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Reference Materials

0 MTN-017 Protocol, Version 1.0, Section 6
0 MTN-017 SSP, Section 7
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Study Randomization

0 Participants will receive three different
study regimens:

m Daily oral Truvada® (emtricitabine
200mg/tenofovir disoproxil fumarate 300mg)
tablets

m Daily rectal tenofovir RG 1% gel
m RAl-associated rectal tenofovir RG 1% gel



Study Randomization

0 The order in which participants use the
three different study regimens can occur
In six different sequences.

0 Participants are randomized 1:1:1:1:1:1to
one of the six sequences (1-6)



Study Product Sequences and Regimens

_Perio;:i 1

Sequence Washout Period 2 Washout Period 3 Follow-up
(8 weeks) (~1 week) (8 weeks) (~1 week) (8 weeks) (~1 Week)

1 Oral Rectal Rectal

(Daily FTC/TDF) (Daily TFV RG 1% (RAl-associated TFV RG

gel) 1% gel)

2 Rectal Oral Rectal

(RAl-associated (Daily FTC/TDF) (Daily TFV RG 1% gel)

TFV RG 1% gel)
3 Rectal Rectal Oral

(Daily TFV RG 1% (RAl-associated TFV (Daily FTC/TDF)
gel) RG 1% gel)
4 Rectal Oral Rectal
(Daily TFV RG 1% (Daily FTC/TDF) (RAl-associated TFV RG
gel) 1% gel)

5 Oral Rectal Rectal

(Daily FTC/TDF) (RAl-associated TFV (Daily TFV RG 1% gel)

RG 1% gel)

6 Rectal Rectal Oral

(RAl-associated (Daily TFV RG 1% (Daily FTC/TDF)

TFV RG 1% gel) gel)
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Study Randomization

0 SCHARP will ship the randomization
envelopes to each site

0 Study regimen sequence 1-6 will be
randomly assigned to 48 envelope
numbers per site

0 Envelopes will be numbered sequentially

0 Envelopes will be stored and used in the
study clinic



Randomization Envelope

0 The randomization envelopes at each site will
be filed sequentially and should be assigned
and opened In that order

0 The randomization envelope contains an MTN-
017 participant randomization document and Is
assigned at ENROLLMENT

0 Once an envelope is opened, clinic staff should
record the assignment on the site’s MTN-017/
Clinic Randomization Envelope Tracking
Record




MTN 017 Clinic Randomization Envelope Tracking Record Page 1

CRS Name: <pre-printed> DAIDS Site ID: | <pre-printed>
CRS n
Location: <pre-printed>

Instructions: Complete one row each time a clinic randomization envelope is assigned to an MTN-017
study participant. All entries must be made in blue or black ink. Corrections may be made by drawing a
line through incorrect entries, entering correct information, and initialing and dating the correction.

Clinic Time Assigned
Randomization E""F‘,’:I’_t’l’glp‘:::?;e#d go [;gg’_a:;:,lg"e)d (hh:mm) Clinic Staff Initials
Envelope # P Y. (24-hour clock)
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Photocopying is not authorized



Participant Randomization Document

0 This document assigns the participant to a
specific study regimen sequence (1-6)

0 Indicates the study regimen by periods 1-3

0 Top original to pharmacy (white)

0 Bottom copy (yellow) in participant binder




MTN-017 RANDOMIZATION

Instructions: All entries must be made in dark ink. Press firmly when completing this form. Corrections may be made by
drawing a single line through incorrect entries, recording correct information, and initialing and dating the correction.

Site Name: [Pre-print] DAIDS Site ID: [Pre-print]

Site Location: [Pre-print] Eg:ggrg;zz:tlon [Pre-print]

Study Regimen [Pre- Study . Study - Study .
Sequence: print] Period 1: | [Pre-print] Period 2: | LPre-print] Period 3: | [Pre-print]
Participant ID: | | | |—‘ ‘ | ‘ ‘ |—| |

Did the participant provide written informed consent ves no

for enrollment into MTIN-017 7 e |:| |:| Clinic Staff Initials:

Clinic Staff Instruction: Complete all items in this box. After initialing and dating, deliver white original (labeled
“Pharmacy”) to pharmacy. File yellow copy (labeled “Clinic”) in participant’'s study notebook.

