.1
Took “morning after pill” 0.3 2.1 0.8 1.3
Smoker before pregnancy 16.6 14.3 18.7 16.1
Smoker during pregnancy 4.1 4.2 4.6 4.8
Alcohol
2-3 times / week 0.3 0.2 0.0 0.6
2-4 times/month 6.1 0.6 0.0 10.7
< 1 per month 20.7 6.1 11.6 214
Never 72.6 92.6 87.6 66.6
Unknown 0.3 0.4 0.8 0.6
Recreational drug use 0.9 0.4 0.4 1.1
Undisclosed recreational drug use 0.6 0.2 2.9 0.4
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Other medication use & risk factors

DK (%)  NL (%) PL (%) UK (%)

Decided not to take a prescribed

medicine 4.9 4.0 4.6 5.5
]'cl'rci);:dpgﬁ::]l?sd medicine from 03 06 04 0.7
Anaesthetics 4.9 8.8 11.6 7.1
General 0.6 1.1 0.4 0.6
Spinal 0 0 0 0.3
Local 4.1 7.6 10.0 5.9
Did not know type 0.2 0.2 1.2 0.3
X rays 6.9 4.6 3.7 4.9
Herbal medicines 4.3 7.8 0 6.6
OTC medications™ 68.5 65.1 47.3 76.4

* Includes those available through both prescription and OTC
28
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Conclusions

 |tis possible to recruit women early in pregnancy before
they may have consulted HCPs

* Direct to consumer studies offer important benefits in
collecting certain data not found in EHR

- Data protection and informed consent can be challenging
 |tis important to budget for recruitment costs

* More thought needs to be given to how to retain women in
the study.
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