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Background, Acknowledgements and Glossary of terms

The Biobank PIL WG is a subgroup of the National Biobank Working group. The group was established with the

aim of developing a template PIL/ ICF document which combines the experience of biobank researchers with
the perspectives of patients and patient advocates.

The authors of this document wish to acknowledge the following for their support and assistance:

O The Patient Voice in Cancer Research (PVCR) facilitated and hosted the workshop. “The Patient Voice in Cancer

Research” is supported by Irish Cancer Society research grant PVCR19MCC and the Mater Foundation, Mater
Misericordiae University Hospital (MMUH).

O Biobank Ireland Trust provided funding for writing of this report;
O Rachel Lynch MIACP, EUPATI Fellow designed the summary graphic in the Participant Information Leaflet.

O “HRBIRCTCD PPI IGNITE”, provided funding for the design of the summary graphic in the ‘Participant
Information leaflet’

Glossary of terms / acronyms used in this documents

PIL — Participant information leaflet, WG — Working group, HCP — Health Care Professional, ICF — Informed consent form,

NCRI — National Cancer Registry of Ireland
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Introduction

Overview The approach

*  The draft documents were discussed by groups of patients and the
public with the assistance of a facilitator;

Overview * The purpose of this paper is to

and main summarize the key findings which *  The working session was structured so that different groups would focus

obiective emerged from round table on specific themed questions;

1V . g . .
! dISCL{SSIonS W{th patients an d t‘he *  Hence the workshop was set up with tables of participants, each table

public ref_’"’d’”g Ol had a facilitator and a scribe, with each table discussing a different
Information Leaflet and Informed question;
Consent Form created by the
National Biobank working group. * In total 8 questions / themes were discussed

5. Do you understand why samples / data may be shared
1. Isit easy to understand the document? with commercial companies? Is It important for you to

have an option?
2. Would you be happy to consent to all parts of the

consent form? 6. Would you like to receive information on research

Questions projects in the Biobank?

asked at 3. Do you understand why samples and data need to
the tables be stored for long periods, is it clear why samples / 7. At present there is no national agreement on how
data are retained for a long time? research results which affect health are returned to

participants, how do you feel about this?
4. Does the document explain why samples / data may

be shared with researchers around the world 8. Does the document explain what genetic research
means?
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Key findings (1 of 3)

The document is easy to understand helped by the glossary of terms and the use of simple language;
Participants feel having trained and experienced personnel discuss research participation with them is vital.

However the tone of the document needs to be more assertive and reassuring. On occasion the document uses phrases such as ‘could’/ ‘a
small chance’/ ‘forever’ such terms are disliked by patients and seen as vague and ‘non-committal. Patients prefer for the position to be
definitive and seek certainty;

While patients like simple language, it is important that the tone does not become too colloquial / common. Participation in Biobank
through the donation of samples/data contributes to scientific research and plays an active role in the discovery of new treatments with
improved outcomes for patients in the future. Hence patients treat participation as an important and sensitive issue and thus seek good and
clear explanations with appropriate terms used;

Patients expect that appropriate measures are in place to manage data security. In the event of there being a data breech, patients require
they are notified of any such lapses in a timely manner;

Patients expect that the Biobank and associated hospital labs in Ireland and abroad have procedures and processes in place which mitigate
and reduce risks. Related is that ethical standards are followed with a strict policy of adherence and appropriate governance/oversight in
place;

In general patients are happy to sign the consent form, they need time and proper explanations communicated with empathy, and
considered the sections within the form to be acceptable;

While the glossary explains the difference between ‘coded data’ and ‘identifiable data’ patients were concerned the terms were
interchangeable in the document. Patients would prefer if the document was more explicit regarding when and where the records are
held as ‘identifiable data’. It was unclear if it was ‘identifiable data’ or ‘coded data’ which was held by “health-related companies”. Also
patients were unclear if the ‘identifiable data’ was only held by the hospital. A suggestion was to use the graphic to highlight the incidence
of ‘identifiable data’ and ‘coded data’;

Patients suggested that the benefit case for participation should be stronger. In particular the role in improving outcomes for patientsin
future generations and the overall benefit to society should be emphasised;

darmah



Key findings (2 of 3)

