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PRESENTATION OVERVIEW

What is informed consent?
What is capacity to consent?
What is valid consent?
Consent in the WOMAN-2 trial:
* Giving prior information about the trial to the woman and her family
* Eligibility
* Fully informed consent
 Verbal agreement

* Tips for completing the consent form and common consent form completion errors



WHAT IS INFORMED CONSENT?

Informed consent is based on respect for the individual and in particular the individual's
autonomy/capacity and right to define his or her own goals and make choices designed to achieve
those goals for his/her own life

Informed consent in research means more than simply obtaining the signature of the potential
research participant on a consent form

It is a process that involves:
e conveying accurate and relevant information about the study and its purpose
* disclosing known risks, benefits, alternatives and procedures
* answering questions
* enabling the potential participant to make an informed decision about whether to participate



WHAT IS VALID INFORMED CONSENT?

In order for consent to be valid it should be based on the following 6 critical elements:

1. Full capacity: The participant must have the capacity to begin the informed consent process

2. Fully informed: The research team must disclose all relevant information to the potential
participant. The minimum information for a valid informed consent is the approved version of the
Participant Information Sheet and Consent form

3. Understanding: The participant must comprehend the information. The research team must
evaluate the potential participant’s ability to understand the proposed intervention in the study

4. Agree: The participant must agree to the proposed intervention in the research study
5. Voluntary: The participant's agreement must be voluntary and free from coercion

6. Freedom to withdraw: Participants can withdraw consent at any time

Consider if this can be achieved if the women is in pain and/or due to give birth imminently



WHAT IS CAPACITY TO CONSENT?

Capable adult: Adults have the capacity to consent when they:

* possess sufficient mental capability to understand the information provided

e appreciate how it is relevant to their circumstances

e are able to make a reasoned decision about whether or not to participate in a particular study

(bearing in mind the need for urgent treatment in the critical situation)

Minor: In some countries those under 18 years of age do not have the legal capacity to provide
their own consent. In such cases, a guardian must be present to witness the consent process and
countersign the consent form

Emancipated adults: In some countries those 14 years and above with responsibility for their
own household are considered to be emancipated adults and can consent for themselves

Who can assess capacity?: The treating clinician can assess the woman’s capacity to give fully
informed consent



CONSENT IN THE WOMAN-2 TRIAL

A woman’s capacity to consent may be impaired due to
analgesia, pain, other medication or the urgency of the
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 The consent procedure for WOMAN-2 can be adapted

depending on the clinical situation and the capacity of each

woman

e Clinical assessment of capacity to consent is needed

* Permission from woman’s treating clinician is needed to
approach eligible women

* Only those trial team members who have been trained on
the consent procedure and delegated this task on the
delegation of responsibility log can obtain consent



GIVING PRIOR INFORMATION

Information about the trial should be made available to
pregnant women and their families where possible:

 \Wall Posters

 Brief information leaflets

Please make these available at antenatal clinics and any other
clinics where pregnant women attend.

* Information is also available on the trial website
(woman2.Ishtm.ac.uk)

GENERAL INFORMATION LEAFLET
ABOUT THE WOMAN-2 TRIAL

w@nanQ

If a woman indicates that she does not want to be considered for
inclusion in the trial, please respect her wishes and document this
clearly in her medical records




ELIGIBILITY

After a women as been admitted to hospital in active labour, an initial assessment
of eligibility should be carried out

Review the woman’s medical records and check the woman has/is:

Legally adult No
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present) to TXA

If eligible, follow appropriate consent procedure



FULLY INFORMED CONSENT

If woman is judged to have capacity to consent:

* Give the woman the participant information sheet and discuss
the trial with her in a language she understands

* |f she agrees to take part, her written consent must be
obtained using the WOMAN-2 Consent Form
NOTE:
» If woman is <18 years old, guardian should be present
» If woman is unable to read and write, impartial witness
should be present
» In Uganda, those 14 years and older are emancipated
adults and can consent for themselves

* Document the consent process in the woman’s medical
records. WOMAN-2 labels are available




VERBAL AGREEMENT

If woman does not have full capacity to consent:

If willing, give brief information and obtain verbal agreement
» An impartial witness must be present (i.e. not named on the
Delegation Log)
» |If <18 years old, guardian should be present

