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Contains all the
information the
central lab
needs for
prosigna testing

OPTIMA TISSUE TRANSIT FORM

PLEASE READ THE INSTRUIC COMPLETIG THE TUMOUR BLOCK.

SITE DETAILS

‘ Caution: Far patients treated ot mare than

Referting hospizal: ‘ ane haspital, take core ta include all

rades and use of presurgical endecrine.

OPTIMA TISSUE TRANSIT FORM

COMPLETING THE TISSUE TRANSIT FOR

THBIS FORM MUST BE CON TOTHE OPTIM A TRIAL CENTRAL LABORATORY.

PLEASE CONSULT THE OPTIM A SITE SAMPLE COLLECTION SOP FOR MORE DETAILED INSTRUCTIONS.

Pathalegy hospital: ‘

infarmation about the number af invohed
(if different): ‘

therapy.

| contctsipnane| |

PARTICIPANT DETAILS

© of parti cansent | Thissects be confirmed | signed by aryane on your Site Delegation log.
and tumaur block donation - If full Written Consent is given priar to ssation. al lete bath
- If any Initial Remote Verbal Consent was given, please |eave the question on tumour black
daration blank, Complets thi full wri o d send the upssted

Tissue Transit farm 10 the OPTIMA Trial Office and HSL-AD.
DO NOT send any completed consent forms to WCTU or HSL-AD.

somnurser: | [ | | e [ [ [ ] ooeotsin ||} :

CONFIRMATION OF PARTICIPANT CONSENT
I eonfirm this patient has given informed consent to take part in the DPTIMA trial: Yes |:| No D

Has this patient agreed to donate the remainder of their sample for future research?®
e bk Wt cien o e s ot e e o et = e ve [ we [

Jsen | Joue

NUMBER OF TUMOURS BLOCKS SUBMITTED FOR THIS PARTICIPANT

(if mare than 1 block submitted)

Humber of tumaur blacks submitted (in total) from the LEFT breact:

Humber of tumaur blacks submitted (in total) fram the RIGHT breast: l:‘

PRESURGICAL ENDOCRINE THERAPY

ves [ wa [J 1f yes, please send a sample from the gore biopsy

- H]
Did this patient have pre-surgical endocrine therapy? 1f e, please sand a sample from the ma

TUMOUR BLOCK DETAILS

excision

Full histelagy number for this specime | |

Specific code letter/number of this block (e.g. 14): | |

Breast this block i frams e[| reHt [ ]

FE e w W v v Ty
Invasive tumour size (mm] of the lesion that this sampie was taken from: |:|:|:||:|

CONFRMATION OF NODAL STATUS
Dj Please coun bth macrame st and micrometastess

[LH T

Date of surgery | biopsy when this black was collected:

Number of involved rodes (For this breast] across all surgeries:

ROYAL MAIL TRACKING INFORMATION
Tracking code (. AA 1111 1111 184):

Number of blocks submitted Please pravide the rumber of blocks sent, nat just 3 "tick -

- If sending muitiple biocks, please completea separate form for each bisck.

apy, pis d i el

Presurgical Endocrine Therapy ~Far pats pr
from each sigrificant lesian].

- Far patients who have not had pre-surgical endocrine theragy, plezse send 2 sample from the
rmin encision fane fram each significant lesion).

Tumaur block details® This information is relating to the specific biock subrmittes (o HSL-AD)

‘The invasive tumour size” means the invasive size of the tumour from which the block taken.

Confirmation of nodal status® This shauld be the tatal number of invalved nodes in the relevant breast (macre- and micro-
metastases). Take care to include all information where treatment bas been split across hospitals.

This shauld information the form.

“Add the infc ian from the Rayal hail Special Delivery = ing purpa

Royal mail tracking information

Form completed by Each Tissue Transit form must be checked and signed by 2 trial investigatar or pathologat wha is a
mernber of the breast MOT and wha it delegated “Completion of Tissue Transit Form” as per your Site

Delegatian Lag.

Date and approximate time sample

Date-
despatched ate

FORM COMPLETED BY
e | | o (T T

Signature:

PTIMA Tise Trarsit Form = viersicn 9.0, 25 Apr 2021

*NB: any amendments to these sections must he confirmed (initial and dated) by somesne who is delegated to “Completion of
Tissue Transit Farm” as per your sites Delegation Log.