While the information leaflet and the form itself are important, patients emphasised that the timing of the consent request typically
coincides with an emotional and difficult time for the patient. Already the patient is overwhelmed with a diagnosis and lots of new
information without having to consider consent for research. Hence in this context the person seeking consent needs to have the
appropriate training with the capacity to bring empathy and understanding to the situation;

In terms of offering patients a range of options on participation with the Biobank the views were mixed. Some patients welcomed the idea
of being able to choose and create their own consent to participation, while others preferred the simple straight decision to optin to a
standard approach;

Patients want to be assured that the Biobank and researchers use samples and data with discretion. They expect that high ethical
standards are adhered to and want a level of confidence that data / samples are not used for the wrong purposes. Some of the wording is
somewhat ‘open ended’ and suggests that researchers have ‘unlimited control’ over samples/data. Therefore the choice of language should
not convey a sense that researchers might lack discretion in their work;

Patients raised the question of what happens in the event of a new treatment in the future and the possible requirement for the Biobank to
require fresh samples at a future date. Hence patients raised how the on-going engagement for re-sampling might happen;

Patients expressed no concern regarding the time periods and fully understood that scientific studies rely on large patient cohorts across
different generations over long time periods;

Patients were happy for data / samples to be shared with researchers around the world. There was an appreciation of the global effort in
scientific research and the benefit of large numbers in the scientific community working to discover treatments;

Some definitions need to be improved. The role of the Biobank needs additional clarity as does the role of the “Health-related companies”.
The document needs to provide a better explanation on the interface between the Biobank, public research and the private work of
“Health-related companies”. The path from scientific discovery through to treatment application, clinical trials, regulatory approval needs to
be explained in the document;
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Key findings (3 of 3)

The role of “Health-related companies” in using data stimulated a number of queries, patients felt
there wasn’t sufficient detail on their role and how they interface with other stakeholders. Also
patients sought some clarity on the path from scientific discovery through to commercial availability
of the medical innovation;

Mixed views on information dissemination, some patients were happy to be kept informed and
receive updates from the Biobank, while others were happy to donate samples / data and not
require information updates. These latter group were happy to trust that the Biobank and
researchers are professional and work to high ethical standards;

It seemed that patients take a narrow interpretation on information updates and understood it to
relate to findings relating to their sample / data as distinct from a more holistic approach of project
progress and the pursuit of societal good in the advancement of medicine;

The onus is to notify patients in the event of actionable results;

Hence a clear process & structure is required when reporting actionable results. Need to respect the
patient and therefore it is important to give information to patients with the appropriate support;

Suggested that genetic information is sensitive and genetic counselling is important. In the absence
of counselling, genetic data may cause anxiety to the patient;

The document does not provide a detailed explanation of genetic research, apart from the
definition in the glossary. However patients understand its role and significance;

Awareness of the NCRI is low.
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Some concerns

Patients have a fear that data may be
leaked to insurance companies;

Patients are anxious that cloning of
cells from their tissue samples may
occur in the future;

Patients worry that samples / data
may be used for the wrong purposes;

Patients suspicious of companies in
some foreign countries having access
to data;

In the future information on DNA
results may be sensitive for families;

However despite these concerns
patients are happy to participate in
research that leads to good future
outcomes for the next generation of
patients;




Table 1 —is the document easy to understand?

@ Table consensus at a glance

Comments & discussion points

@ Some recommended changes

[ x
Is the level of information & h v
detail appropriate EQUE
X
\.
”
Do some sections need to No v/
be ‘re-worded’ %
\
”
Any specific language that No ¥
should be changed x
\
4
Any omissions that might No v
improve the document x
\
”
Is the image effective in x
describing the process Yes v/
\
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The general view was the document was clear and
easy to understand, the glossary of terms up front
was considered very useful;

The document was considered quite long and it may
be helpful to have a short summary version upfront
as a type of ‘executive summary’ followed by the
long document;

The discussion agreed on the importance of simple
language and the fact that circa 1 in 6 of the
population is non-national. Also the point was made
that language should be appropriate for people with
basic reading ability. Thus font size is important
while sentence length and paragraph length should
be short. Overall the document was considered
appropriate in these aspects;

Patients expressed concern about the security of
data, in particular the risk of information leaks to
insurance companies. Hence patients require
confidence that data security is strong;

Patients emphasized the importance of the
document being accompanied with a verbal
explanation. The role of a HCP* in explaining
patient consent and the value in patients donating
samples & data for research.