Document the verbal agreement in medical records. WOMAN-2 l|abels
are available

When women regains capacity, fully informed consent should be
obtained for continuing in the study

* If awoman is discharged before fully informed consent is obtained
— continue to seek consent up to 42 days post randomisation (i.e.
until the period for Adverse Event Reporting ends)

* Record all attempts to assess capacity and obtain fully informed
consent in the woman’s medical records

GENERAL INFORMATION LEAFLET
ABOUT THE WOMAN-2 TRIAL

w&man?

|
VERBAL AGREEMENT LABELS

7  When verbal agreement to participate in the trial has been abtained, please use the labels below to
document the details in the woman's medical recards

VERBAL AGREEMENT OBTAINED
WOMAN-2 trial - Protocol ISRCTNE2336133

Name:

Name:

Where verbal agreement is obi,
ongoing porticipation in the tria

| WOMAN-Z trial - Protocol |




CONSENT

If woman is <18 years old:
* Consent must be witnessed by a guardian. A guardian is an appropriate responsible adult (e.g. her
parents, husband, partner or other family member) who must also counter sign the form

If woman is unable to read or write:
* Explain trial in the presence of an impartial witness who must counter sign the consent form.

* an impartial witness cannot be a trial team member and must be able to read and write. An
impartial witness is someone independent from the trial, i.e. not named on the Delegation Log. E.g.
hospital staff member, or an adult accompanying the woman at hospital

* Obtain mark (e.g. thumbprint) in place of a signature if woman is unable to write.

Documenting consent:

* A copy of PIS and signed ICF to should be given to the woman,

* A copy should be put in the medical records

* The original should be stored in the Investigator Site File (ISF), box file 2

Fully informed consent, or verbal agreement, must be obtained before baseline data collection and randomisation



TIPS FOR COMPLETING THE CONSENT FORM

The top section (Header) should be completed
by the trial team member obtaining consent

* The Screening ID Number is the number
assigned to the woman at Initial Assessment
of Eligibility. The number comprises the Site
ID Number and the Participant Screening
Number

Ensure that the woman understand all consent
statements

CONSENT FORM
THE WOMAN-2 TRIAL

Title of research: Tranexamic acid for the prevention of postpartum bleeding in women with anaemia:
an international, randomised, double-blind, placebo controlled trial

Site [0 Number . — Mame of Site Principa Clasrliete
L) Investigator
| . - ) =
| Particlpant Hospital ID T O Screening 1D Number V™
| number - =
Mame of Participant VILNIERS D ﬂg 0B AU

STATEMENT OF PERSON GIVING COMNSENT:

1. | confirm that | have read/have had read to me the information sheet for the above study and it
was in a language | understand.

2. 1 have discussed with the doctor to my satisfaction and | have had the epportunity to ask questions.

3. lunderstand that my participation is voluntary. | have been given enough information about the
research study to judge that | want to take part in it.

4. 1am free to withdraw at any time, without giving any reason and without my medical care or legal
rights being affected.

5. 1 understand that | will be given a copy of this consent form and the additional information sheet
to keep for myself.

6. | understand that sections of my medical notes and those of my baby/fies may be looked at by
responsible individuals involved in the study. | give permission for these individuals to have access
to these records.

7. lunderstand that my data (with all personal information remaved) will be made freely available for
researchers.

8. | give permission for a copy of this consent form, which contains my personal information, to be
made available to the Trial Coordinating Centre in Londen for monitoring purposes only.

9. lagree to take part in the above study, the WOMAN-2 trial, 7
" Vo7 ) L - AT aald -
| " . L4 e | £-1 #
Munfr¢d Eidheav 26/3 /14 VI 0Ib o
Mame of woman Date Signature / Thumbprint or other mark (if

unable to sign

Name of witness/guardian Date Signature
{A witness is needed if o patient cannot read or write ond o Guardian signature is needed if o participont is less
than 18 years old}

STATEMENT OF PERSON OBTAINING INFORMED CONSENT:

| have fully explained this research to this participant and have given sufficient information, including

about risks and benefits, to make an informed decision.
fal s a7 = W WY o
| srana AL 7 "1 1l \ror o —f (
L 1

Mame Date Signature -}

Protocel Code: ISRCTHGZI96133
PARTICIPANT INFORBMATION SHEET & COMSENT FORM PAKISTAN Version 1.2 Date: 10 July 2018
Fage 6of B




TIPS FOR COMPLETING THE CONSENT FORM

Women should add their name, date and
signature or thumbprint here (if unable
to write).