SENDING THE BLOCK TO HSL-Al

REMEMEER: prior to posting, email a copy of the completed Tissue Transit form(s) and copies of all ananymised pathalogy
reports to the OPTIMA trial office DPTIMA S warwick.ac.uk. WCTU need & copy of all reparts ta check the information before
allocation can oecur.
1. Enclose with this form all applicable pathslogy reports (include care biopsies, excision and axillary surgeries] with the
block.

2. Send the Tissue Transit form, partially anonymised pathalogy reparts and FFPE biack to the central labaratary in 3 pre-
paid Rayal Mail Special Delivery envelope provided.

ALL PATHOLOGY DFRIATELY REDACTED:

Please do not redart:
¥ Haspital Name | Hospital headed paper
¥ Histopatholagy number(s) - must be visible an at least 1 page of the repart
¥ Participant's date of birth — f the dote of Birth is redacted in errov, this can be bandwritten on tie report.

Al ather patient identifiable data (name, address NHS and haspital numbers etc) should be fully redacted befare the regort is sent ta the Trial
Office { HSL-AD.

Each page of the pathe!
Participant”

rtfs) should be labelled 5o that WCTU and HSL-AD can verify which participant the repart s} bekong ter

itials
Th be handwritten on to the repart
# Trial Mumiber (THO) } e mee

Each page shauld have at last 2 identifiers included [one of which must be the TNO or initials), to allow us to check the reports against the

carrect participant recards.

COPTIMA Tssen Trarui ferm - Yarsion 80, 26 Ar 111
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Contains guidance
on how to
complete the
Tissue Transit
form



Section 1:
Site details

and Patient Information

v

WARWICK

CLINICAL TRIALS UNIT

Contact name:

PLEASE READ THE INSTRUCTIONS OVERLEAF BEFORE COMPLETING THIS FORM AND SENDING THE TUMOUR BLOCK.

| confirm this patient has given informed consent to take part in the OPTIMA trial:

SITE DETAILS

Referring hospital: ‘ ‘ Caution: :far patients treaFed at more than
one hospital, take care to include all
information about the number of involved

Pathology hospital: nodes and use of presurgical endocrine

(if different): therapy.

‘ ‘ Contact telephone:

PARTICIPANT DETAILS

CONFIRMATION OF PARTICIPANT CONSENT

Initials: |:|:|:| Date of birth:
d 4

Has this patient agreed to donate the remainder of their sample for future research?*

*Leave blank if initial verbal consent has been received — please complete once full consent is received

Name:

‘ Sign: ‘




Section 1: Site details and Patient
Information

- Referring Hospital: Should be the Site where the patient was randomised

> Pathology Hospital: Only needs to be completed if the sample has been sent to HSL-AD from a
different Site (i.e. pathology dept. is in another hospital)

P Contact Name: This is the person we will contact if we need further guidance. Ordinarily, this
would be the Main Site Contact.

> Patient Details: These are critical for checking the paperwork is for the correct patient.

P Confirmation of consent: This section is confirmation that a consent form has been received
(either full written or initial verbal consent). It is not, itself, consent so does not need to be
signed by someone who is permitted to take consent for OPTIMA.

> Confirmation of consent: If the patient has given initial verbal consent, the second consent

statement can be left blank until full consent is received.



Section 1: Site details and Patient
Information

It is not unusual for the Main Site Contact to complete this section of the form before
passing over to Pathology to complete the rest of the information.

Changes to this section can be confirmed / corrected by anyone on your Sites Delegation
log and do not need to be countersigned by someone who has ‘completion of Tissue
Transit form’ delegated to them.

SITE DETAILS

Referring hospital: | r patients treated at more than

Pathology hospital: ‘
(if different):

Contact name: |

PARTICIPANT DETAILS

Trial Number: D:Ijj Initials:

CONFIRMATION OF PARTICIPANT

I confirm this patient has given. ake part il : Yes |:| No D
Has this patient agreed ti

i *
*Leave blank if initial verbal co: let ceive Yes |:| No D




Section 2:
Tumour Sample details

NUMBER OF TUMOURS BLOCKS SUBMITTED FOR THIS PARTICIPANT
Number of tumour blocks submitted (in total) from the LEFT breast: D
Number of tumour blocks submitted (in total) from the RIGHT breast: D
PRESURGICAL ENDOCRINE THERAPY