*HCP: Healthcare professional

It was suggested that the ‘benefit’ piece should
be presented ahead of the ‘risk’ piece within
section 1;

The opinion being it was better to present the
positive first, as stating the risks first might
deter the patient and dampen their openness
to the benefit case;

There was some discussion on the word
‘forever’ with the suggestion for a more
meaningful term. No suggested alternative was
provided but probably the audience were
thinking of data / records being archived or
data being retained for x number of years;

The group was concerned that choice of text
creates a tone which is vague. The preference is
for tone to be reassuring and assertive, e.g. in
relation to risks the document states “a small
chance that something could happen” — the
patients asked that the language needs to give
confidence that appropriate steps are taken to
mitigate or reduce risks.
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Table 2 — would you be happy to consent to all parts of the consent form?

@ Table consensus at a glance Comments & discussion points @ Some recommended changes

O The view was the consent form was easy to follow, O The benefit case should be strengthened by
[ ) with all parts reasonable. Patients found the form and f i h day’ i b fits fi
Happy with all parts of the % \ . ra referencing that today’s patient benefits from
onsent f v information to be acceptable; the science learnt in treating patients from the
consent form . .
s O Interms of choice and offering, patients should have past. Thus need to dial up the extent to which
\ / control over the level of participation they choose, the patient outcomes are a function of the study of
’ ~ view was this could be complicated. While choice may previous patient groups and new patient
Should it be a simple choice = be a good thing, the view was that information groups in the discovery of knowledge to
to participate, rather than a % overload may pose problems at a time when patients improve outcomes for patients in the future;
complex range of options Uncertain ¥ are overwhelmed with news of a diagnosis; . S
J O Need to emphasize that participation in the

O Two aspects were identified as important, namely: Biobank fosters benefit for society:

- Consideration to the timing and sensitivity . .. . ,
to the patient’s needs and emotions at a O Despite the definition of ‘coded data’ and

time of immense distress; ‘identifiable data’ in the glossary, confusion

Uncertain y remains as to the difference between the two;
= Appropriate training for the person seeking

the consent. It should be acknowledged that [ It was suggested that the difference in ‘coded’

~
Should patients be able to x
choose from different X

L options for participation v

e ™
Would patients be happy to s the process of seeking consent requires and ‘identifiable’ data be repeated in clause 2
be re-contacted about their empathy, understanding and experience. of section 2 under heading “what type of data

L choice in future Yes v ) O The timing of the consent request and the nature of will be collected”. This might reassure that data

the engagement with the patient needs to be source is not disclosed;

e S = handled with care. It is not a case of quickly filling a O It was suggested the length of the document

i View from patients regarding how best to form and getting the boxes ticked.

i present a choice to patients regarding

: participation in a study?
e o o o o o o o e em s mm s em s Em s Em e Em s s Em e em s Em s Emsems e -

could be reduced with more images /visuals
used;
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ent form?
t to all parts of the cons

be happy to consen

Table 2 — would you

° I e dlSCUSS (o] p|0 |ded a nur IbEI OI pIaCtlca|
\'

of

. ice and the pros and cons

d not have an exhaustive discussion on the merits of ch0|ceI o

did not ha eir samples ’

Tab.le : having a role in determining the range of uses for th P o
parients as to adopt a simple approach of a straight opt in,

w

The broad consensus

iti i ion;
ith decisions, options and additional informat
w )

i being asked to choose
ing that patients already have a lot to address without g
The sense being

mples and data.
tions regarding their preference on the the use of samp
optio

Section 1: clause No. 4
Consent form

*  Suggested that this
clause should pe deleted,
as it may result in
unnecessary distresg for
patients;

* The view was the ‘as-is’
text would only give rise
to anxiety among
patients;

* Hence delete the text
re. Saint James Hospital
having insurance in the
unlikely event of injury
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Section 2: clause No. 4
Consent form

*  The text “datq can be
used for research even
after my samples are
gone” was considered
clumsy and should be
amended

*  The suggesteq

rewording was “datq can
be used for qs long as
is useful”

* More appropriate text might be

. . 5
suggestions in relation to re-wording part
i i ceto
The discussion also highlighted the |mportant .
imi t request an
i timing of a consen .
consider both the .
appropriate training of HCPs to ensure an empa

engagement with patients.

