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PreVent-ACaLLl instruction
Enrollment procedure TMF/ISF section 19

This instruction lists the procedures and time frames for enrollment of patients for the PreVent-ACaLL study (incl.
pre-screening). It is important to abide by these time points to assure that patients won’t fail enroliment due to
long time between CLL diagnosis and possible enroliment.

Reporting of pre-screening data, running of CLL-TIM algorithm, potential enrollment (for high risk, high confidence)
incl. screening visit must be done as quick as possible.
1. Patientis diagnosed with CLL

2. Patient sign pre-screening informed consent

3. All available/needed pre-screening tests and data are reported in REDCap eCRF “PreVent-ACalLL — pre-
screening”. Time frame: Maximum one month for entering of all pre-screening data from CLL diagnosis.

4. CLL-TIM algorithm is run in REDCap,
5. Data is verified by sponsor within 24 hours

6. If the pre-screening result is high risk, high confidence, contact the patient as soon as possible to plan a visit
for information about the randomized part of the project in written and orally by the principal investigator or
sub-investigator.

7. If the pre-screening result is one of the below-mentioned, the participant must be created in the low-risk
category in the REDCap project “PreVent-ACalL — pre-screening”:

e Low risk, low confidence
e Low risk, high confidence
e High risk, low confidence

8. Minimum 24 hours and maximum one week after information visit, the patient must be contacted by either
principal investigator, sub-investigator or project nurse to clarify any remaining questions from the patient and
to plan whether the patient agrees to be enrolled in the study.

a. If the patient agrees to be enrolled, date for screening/baseline visit must be arranged as soon as possible.
The screening/baseline visit must be planned minimum one week ahead since central labs need to be
informed and plan for sample management.

Please assure that CT scan and bone marrow as well as the other screening tests are performed (please see
Schedule of Assessments).

OBS maximum 42-day screening period (from informed consent to randomization), randomization no later
than 1 year after diagnosis of CLL, start of treatment/observation no later than 14 days after randomization
(see Initiation Flowchart on next page).

Sponsor will ship needed study kit(s) to your site when a patient is pre-screened as high/high.

b. If the patient is not being enrolled into the study, please complete the eCRF “CLL-TIM assessment”
including giving the reason for why the patient is not being enrolled.

Thank you!

PreVent-ACaLL - Pre-screening and enrollment_2022MAR20 Version 1.0 Page 1 af 2



Rigshospitalet

PreVent-ACall instruction

TMF/ISF section 19

Enrollment procedure

WLIE UOneAIaSqQO LUJE JuaLluleal]
(28e Suueaqgp)iya u1 uswopn) A tusunesn
L nis Jo uels
shep T — 1591 AoueuBaug . mwoum_h < h.mhvﬁh
:o_u.mammnoﬁcw_tumwhu >ﬂ:um _._O_HWH_ _r_r_o—nu_x_mw_ _—

10 LIE]S 0} UDNEZILIOPUE WO

21q13112 10N

m)m_u w — (uoneziwopues asojaq pajoa)|od aq o} spaau elep Fuluaaus ||y)
ELI2]1ID2 UOISN|IX2 PUE -ul UQ paseq m_,___r_mm:um

Suiuuni st Apnis ay: Suoj _UO_._QQ

LonEILOpUE 0151 WOl (21) ussuo) pawniogu) Se Blep 21ed-Jo-pIepuels 193j0) uoneniuj

(@0uapyuod moj pue ysu ySIH
10 33U3pLUod YSiY/MO| pue ysu1 moT)
syuaned ysu-mo

Jeah T — (@ouapyuod-ysy pue ysu-ysiy)
squaned ysu-ydiy

wyiuoge N1L-T1D y8noiyy
dedg3y u1 usads-aid

Juasuod pauwlojui-aid
elA sjuaied Jo Juawjolul

sisoudeiq 110

UDIEZIWOPUEI 0} SIS0UBeIP 710 Woi4

Page 2 af 2

Version 1.0

PreVent-ACaLL - Pre-screening and enrollment_ 2022MAR20