Clinic Staff Initials: Date envelope opened: ‘ ‘ |_| | | |_| ‘ ‘




e
MTN-017 Prescriptions

0 Prescriptions are sent by the MTN
pharmacist to the clinic.

0 Prescriptions remain in the clinic.

0 At the time of randomization/enrollment
(Initiate Period 1) and at Initiate Periods 2 &
3, clinic staff will select and complete the
approprlate study prescription to match the
participant’s assigned study regimen.
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MTN-017 Prescriptions

Three prescriptions:

m Emtricitabine 200mg/tenofovir
disoproxil fumarate 300mg (FTC/TDF):
daily oral use

m Tenofovir reduced glycerin 1% gel:
daily rectal use

m Tenofovir reduced glycerin 1% gel:
RAIl-assoclated rectal use



MTMN-01
EMTRICITABINE 200mg/ TENOFOWIR

T
DISOPROXIL FUMARTE 300mg

(FTC/TDF): DAILY ORAL USE

Instructions: All entres must e made in blue or black ink. Press firmily when completing this form. Comections may be
made by drawing a line through incorrect entries, recording cormact information, amnd initialing and dating the correction.

Site Name:

DAIDS Site 1D:

Randomizatiomn
Envelope #:

Participantio: | | | |- | [ [ |

Study Regimen Sequence: (check one)

1 — Oral; Daily Rectal; RAl Rectal
2 — RAl Rectal, Oral;, Daily Rectal
3 — Daily Rectal, Al Rectal, Oral
4 — Daily Rectal, Oral; Ral Rectal

5 — Oral; RAI Rectal; Daily Rectal

oogoon

6 — RAal Rectal; Daily Rectal; Oral

Study Period: (check one)

] study Period 1
] study Period 2
1 study Period 3

Truvada (FTC/TDF) Oral Tablets

Sig: Take one (1) tablet by mouth once daily as directed.

Quantity: Sufficient to last until the next study visit (as reguested by designated clinic staff).

refilled as needed for the duration of participation in the study.

Authorized Prescriber Name (ofease print):

Authorized Prescriber Signature:

pate: || || [ o N
dd NANANA ¥¥

May be

Clinic Staff Instruction: Once prescription is completed, deliver white original (labeled “FPhamacy™)
o pharmacy. File yvellow copy (labeled “Clinic™) in participant’'s study notebook.

Pharmacy: Dispense one (1) bottle (320 tablets/bottle) FTC/TDF tablets.

Pharmacy




MTHN-017
TENOFOVIR REDUCED GLYCERIN 1% GEL: DAILY RECTAL USE

Instructions: All entries must be made in blue or black ink. Press firmly when completing this fornm. Corrections may be
made by drawing a line through incormrect entnes, recording comect information, and initialing and dating the correction.

Site Name:

DAIDS Site ID:

Randomization
Envelope #:

Participant ID: | | | |_| | | | |

Study Regimen Sequence: (check one)

1 — Oral; Daily Rectal, RAlI Rectal
2 — RAIl Rectal; Oral; Daily Rectal
3 — Draily Rectal; RAl Rectal; Oral
4 — Daily Rectal, Oral, RAl Rectal

5 — Oral; RAI Rectal; Daily Rectal

0ooood

6 — RAIl Rectal; Daily Rectal; Oral

Study Period: (check one)

1] Study Period 1
] Study Period 2
[ 1] study Period 3

Tenofovir Reduced Glycerin 1% Gel

Sig: Insert entire contents of one (1) applicator into rectum once daily as directed.

Quantity: Sufficient to last until the next study visit (as requested by designated clinic staff).

refilled as needed for the duration of participation in the study.

Authorized Prescriber Name (please print):

Authorized Prescriber Signature:

pate: || |- [ [ [-[ [ |
dd NARAA vy

May be

Clinic Staff Instruction: Once prescription is completed, deliver white original (labeled “Pharmacy™)
to pharmacy. File yvellow copy (labeled “Clinic™) in participant's study notebook.