Section 2: clause No. 9
Section 2: clause No. 7 Consent form
Consent form *  Suggested thqat additional text be

Feeling that the language used Inserted to stress that careful
could be interpreted qs giving Consideration js taken in relation
Several degrees of freedom to to the use and sharing of samples
researchers on the yse of data and T —
Permission to share my
data and samples”. Hence the text
would seem to give unlimited
control to researchers

Section 2: clause No. 10
Consent form

The money reference is considered
inappropriate. Instead there should
be a reference to the role of the
research in leading to bettep future
medical outcomes for patients

'give permission fo researchers to
act with discretion on the use of
samples and datq” o “carefu”y
decide on the use of datq”
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@ Table consensus at a glance

~\

Do you understand why your %
samples/data may need to be

. Yes v/

stored for a long time )

” - D
Is it acceptable that x

patients consent to store

samples & data forever Yes v/

\ J
” D
Do the reasons outlined in %

the document explain the
L need for long term storage Yes v/ )
1
Is there a need to ‘re-word’
. No v
the explanations on
L duration in the document * )

. = Are there regulatory controls
' = Could samples be used for cloning
=  Where is the Biobank / physical location

darmah

Comments & discussion points

All participants understood the need to store
samples and data for a long period;

Also the universal view was the document was easy
to read with the explanations simple and effective;

Participants were happy with the reasons as to why
samples and data are retained in storage for long
time periods;

The participants in the group discussion stated they
would be happy to sign a consent form based on the
information provided;

Overall positive view of the Participant Information
Leaflet and the Informed Consent Form.

‘It is a crying shame that samples
are taken in and not used again.
Such a waste”

Table 3 —is it understood why samples & data are stored for a long time period?

@ Some recommended changes

Some of the participants were interested as to
the physical location of the Biobank and where
samples were stored;

A number of concerns were raised, namely:

=  Patients would not be happy if data
was shared with external parties such
as Insurance companies;

=  Some apprehension in relation to
future developments in cloning and
the possibility that cells can be cloned
from ‘my DNA’;

= Related is the questions as to what
regulatory body is in place or what
controls / ethical oversight is available
to ensure no abuse of samples / data
occurs;

=  Patients are happy to participate in
research that leads to good future
outcomes. However they are
conscious that ethical standards need
to be maintained and abuse avoided.
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Table 4 — does the document explain why data/samples may be shared with researchers

around the world?

@ Table consensus at a glance

Comments & discussion points

@ Some recommended changes

” B
Are patients OK with sharing %
data & samples with v

researchers worldwide Yes )

” ) D
Does the document explain e
why it is necessary to share v

data to advance research Yes

\ J

” D
Is there a need to re-word X
some of the text / sections Yes v

\ J

4 A
Any phrases or language X
used which is unclear Yes v

\ J

” D
Do you want to know when x
data/samples are shared x

with researchers? Mixed v )

darmah

Patients have no issue in sharing data with
researchers worldwide as long as the ethical
standards and use of the data is appropriate;

The view is that ‘trust’ is important and patients
expect that trust is not compromised;

Patients recognize the value attached to global
research networks and the benefit in leveraging
knowledge across research groups for the purpose
of advancing science;

Patients acknowledged that there is no point in
researchers reinventing the wheel, a benefit in
sharing data/samples and disseminating knowledge
across research teams globally;

While the role of Health Research Companies in
commercializing scientific knowledge is explained,
the document should give clarity as to how the
patient data is used and give assurance that certain
protocols are followed when these companies use
knowledge stemming from patient data;

Some patients would like to know when samples are
shared with researchers, while others are happy to
consent once at the start. Hence views are mixed
regarding being notified every time data is shared.

