Bellberry Applications

BAF1.1.7
Public HREC Application Review Flowchart
4 N\
Register with eProtocol (see BA G2
eProtocol Registration Guidance).
Log on to eProtocgl once registered.
. J
Is the study you are submitting a
) single-site or multi-centre application?

Single-centre study| % | Multi-centre study
(Prepare eProtocol application. Attach all\ - N
study-related documents to page 7 (see Prepare an eProtocol application (see
BA F1.1.1 Submission Requirements BA F1.1.1 Submission Requirements

S Checklist) ) L Checklist for more information).
: I
/ Ensure the PICF pathway chosen fom e 2\
this study is recorded on page 1 of the Ensure the study sites page lists each
application. True single centre studies site for which your Pl listed on the
are encouraged to follow option 1 (see L application will be responsible.
BA F1.1.17 PICF Submission
Pathways). However, if there is potential
that the project will become mullti- e N\
centre, you are encouraged to choose Ensure on page 1 of the application,
option 2 or 3. / 'ves' is selected for the question: 'Is this
‘ L a multi-centre application?’
/Site PICF documents are to be provided\
in accordance with the nominated option -
and must include aS.a minimum: the Ensure on page 1 of the app]ication,
document name, version and date (see the PICF pathway chosen for this study
BA G12 Version Control & Document is recorded (see BA F1.1.17 PICF
\_ Naming Conventions). ) L Submission Pathways). )
v
(Provide the HREC Indemnity via post or\
a verifiable online service (e.g., Ensure on -
i page 6 of the application,
DocuS|gn).. See BA G15 Insurance & who will be responsible for
Indemnity Cf%wdanpe for further disseminating study documents is
. information. J clearly stated.
¥ . J
N
Where option 1 has been selected and
an additional site joins the project at a
later date, the site will be required to
\transmon to PICF pathway option 2 or 3.) ) Multi-centre: Multi-centre:
T T T s e ~ Lead site. Additional site.
. \ i
4 A
| Note: The lead site is the site that submits ‘I
the initial application in a multi-centre study. .. _ _ _y _ _ _ . _._._Y._._._.
This site takes responsibility for responding ;i | v !
to the comments of the HREC. It is a i1 Move to page 2. ! | Move to page 3. !
HE 1 - 1

decision for the sites and sponsor to : PN N, .
determine whether the lead site continues
to take responsibility for ongoing i
submissions (e.g., generic amendments |
and reports) on behalf of the additional sites
(BA G1 Submission Requirements & 1
1

Responsibilities).
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BAF1.1.7
Public HREC Application Review Flowchart

[ Multi-centre: lead site. ]

v

All core study-related documentation must be
attached to page 7 of your application for ethical
review. This includes: protocol, investigator brochure
(if required), documents applicable to all sites (see BA
F1.1.1 Submission Requirements Checklist).

v

The lead site is required to declare on page 1 of the
application which PICF pathway (option 2 or 3) this
study will be following (see BAF1.1.17 PICF
Submission Pathways). Please provide the relevant
PICF document(s) according to your chosen option.
All PICF documents must include as a minimum: the
document name, version and date (see BA G12
\Version Control & Document Naming Conventions)/

/ Attach any other documentation requiring HREC \
review. This includes (if required):
Principal Investigator CV (see BA G8 CVs &
Investigator Qualifications);
advertising (see BA G9 Advertising Guidance);
radiation safety report (see BA G13 lonising Radiation
Guiance), etc. Please note this list is not exhaustive
(refer to BA F1.1.1 Submission Requirements
K Checklist for additional information). /

Provide one HREC Indemnity via post or a verifiable
online service (e.g. DocuSign) that lists all sites that
will apply to Bellberry prior to the HREC's initial review
and decision. Additional sites submitting after lead site
approval, will be responsible for submitting their own
HREC Indemnity. See BA G15 Insurance & Indemnity
Guidance for further information.

- /
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BAF1.1.7

HREC Application Review Flowchart

Option 2

[ Multi-centre: additional site. ]

N

The lead site will have nominated a PICF pathway.
Additional sites must align to the lead's selected
option. Please provide the relevant PICF document(s)
according to the chosen option. (see BA F1.1.17 PICF
_ Submission Pathways).

-

(The lead and all additional sites provide the HREC wi%
a document outlining their site-specific PICF clauses
(see BAF1.1.12 Site-Specific Clauses Template). All

PICF documents must include the document name,
version and date as a minimum (see BA G12 Version
\_ Control & Document Naming Conventions). )

The lead is responsible for updating the master PICF\
with all relevant site-specificinclusions and must

Option 3

include at a minimum: the document name, version and
date (see BA G12 Version Control & Document Naming
Conventions). |

4
Attach any other documentation requiring HREC
review. This includes (if required): Principal

Investigator CV; advertising, radiation safety report.
Please note this list is not exhaustive.

N /
!

s N
Provide the HREC Indemnity via post or a verifiable
online service (e.g. DocuSign).

Note: Already approved sites do not need !
to update their site-specific PICFs as
» changes to the master are only relevant
i to the neWly commencing site (as
i outlined within BA F1.1.17 PICF
i Submission Pathways)

N — -

’. ''''''''''''''''''''''''''''''''''' .\.
1 Note: Additional sites do not need to upload'!
> core study documentation for HREC review'!
1 (e.g., protocol, investigator brochure, etc.) . !
'\ 1

U -

. J
Sites submitting to Sites submitting to Bb
Bb prior to lead following lead

approval \ ! approval
Ensure the lead site has Provide a HREC
provided a HREC Indemnity for your

Indemnity that includes individual site (see BA
your site. G15 Insurance &

Indemnity Guidance).

i—’_l

On approval, Bellberry administration will upload all
previous approval letters to page 7 of your application.
The site is responsible for checking approval letters to

confirm study documents are current and approved. Any
anomalies must be submitted by way of an amendment
(post-approval). (See MAR G1 Amendment Guidance)
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General application flow

( N\
Register with eProtocol

|\ J

( )
Prepare documentation.

|\ J

( N\

Log on to eProtocol
|\ J
( N\

Complete application form.

Principal Investigator (PI) submits
application via eProtocol.

All documentation is checked for
completeness by Bellberry staff.

Documents returned to PI until
submission criteria is met.
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