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Randaomization and-Enrolment

Randomization is the process whereby a
participant is assigned to a treatment arm for

the study

Register: schedule a participant in randomization
calendar for enrollment visit (Day 0)

Request randomization to block enroliment date

Receilve randomization confirmation from
SCHARP

Some protocols may not require randomization
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Participant Randomization -IpS

A Select the enroliment date when you feel
confident that the participant meets all
eligibility criteria

A Do not use randomization calendar to hold

slots for participants who have not been
adequately screened

A Though pregnancy testing must be
performed on Day O prior to receiving first
vaccination T you can register a female
participant if all other eligibility criteria are
met. Randomize only if pregnancy test is
negative
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Randomization Procedures

Hormne Pub

Protocols - HYTN 072

Click the plus signs # to expand menu. y 5 v ¥
HIV VACCINE
TR AL S NETWORK

# Protocol Documents and Communications

-l Study Materials
= Current Study Materials
+ Case Report Forms (CRFs)
=l Study Specific Procedures Manual

Welcome HVTN Members

Documant Titla: larsion: |Daba: Languagea:
Study Specific 1 11-1ul-07 |Enalish Jirector
Procedures - i BN
‘ Randormization 1 11-Jul-07
Contacts 1 11-1ul-07 |Enali {57 £
+ Schedule of Forms VTN Groups
+ visit Checklist
+ Frequently Asked Questions (FAQs) JP [ SOF ANCILLARY STUDIES
+ in

Laboratory Procedures

+ Eligibility Criteria

Medical History Template

Table for Grading Severity of 8ES Srer
HYTH Manual of Operations Reports: > Click here

+ archived Study Materials

+ Training

OCTAVE Project
The OCTAVE Project prov
il training on HIV vaccines.
OCTAVE, please use your
Institution Code. If you
your Institution Code, go

+ Reports

+ metwork Communications (Cross-protocol)




Randomization Procedures
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Requesting, Randomization

(Points'te remember, | - )

A Phase | trials,

I Do NOT request randomization on the
enrollment day as unexpected technical or
operation problems could delay the
enrollment visit.

I Time between randomization request and
enroliment date should not exceed 4
working days.

/&Exception: randomization can be requested
up to 6 working days in advance under
unusual circumstances (e.g. holidays and
vacations)
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Randamization

(Points'te remember, | - )

HVTN 505

I Time between reserving enrollment and
enrollment date should not exceed 4 days

I If the participant can not be enrolled in 4
days, he is not eligible for enrollment into
HVTN 505.

I Participant must be randomized on the
same day as enrollment

I The participant can not be randomized
again.
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Coming Soon

A Randomization notices for all HVTN
vaccine studies will be posted on
Atlas

A Pharmacist notices as a back-up

A For a limited time following
randomization, e.g. one week
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