O There is concern regarding the following:

=  The term ‘web-portal’ is not
understood, patients did not
understand the meaning of a ‘Biobank
Information Management System
being linked to a Web Portal to
support researchers;

=  Patients were unaware of the NCRI
and expressed surprise/concern that
the NCRI holds data on cancer
patients. The NCRI needs to create
awareness of the NCRI and the
importance of the NCRI’s work;

Patients asked that the document be more
explicit in stating that ‘no identifiable data’ is
shared outside of the hospital. Once data is
shared outside of the hospital it is ‘coded data’
only and no ‘identifiable data’ is possible
outside of the hospital;

Also if there is any breach with identifiable
data emerging outside of the hospital then the
patients should be informed.

13
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Table 4 — does the document explain why data/samples may be shared with researchers

around the world?

Recap on comments

U Appropriate controls in place to ensure data /
samples are shared for the right reasons;

Some suggested “re-wording”

Section 2: clause No. ¢

Extra infopmaﬁon the BiObank U There should be no abuse of data/samples;
has to give you

Section 2: clause No. 5

What are 3
your rights?
Patients should be alerted if there is a data breech;

O

U The document needs to be really specific / explicit

Suggested that the

ar as is posSl'b'eu
replaced needs to be

This type of language does not
g've an assurance thqt appropriate

efforts to prote !
place p ct data are in

The document neeq
commitment that ¢
a prior'i'ry

S to give a
ata security is

or'ding "in so

The reference to the Biobank

being “responsible f
or decidi
what datq wil| be col s ding

Pa'riem‘sf felt this created
uncertainty and was considered
as a type of ‘open clause’
Providing scope to extend the
range of uses over time

on who has access to ‘identifiable data’;
Awareness of the NRCl is very low;

Patients were surprised the NCRI had data on cancer
patients;

The role of data controller needs to be explained,
there was concern the current document is written
with scope for future flexibility. Hence patients are
interpreting that some language avails of ‘open
clauses’ with some degrees of freedom as to how to
use data. Thus this type of vagueness raises a level of

——— e

concern for patients. Patients would prefer more
definitive details and better clarity on the range of
use and the controls / ethical standards to be

* Some patients are happy to give consent at the start and not be notified when samples are followed

shared, while others would like to be notified when data and samples are shared;
e There is some confusion on the sharing of data. While patients are happy for data to be shared,
they want clarity as to the measures taken to ensure data security. The document should specify

that only coded data is shared with Healthcare companies

y

(A
Y

-
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@ Table consensus at a glance

4 A
Are patients happy to share %
data with commercial v
companies? LGS
\ J
~

Should patients have an
option to share data with x

commercial companies v
P Uncertain ¥ )

~
Does the document explain No Y
reasons for sharing data with <

commercial companies )

' Other concerns:

= lack of trust for the role of non-EU
companies in commercial research;

‘= Need appropriate controls/safeguards in

. relation to genetic sampling;

‘= Need much more detail on the role of

. commercial companies in medicine;

= Document needs to better explain the value !
. of ‘societal good’ :

darmah

Comments & discussion points

Patients are happy to share data with commercial
companies, however they require better
explanations;

There isn’t sufficient information in the document
on the role of commercial companies, the existing
detail is very high level;

The document does not explain the type of protocols
or ethical standards that commercial companies
need to adhere to;

Some views expressed that the image did not
properly portray the role of commercial companies or
the hand-off between the work of researchers and
commercial companies;

The role of the Biobank needs to be better explained
and patients were unsure of its role and if the
Biobank was a collaborator in research or a service
provider;

Essentially patients need to understand how the
Biobank and public research interacts with
commercial companies;

The possibility of unknown foreign companies
involved on the commercial side was seen as a
negative;

Concern re level of controls for genetic sampling

Table 5 — do you understand why samples are shared with Health Related companies?

@ Some recommended changes

The level of information on the Health-related
companies / commercial companies is limited
in the document. There needs to be more
specific detail on the role of these companies
in drug development and their role in clinical
trials and the path to regulatory approval for
new drugs;

As it stands the document gives little
explanation on the interface between public
research / academia and private / commercial
research;

The document does not explain the role of
academic research as a public good in the
creation of knowledge for the benefit of
society. It does not explain how public
knowledge is taken forward and
commercialized;

The document needs to better make the case
for research and the societal good resulting
from collaborative research;

The image should show the transition from
‘identifiable data’ to ‘coded data’.
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Table 6 — are you interested in updates on projects supported by Biobank?