Did this patient have pre-surgical endocrine therapy? Yes I:‘ No I:I
TUMOUR BLOCK DETAILS

Form number: D of |:|

(if more than 1 block submitted)

If yes, please send a sample from the core biopsy

If no, please send a sample from the main excision

Full histolegy number for this specimen: ‘

Specific code/letter/number of this block (e.g. 1A): ‘

Breast this block is from: LEFT |:|

Date of surgery / biopsy when this block was collected: ‘ ‘

CONFIRMATION OF NODAL STATUS

d d m m m
Invasive tumour size (mm) of the lesion that this sample was taken from: Djjl:‘

Number of involved nodes (for this breast) across all surgeries: D] Please count both mac, is and mic

vy

WARWICK

CLINICAL TRIALS UNIT



Section 2: Tumour Sample details

To determine which samples should be sent to OPTIMA, you will need a pathologist or a Trial

Investigator to review the reports and confirm.

There is an SOP which can help Sites identify which samples to send: OPTIMA Site Sample Collection

SOP v8.0_2021-07-27

Section 6 of this document contains a flow chart.

If unsure, ask the WCTU team and we can advise.

6 Tumour Block Assessment and Selection Flowchart

Are all tumaurs ER pasithee with
>10% staining & HER2 negative?

T
YES

4

Daes the patient have invashee
tumaurs in bath breasts?

Iy p—

-

MAre canee

nade & turmaur s

ire eriteria

s i bath breast “elinically
ial e ntry hymh
and/ar

it cansideration of chemathe ray)?

N ———————*

Has the patient received pre-operative endacring therapy?

I
YES

|
HO

¥ ¥
Onlly send black]s] fram pre- Send Blackis] fram resectian
trestment core biapsy. Specimen.

Daas the patient have mare than ane clinically significant
tumaur in the eligible breast? |See section 3 far guidance]

I
YES

4

T
(]
¥

Send ablackf care fram gach
elinically significant tumaur.

Send one black core from




Section 2: Tumour Sample details

P Number of tumour blocks submitted for this patient: You should confirm the number of
samples sent, and complete the appropriate box depending on which breast the sample(s) are
from.

P Pre-surgical Endocrine therapy: This is a critical check. It enables us to ensure that the correct
sample is sent to the lab so if you don’t know, you need to find out.

P Tumour block details: The information within this section is used to confirm that the correct
block has been sent to HSL-AD, as well as checking eligibility.
— The invasive tumour size is also critical as this figure is used for the prosigna assay.

P Confirmation of Nodal Status: This should be the total number of involved nodes in the relevant

breast.
— The number of involved nodes is also critical as this figure is used for the prosigna assay.

W



Section 2: Tumour Sample details

Information required for eligibility checks / checking the sample is suitable:

NUMBER OF TUMOURS BLOCKS SUBMITTED FOR THIS PARTICIPANT

Number of tumour blocks submitted (in total) from the LEFT breast: Form number: of

{if more than 1 block submitted)

Number of tumour blocks submitted (in total) from the RIGHT breast:

—
BRESLIRGICAL FNNOCBINF THERAPY
. . . . . If yes, please send a sample from the core biopsy
Did th tient h - | end th ? Yes No I
I D o ey |:| I:I If no, please send a sample from the main excision

TUMOUR BLOCK DETAILS

Full histology number for this specimen:

Specific code/letter/number of this block (e.g. 1A):

Breast this block is from: LEFT D RIGHT D

Date of surgery / biopsy when this block was collected: - -

Invasive tumour size (mm) of the lesion that this sample was taken from:

CONFIRMATION OF NODAL STATUS

Number of involved nodes (for this breast) across all surgeries: Please count both macrometastasis and micrometastasis




Section 2: Tumour Sample details

Information required for the prosigna assay:

NUMBER OF TUMOURS BLOCKS SUBMITTED FOR THIS PARTICIPANT

Number of tumour blocks submitted (in total) from the LEFT breast: Form number: of

Number of tumour blocks submitted (in total) from the RIGHT breast: (if more than 1 block submitted)

PRESURGICAL ENDOCRINE THERAPY

Yes l:l No I:I If yes, please send a sample from the core biopsy

Did this patient h - ical endocrine th ?
! 15 patient have pre-surgical endocring therapy If no, please send a sample from the main excision

TUMOUR BLOCK DETAILS

Full histology number for this specimen:

Specific code/letter/number of this block (e.g. 1A):

Breast this block is from: LEFT |:| RIGHT D

Date of surgery / biopsy when this block was collected: _ _

Invasive tumour size (mm) of the lesion that this sample was taken from: .

