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Improving influenza vaccine uptake in Hong Kong pregnant women:
a randomised controlled trial
INFORMED CONSENT FORM

Purposes

We would like to tell you about a project studying a vaccine that is available in Hong Kong but that has
not yet been added to the routine Antenatal Care. This is a project by the Department of Paediatrics of
The Chinese University of Hong Kong. This study plans to test whether providing key messages about
influenza disease and influenza vaccine to mothers can increase the uptake of influenza vaccine in
pregnant women.

Study Procedures

This study will compare different information given to participants. There will be three possible study
groups and you will be randomly allocated to one. This means that it is like a “roll of the dice” and that
you cannot select which group you prefer to be part of. You will NOT be informed about which group you
are in and what type of information you will receive. Participants in each of the three groups will receive
similar information on influenza disease and influenza vaccine but at different levels of detail and with
different ways of sharing the information.

Your involvement in the study will be for less than 2 years. During this time, you may receive information
by post, e-mail, telephone or text message. You will also complete short questionnaires through face-to-
face interview, telephone follow-ups, on web or by post.

At recruitment (the first survey)

You will complete a self-administered questionnaire (around 8 minutes). We will collect details of your
family characteristics, health and vaccination information, information of your knowledge and attitudes
in relation to influenza vaccine, and contact details.

During pregnancy

You may receive information on influenza disease and influenza vaccine by post, e-mail, telephone or text
message.

At around 3 — 4 weeks after your expected date of delivery (the second survey)

You will receive a text message to confirm your delivery and then complete an online questionnaire
(around 5 minutes) followed by a further telephone follow-up if necessary. We will collect information of
you and your child’s health, and your knowledge, attitudes and practices in relation to influenza vaccine.

[OPTIONAL] At your child’s age of approximately 1 year old (the third survey)

You will complete a short online questionnaire (around 1-2 minutes) followed by a further telephone
follow-up if necessary. We will collect information of you and your child’s health and vaccination status.
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Foreseeable Risks or Discomforts
There is no risk to you or your child in answering questions in this study.

Expected Benefits

You will be provided with information of influenza disease and influenza vaccine. All participants who
successfully complete the second survey will be given supermarket coupons with equivalent value of
HKD200 (USD26). This study will provide insights into strategies that could enhance delivery of health
messages and thus benefit our community in future.

Confidentiality

We will keep all personal and study information in secure files under lock and key, and only research staff
under authorisation will have access to them. The record will be electronically stored in coded form with
a study number. Data will be analysed within the Department of Paediatrics of The Chinese University of
Hong Kong anonymously. No report from the study will include information that could identify you. The
data collected will be kept for at most 15 years.

Under the laws of Hong Kong (in particular the Personal Data (Privacy) Ordinance, Cap 486), you enjoy or
may enjoy rights for the protection of the confidentiality of your personal data, such as those regarding
the collection, custody, retention, management, control, use (including analysis or comparison), transfer
in or out of Hong Kong, non-disclosure, erasure and/or in any way dealing with or disposing of any of your
personal data in or for this study. For any query, you should consult the Privacy Commissioner for Privacy
Data or his officer (Tel no.: 2827 2827) as to the proper monitoring or supervision of your personal data
protection so that your full awareness and understanding of the significance of compliance with the law
governing privacy data is assured.

Cost of the Study
There is no cost to you for taking part of the study.

Voluntary participation/ Withdrawal

Your participation in the study is completely voluntary and you may withdraw from the study at any time
and for any reason without penalty, loss of benefits or impact on you or your child’s present or future
health care.

Ethics approval

The research ethical aspects of this study have been reviewed and approved by the Joint Chinese
University of Hong Kong - New Territories East Cluster Clinical Research Ethics Committee (+852 3505
3935) and Hong Kong East Cluster Research Ethics Committee (+852 2595 6111). The Committees can be
contacted at their contact numbers during office hours.
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Enquiry

If you or your family have any further additional questions at a later time, please contact the Principal
Investigator, Prof Albert Li, at (+852) 3505 2850 or the project coordinator, Ms Christy Yeung, at (+852)
9140 6004 (Department of Paediatrics, Prince of Wales Hospital, Shatin, Hong Kong).
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Study no.:

INFORMED CONSENT FORM OF “IMPROVING INFLUENZA VACCINE UPTAKE IN
HONG KONG PREGNANT WOMEN: A RANDOMISED CONTROLLED TRIAL”

1. | agree to take part in this study.

2. The titled study has been clearly explained to me by the research team. | have read and understood
the information provided and had the opportunity to ask questions.

3. lunderstand that my child’s and my identities will be treated securely.

4. | understand that | have the right to decline to participate in the study and that | have the right to
withdraw from the study at any time for any reasons, without affecting my child’s and my present or
future health care.

5.1 [ ] agree

[ ] do not agree
to by followed up at my child’s age of 1 year.
6. If I withdraw from the study, | |:] agree
[ ] do not agree
the data collected up to my withdrawal can be continued to be used for research purposes.

7. The research team in the Department of Paediatrics, The Chinese University of Hong Kong wishes to
contact me for further research concerning child health. | have the right to withdraw the consents at
any time. | [ ] agree

[ ] do not agree
to be contacted for further research.

8. By signing a written informed consent form, | am authorizing the Research Ethics Committee and the
regulatory authority(ies) will be granted direct access to my child’s and my study data for data
verification.

Name:

Signature: Date:

After signing this Informed Consent Form, | will receive a copy of this form for my future reference.

Person administering the consent:

Signature of person Date:
administering the consent:
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Chinese version of the informed consent form
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