Where a witness/guardian is needed
they must countersign the consent form
here.

The trial team member obtaining consent
must provide their name, date and
signature here.

CONSENT FORM
THE WOMAN-2 TRIAL

’ﬁe of research: Tranexamic acid for the prevention of postpartum bleeding in women with anaemia:

an international, randomised, double-blind, placebo controlled trial

| . Mame of Site Principal 0. 1cete |"|| 1o et
Site 1D Number (8]0 _I(- Investigator Clwrliele _L.JEL._. Tra
’ = TR T e
Participant Haspital 1D . [ Vs 22T
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STATEMENT OF PERSON GIVING CONSENT:

1. | confirm that | have read/have had read to me the information sheet for the above study and it
was in a language | understand.

2. I have discussed with the doctor to my satisfaction and | have had the opportunity to ask questions.

3. | understand that my participation is voluntary. | have been given enough information about the
research study to judge that | want to take part in it.

4. 1am free to withdraw at any time, without giving any reason and without my medical care or legal
rights being affected.

5. | understand that | will be given a copy of this consent form and the additional information sheet
to keep for myself,

6. | understand that sections of my medical notes and those of my baby/ies may be looked at by
responsible individuals involved in the study. | give permission for these individuals to have access
to these records.

7. lunderstand that my data (with all personal information remaoved) will be made freely available for
researchers.

8. | give permission for a copy of this consent form, which contains my personal information, to be
made available to the Trial Coordinating Centre in London for monitoring purposes only.

9. lagree to take part in the above study, the WOMAN-2 trial.

Jn' i\ 1}
f - - l . | | -
mm.,ffh?! ﬁic“lk‘e:lu ?L{/S/"q JVi Iz L"ﬁuﬁﬂf’-*
Mame of woman Date Signature / Thumbprint or other mark (if
unable to sign

Name of witness/guardian Date Signature
{A witness s needed if o patient cannol read or write and o Guardian signature is needed if o participant is less
than 18 years old)

STATEMENT OF PERSON OBTAINING INFORMED CONSENT:

| have fully explained this research to this participant and have given sufficient information, including
about risks and benefits, to make an informed decjsion. . 1
et Uone, AL E.ml =219 e — ':—{

Mame Y Date ! Signature -1

Protocol Code: ISRCTHEII96133
FARTICIPANT INFORPAATION SHEET & COMSENT FORM PAKISTAN Version 1.2 Date: 10 July 2018
Page6of &




TIPS FOR COMPLETING THE CONSENT FORM

To make a correction to the consent form:
 draw a line through the error,
* write the correct information nearby,
* provide a reason for the change,

e initial and date the correction.

'!' TFI -"-'I.I'-T'I-_.HI._-
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WITHDRAWAL OF CONSENT

A participant is free to withdraw her consent at any time:
. Record withdrawal in medical records

. Inform CTU - email woman2@Ishtm.ac.uk

. Give a WOMAN-2 Alert Card and ask her to carry it for at least 6 weeks after her entry to the trial
(the date should be written inside the card)

. All data collected up to the point of withdrawal must be submitted to the trial database

THIS WOMAN WAS RANDOMISED INTO
THE WOMAN-2 TRIAL.
Please inform the Doctor or trial team member named below if she

PRINCIPAL INVESTIGATOR: develops any medical problems within six weeks of
Before discharge please fill in the details below date of randomisation.
and to the right, and then give this card to the woman
or her relative.

Doctor’s name

Telephone

‘ Name nf nartirinant ‘

The trial is sponsored and coordinated by

a team at the University of London
ALERT CARD a0
Clinical Trials Unit,
London School of Hygiene & Tropical Medicine, Please keep this card with you and show to
Keppel Street, London WC1E 7HT, UK anyone giving you medical treatment.
WOMAN2@LSHTM.AC.UK If you require any medical treatment within

six weeks of having your baby, the doctor

named overleaf must be informed.
ol number ISRCTN62396133
H 30 April 2018



mailto:woman2@lshtm.ac.uk

FOR FURTHER GUIDANCE SEE:

The Trial Procedures File, section 6.3:

* Information giving and obtaining informed
consent, guidance number 6.3

GUIDATICE NUMBER 6.5
wiman?