@ Table consensus at a glance Comments & discussion points @ Some recommended changes

N O There is sensitivity regarding information and the O Very important information for a patient is if a
Do you want updates x dissemination of updates. In the discussion the data breech occurs and in such events a patient
on projects from % unqerstandlng \.Nas tha.t some may wantllnformatlon wants to be notified;
Biobank while other patients will not want to be informed;
Mixed /J . . . O Some patients are of the view that they trust
O Views were mixed, some expressed view that . ,
. ) ) ) L the researchers are doing good work and don’t
information on DNA profile and disease indicators q q h K
7 x\ may be useful, others would rather not have such need reports or updates on't e work. Some
T " information; made the analogy of a charity where one makes
. a? ty'?e o X a donation in good faith.
information is sought % O The resulting view was that patients should have a
by patients v choice as to whether or not to receive information O Similarly the example of donating to the blood
\ No preference ¥ J updates; bank was given and again people do not need

O Patients were unclear as to how information to know where the blood was used;

4 N dissemination would work. Hence the table O There is concern that ‘coded data’ and

What method is « dIS(?USSEd thtledp055|ble }:ole. ofa Zatlel:(t Zort.a.I where ‘identifiable data’ needs to be explained;
preferred for receipt of patients could access the site and make decisions on '
information "; the use of samples and data; U Concern that patients may not want
\_ No preference © J O Ppatients tend to understand information as relating lnforma!tlon on DNA results, may be sensitive
to their samples/data rather than holistic findings on for family members;
hould bati h ) p;:o;elzts. I:cti)w[cdual ga;'e::t Idat?i:,t?c’d‘:ﬁ antthhus d O A number of areas need better explanations,
should not be traced back. In addition the ethics an . .
> °l|l1 i patients .aVE * protocols should ensure anonymity of records; i.e. the Biobank role, the use of coded data,
ac .0|ce 4 r.ecelve Yes ’ data security, the interface with commercial
information ) QO Apatient portal should provide details on a study or companies and the protocols and standards
progress updates on studies followed.
darmah
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Table 7 — There is no national agreement on how research results which may affect your

health should be returned to you , how do you feel about this?

@ Table consensus at a glance Comments & discussion points @ Some recommended changes

N U Ifyou hold healthcare data on people, you must O Essential to improve understanding of
Should it be a choice to x respond and let the participant know if there is genetics, genetic counselling is important . If
receive research results x actionable results; this service is not available to patients when
through clinical team Mixed ‘/4 Q This should be ringfenced by legislation that there is a finding , it causes anxiety.
ticipant told; . . .
participants are o O Explanation of the regulation around biobanks
r 1 . ] . . o
Is it appropriate that QO There .must be a national ag.re.ement on the clinician is important, what specific research they
. i x returning results to the participant; share?
patients are informed of v :
actionable results Yes O  Person should be able to choose, if they tick a box. O Need to cite examples of what statements
J Should be option to have the results of an actionable .
“\ finding returned to the patient; ’
. X i
Why choose to re.celve O Patients feel there is a difference between research Q HIStlo!Ong/ molecular tests need to be clearly
research results which may * V’s clinical diagnostic, so anything non genetic related EXDIIIECE
affect future care Uncertain /J should be reported to patients e.g. high b/p, Q There should be an explanation of how

diabetes. Others felt if genetic — mandatory to report; ‘informed consent’ may be transferred to

X O Clear structures are needed to ensure it is done in an other institutions
appropriate way, cannot land a bombshell on a

How should results be

shared, what is the most x patient, cannot give this information without Q The main concerns for patients is data leakage

L appropriate method Uncertain \/J providing appropriate support; or insurance companies knowing patients’
history. It would be useful to provide
) Q' There should be a name/ contact point/ department information on legislation that is currently in
i i thati d beforehand; . )
S"‘O“'d the HSE build this x DR ALy place to protect patients’ rights.
into future healthcare Yes v’ O Timeframe is important when results are being
L planning and policies J returned to patients. This is relevant if samples go
elsewhere out of Ireland/ around the world.

darmah
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Table 8 — do you understand from this document what genetic research means? Do you

have any concerns?