CONFIRMATION OF NODAL STATUS

Number of involved nodes (for this breast) across all surgeries: Flease count both macrometastasis and micrometastasis I




Section 2: Tumour Sample details

It is not unusual for the Main Site Contact to complete some of this section of the form
before passing over to Pathology however these data items are critical for the outcome

of the prosigna test.

As long as an appropriately delegated individual checks and signs the form off, we are

happy.

Changes to this section may need to be
countersigned by someone who has
‘completion of Tissue Transit form’
delegated to them.

NUMBER OF TUMOURS BLOCKS SUBMITTED FOR THIS PARTICIPANT

H

Number of tumour blocks submitted (in total) from the LEFT breast:

Number of tumour blocks submitted (in total) from the RIGHT breast:

PRESURGICAL ENDOCRINE THERAPY

Did this patient have pre-surgical endocrine therapy? Yes [l s, please send a sample from the —"—MTE hm. S
no, please send a sample from the main excision
TUMOUR BLOCK DETAILS

Full histology number for this specimen:

Specific code/letter/number of this b : |

Breast this block is from:

Date of surgery / bio

Invasive tumour size (m

CONFIRMATION OF NO!

Number of involved nodes (fi

\VE
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Section 3: WARWICK

CLINICAL TRIALS UNIT

Sample tracking and Sign off

ROYAL MAIL TRACKING INFORMATION
Tracking code (e.g. AA 1111 1111 1AA): ‘ ‘ H ‘ ‘ ‘ H ‘ ‘ ‘ H ‘ ‘ ‘

Date and approximate time sample Date: Time:

despatched:

FORM COMPLETED BY

Name owe | | H | [ H [ [ ]
d d m m m Y y y y

Signature:




Section 3: Sample tracking and Sign off

P Royal Mail tracking information: All Tissue Transit Envelopes provided to Sites include Royal
Mail tracking information. It is good practice to include this information on the Tissue Transit
form as it allows us to track the package if it were to go missing.

P Form Completed by: Once the Tissue Transit form is complete, the whole form must be checked
and signed by a suitable trained individual.

@
A.K.A. a trial investigator or
pathologist who is a member of the
breast MDT and who is delegated

“Completion of Tissue Transit Form’
as per your Site Delegation Log.

)




Section 3: Sample tracking and Sign off

The whole Tissue Transit form must be signed off by a trial investigator or pathologist
who is a member of the breast MDT and who is delegated “Completion of Tissue
Transit Form” as per your Site Delegation Log.

If your Pl wants to delegate this task to someone else, they must confirm that the person
is suitably trained and competent to do so.

ROYAL MAIL TRACKING INFORMATION
Tracking code (e.g. AA 1111 1111 1AA):

Time:

Date and approximate time sample
despatched:

FORM COMPLETED BY

Name:

d d m m m y y y y

Signature:

\VE
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Completing the Tissue Transit form

Confirmation of participant
consent and tumour block
donation

This section can be confirmed / signed by anyone on your Site
Delegation log.

If full Written Consent is given prior to randomisation, please
complete both questions.

If only Initial Remote Verbal Consent was given, please leave the
question on tumour block donation blank. Complete this as soon as
full written consent is received and send the updated Tissue Transit
form to the OPTIMA Trial Office and HSL-AD.

DO NOT send any completed consent forms to WCTU or HSL-AD.

Number of blocks
submitted

Please provide the number of blocks sent, not just a “tick”.

If sending multiple blocks, please complete a separate form for each
block.

Presurgical Endocrine
Therapy

For patients who have had pre-surgical endocrine therapy, please
send a core biopsy sample (one from each significant lesion).

For patients who have not had pre-surgical endocrine therapy,
please send a sample from the main excision (one from each
significant lesion).




Completing the Tissue Transit form

Tumour block details* This information is relating to the specific block submitted to HSL-AD.

The ‘invasive tumour size’ means the invasive size of the tumour from
which the block taken.

Confirmation of nodal This should be the total number of involved nodes in the relevant breast
status* (macro- and micro- metastases). Take care to include all information
where treatment has been split across hospitals.