INFORMATION GIVING AND OBTAINING INFORMED CONSENT

GIVING PRIOR INFORMATION
e wiman?
+ WOMAN-2 Wall Posters and Brief
in antenatal cinics and abour wards for woman and their families to
read

. ifa that she does not want for
inclusion in the trial, please documant her wishes clearly on her
medical records

OBTAINING INFORMED CONSENT

Before a woman can be randomised, an appropri
followed

te consent process must be

* Women with full capacity: Use the WOMAN-2 Participant
Information Sheet and Consent

Where women do not have full capacity: Verbal agreement can

be obtained. Brief information can be given either verbally or =
e S e e 10
i

AU
tuer o o oo
ooty

formed consent for any participant in the tris! is not E
obtained this must be reported to the Clinical Trials Unit (CTU) =
immediately by emailing woman2 @ishtm.ac.uk

CONSENT WITHDRAWAL

A participants free to withdraw her consent at any time
« Record withdrawal in woman's mes
+ Inform the CTU by emailing, ke
+ Give woman a WOMAN-2 Alers Card, explain its purpase he L

guidance number 8.3) and inform the woman that she should return to the hospital i she has

any medical concerns

All data collected up to the point of withdrawal should be submitted to the trial database

* Nojurther from icipant after consent has

If a participan dies:
Data will be collected a5 per the protocol since the woman will have given wiritten informed
consent/verbal agresment

WOMAN2 Guitaseon ifrmatin ghing a0 coiningntormiz corant
il rageaors

ical situation

* The consent procedure should be adapted (in line with the protocol) based on the woman's capacity and
the

\\éh'lﬂn' 4

JTAINING APPROPRIATE CONSENT

has been confirmed

and Informed Cansent Form {ICF)

Labels and Verbal Agreement Labels

man has agreed for the woman to be approached
hias been made =

\\&mnn 2

URING THE CONSENT FORM IS COMPLETED
CORRECTLY

i has capacity
fully informed consent (see consent form completion

present

inot have ful capacicy who have been trained on the consent procedure and delegated

or using the brief P y
The top saction (neader) shoud be
FoRMm
o
has regained capacity: i s

obrained

———— Shouid be cbtoined in the presence of an

2 guardian who is an appropriate responsible adut (e.g. her
iy member) and who must also counter sign the form

e

whness should then complerz  their
section beiow

I witness {cannot be a trial team member and must be able o
consent form
N if woman is unable to write

Where 3 witness is nesded for the fully
informed consant procass (ag. literacy
probiems), they must courtersign the
consent form here.

1 the woman is <18 years, 3 guardian
st be prasent for the fully informed
consent peocess and must. countersign

with relatives or friends

any time
+ Time should be allowed for Woman to ask qUESTIaNs to the trial team and/or thelr clinician, and discuss

pas someone 3
hospital staff member, or an adult accompanying the woman at hospital
File copy of the Par Sheet and Consent Form i ISF box file 2

not named on the delegation 10g. Eg.

IMPLETING THE CONSENT FORM

* Header information incomplete i.e. some information is missing, or the
matchinformation provided on the data forms

formation does not

= The same person has written the woman,
trial team member obtaining consent. Each person must complete their own sections
themselves.

The date of woman team member obtai The

‘consent form should be signed by both parties ar the same time.

Mistakes have not been corrected properly. To make  correction, draw  fine through the error,
g . for the change, and initial and date the

correction.

[ —

WOBLANS Guidarce on farmsion hing s asining frred consnt




WadTldall

Clinical Trials Unit
London School of Hygiene & Tropical Medicine
Keppel Street, London WCI1E 7HT

Tel: +44(0)20 7299 4684
Email: woman2@Lshtm.ac.uk
Website: woman2.Lshtm.ac.uk

AR LONDON A;
m w CLINICAL SI—ICSI(_I(%](EDIIQQ]}EF rp
TRIALS STROPICAL \ ] JED

BE6 T MEDICINE



	Slide Number 1
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	FOR FURTHER GUIDANCE SEE:
	Slide Number 17