@ Table consensus at a glance Comments & discussion points @ Some recommended changes

, N O Participants understand that genetic research is O Concern about the use of the word forever, i.e.
5 g dth . essential, simplifying the story leads to better genetic information being saved forever so
0 you understand the understanding . Giant jigsaw analogy used a few ; 0 oo -
T T v e J lig gy replace ‘forever ‘ with more appropriate
Yes ’ wording or explanation of what this means;
\. J O  Another analogy to explain is that genetics is like . )
p N chapters in a book , each sample is a chapter; O Include information about governance and
protection of genetic information;
Do you think it is well No v/ O  Use of positive language is important;
: : : O Remove the statement ‘but it is unlikely that
explained in this document? x ] . ]
Yes 0 Patients are concerned about where their d.etalls you yourself will benefit *. This is somewhat
. J may end up , reassurance needs to be provided that negative — this line can be replaced with the
their data is secure and used for the purpose it was g v I, ine ¢ . rep A WI, .
@ H lain it ) sought; societal benefits of patients participating in
owcan we. QXp, aini Graphic v research like this.
better, wording, images . O Open ended questions should be avoided as they
L etc? ) don’t provide assurance to patients; QO Histology, genetics, molecular tests —needs to
be explained better. Need to explain MIS --
O Patients expressed concern about genetic Roadr’;a T SR e e trs) sl e
( x\ information being used by insurance companies in P with pictur Xts cou
What are your main future, how this may impact their insurance; useful
X
concerns, if any, when % O Individuals at the table would like to know where General comment
O et x formation. and lsa she oee o biobanks i otner 15 all encompassing, other hospitals should
genetic research U . countris: ’ have access to patients genetic information &
U LR T ’ data. Should be able to give consent remotely/
shouldn’t have to be hospital specific consent’
darmah
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Table 9 — is the document easy to understand?

Table 1 discussed the same questions as this table. Views were consistent across the 2 tables. Like table 1 this table also believed

terms such as “forever” require editing.

@ Table consensus at a glance

Comments & discussion points

@ Some recommended changes

” x )
Is the level of information & h v
detail appropriate EQUE
\. x
” D
Do some sections need to No v/

be ‘re-worded’ %

\ J
” D
Any specific language that No ¥

should be changed x

\ J

4 A
Any omissions that might No v
improve the document x

\ J

” D
Is the image effective in x
describing the process Yes v/

\ J

darmah

O

The view was the document has a lot of information
but this is necessary. The document has to be
informative and there is probably little scope to
reduce the level of detail;

No additional information is required;
The graphics at the front is very effective;

The language in the Participant Information Leaflet
was considered simple and clear. The use of the
glossary was very helpful;

The Informed Consent Form is easy to follow;

Clause 4 within section 2 of the Participant
Information Leaflet [how data is collected, stored
and shared] should be restructured. The group
wasn’t clear as to how to restructure but felt it was
necessary as the detail is important;

The sections explaining why the Biobank needs to
collect data and what type of data is collected were
judged as being the most important aspects in this
group discussion;

The document does not cover scenario of on-going
developments in treatment and that patients may
need to provide new samples in the future as
research evolves.

Q

A suggestion was to add more colour, use more
graphics throughout the document;

Regarding the Informed Consent Form the
group suggested there be a well sign-posted
instruction on the form if patients want to
enquire or ask questions at a later date or even
want to withdraw consent in the future. This
was suggested despite there being a section on
the Consent Form titled “How to contact the
Biobank”;

It is important to provide an easy method for
patients to contact Biobank and not need to go
back to paper forms to check details. Need an
easy way for patients to engage and retrieve
contact details, etc.;

A table of contents at the front of the
Participant Information Leaflet would help
patients follow the sections more easily;

The explanation of how samples / tissues are
collected needs improvement;
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Appendix

The Biobank Participant Information Leaflet Working Group :

Suzanne Bracken, Niamh Clarke, Sarah Cooper, Ann Cullen, Blanaid Mee, Billy Mc Cann,

Verena Murphy, Mairead Murray, Jackie O’Leary, Lydia O’Sullivan, Sharon O’Toole, Ciara
Peters.

A
darmah
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