This should match the stratification information provided on the
randomisation form.

Royal maii tracking Add the information from the Royal viali Spectal Detivery envelope for
information tracking purposes.
Form completed by Each Tissue Transit form must be checked and signed by a trial

investigator or pathologist who is a member of the breast MDT and who
is delegated “Completion of Tissue Transit Form” as per your Site
Delegation Log.

*NB: any amendments to these sections must be confirmed (initial and dated) by
someone who is delegated to “Completion of Tissue Transit Form” as per your

sites Delegation Log.
\\/\/



Completing the Tissue Transit form
Section 2: Tumour Sample details

NUMBER OF TUMOURS BLOCKS SUBMITTED FOR THIS PARTICIPANT

Number of tumour blocks submitted (in total) from the LEFT breast: Form number: of

(if more than 1 block submitted)

Number of tumour blocks submitted (in total) from the RIGHT breast:

PRESURGICAL ENDOCRINE THERAPY

Yes l:l No I:I If yes, please send a sample from the core biopsy

A . . . . 5
Did this patient have pre-surgical endocrine therapy? 1f no, please send a sample from the main excision

TUMOUR BLOCK DETAILS

Full histology number for this specimen:

Specific code/letter/number of this block (e.g. 1A):

Breast this block is from: LEFT D RIGHT D

Date of surgery / biopsy when this block was collected: - -
d d m m m ¥ ¥ ¥ ¥
Invasive turmour size (mm) of the lesion that this sample was taken from:
CONFIRMATION OF NODAL STATUS
Number of involved nodes (for this breast) across all surgeries: Please count both macrometastasis and microme tastasis

*NB: any amendments to these sections must be confirmed (initial and dated) by
someone who is delegated to “Completion of Tissue Transit Form” as per your
sites Delegation Log.




Sending the block to HSL-AD

»  Prior to posting, email a copy of the completed Tissue Transit form(s) and copies of
all anonymised pathology reports to the OPTIMA trial office
OPTIMA@warwick.ac.uk.

»  WCTU need a copy of all reports to check the information before allocation can
occur.

1. Enclose with this form all applicable pathology reports (include core
biopsies, excision and axillary surgeries) with the block.

2. Send the Tissue Transit form, partially anonymised pathology reports
and FFPE block to the central laboratory in a pre-paid Royal Mail Special

Delivery envelope provided.

V\/


mailto:OPTIMA@warwick.ac.uk

Sending the block to HSL-AD

Redacting the reports
P Please do not redact:
v" Hospital Name / Hospital headed paper
v' Histopathology number(s) — must be visible on at least 1 page of the report

v' Participant’s date of birth — If the date of birth is redacted in error, this can be handwritten
on the report.

» All other patient identifiable data (name, address NHS and hospital numbers etc)
should be fully redacted before the report is sent to the Trial Office / HSL-AD.

» Each page of the pathology report(s) should be labelled so that WCTU and HSL-AD
can verify which participant the report(s) belong to:
v’ Participant’s initials

These can be handwritten on to the report
v" Trial Number (TNO)

» Each page should have at least 2 identifiers included (one of which must be the TNO
or initials), to allow us to check the reports against the correct participant records.

V\/



General CRF completion: WARWICK

CLINICAL TRIALS UNIT

* All amendments should be crossed out with a single line and initialled
and dated.

* Any amendments to the Tissue Transit form must be initialled and dated
by an appropriate staff member, as per your Site Delegation log.

Good Clinical Practice




v

Most common queries: WARWICK

CLINICAL TRIALS UNIT

 We need copies of all pathology reports.
* We need the invasive tumour size (not whole tumour size).

* For patients who have had pre-surgical endocrine therapy, you must send
us a pre-treatment core biopsy.

* Insufficient samples sent...
* only one sample when we need more
* Core bx when we need an excision specimen
* Not enough tumour tissue in the block
* Samples from lymph nodes



OPTIMA team contacts

Prof. Rob Stein

OPTIMA Chief Investigator
Email: r.stein@ucl.ac.uk

Carmel Conefrey

OPTIMA Qualitative Researcher
Tel: 0117 9287296
Email: carmel.conefrey@bristol.ac.uk

WCTU Team
Tel: 02476 151 057

Email: optima@warwick.ac.uk

optimabreaststudy.com



mailto:carmel.conefrey@bristol.ac.uk
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