Pharmacy: Dispense 30 pre-filed TFWV RG 1% gel applicators.

Pharmacy




MTHN-017
TENOFOWVIR REDUCED GLYCERIN 1% GEL: RAI-ASSOCIATED RECTAL USE

Instructions: All entries must be made in blue or black ink. Press firmly when completing this form. Corrections may be
made by drawing a line through incorrect entnes, recording correct information, and initialing and dating the correction.

Site Name:

Randomization

DAIDS Site ID: Envelope #:

Participantio: [ | | [-[ [ [ [ [ [-[ |

Study Regimen Sequence: (check one) Study Period: (check one)
1 1 — Oral; Daily Rectal, RAIl Rectal 1 Study Perniod 1
|:| 2 — RAIl Rectal; Oral; Daily Rectal 1 Study Period 2
[ 1 3 — Daily Rectal; RAI Rectal; Oral [1 Study Period 3
|:| 4 — Daily Rectal; Oral; RAIl Rectal
1] 5 — Oral; RAI Rectal; Daily Rectal
[1 & — RAI Rectal; Daily Rectal; Oral

Tenofovir Reduced Glycerin 1% Gel

Sig: Insert entire contents of one (1) applicator into rectunm as directed.

Quantity: Sufficient to last until the next study visit (as requested by designated clinic staff). May be
refilled as needed for the duration of participation in the study.

Authorized Prescriber Name (please print):

Authorized Prescriber Signature:

pate: | | |-[ [ | |J-[ [ |
ad AT vy

Clinic Staff Instruction: Once prescription is completed, deliver white original (labeled “Pharmacy™)
to pharmacy. File yellow copy (labeled “Clinic™) in participant's study notebook.

Pharmacy: Dispense 30 pre-filled TFW RG 19 gel applicators.

Pharmacy
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Prescription Form Completion

0 Double check the accuracy of all entries

0 Errors may be corrected in blue or black ink by
putting a line through and initialing

0 Retain the yellow copy for the participant study
notebook in the clinic

0 Deliver white copy to pharmacy
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MTN-017 Prescriptions

0 The PoR or back-up pharmacist will review the
prescription.

o If an error is noted, the white and yellow copies
must be individually corrected with identical
iInformation on both copies.

0 If no problems are noted, the pharmacist will
dispense the product.
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How Is Study Product Supplied —

TFV RG 1% Gel Applicators

0 Each applicator is a pre-filled single dose and
iIndividually wrapped (overwrap).

0 One prefilled applicator contain approximately 4
mL of tenofovir reduced glycerin 1% gel

0 One plastic bag contains 30 applicators

0 Store at room temperature, 20-25C (68-77F)

0 Temperature excursion between 15-30C
(59-86F) are permitted
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How Is Study Product Supplied —

Truvada Tablets

0 One bottle of tablets contains 30 tablets

0 Product Is dispensed in the original
container

0 One Truvada tablet contains 200mg of
emtricitabine and 300mg of tenofovir
disoproxil fumarate
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How Is Study Product Supplied —

Truvada Tablets

0 The product expires 30 days after the seal
IS opened

0 The bottle contains a small plastic
desiccant which should not be removed
(advise participants)

0 Store at room temperature, 20-25° C (68-
77 F)

0 Temperature excursion between 15-
30° C (59-86 ° F) are permitted



s
Study Product Labels

0 All products have labels in English,
Spanish, and Thal.

0 Each applicator and bottle of tablets will
have an additional label added by the
pharmacist prior to dispensing.

m The additional label will include the PTID and
date dispensed.

0 There will be a label on the outside of the
bag of applicators.




MTN-017 TFV RG 1% Gel Label
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MTH-017
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MTN-017 TFV RG 1%

el Bag Label
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Contenide: treinta {30) aplicadores prellenados con
reduccién de glicerina en gel de tenofovir 1%.
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MTN-017

Contents: Thirty (30} Prefiled applicators of Tenofowir
Reduced Glycerin 13 Gel.

@ LotNo. @ Exp.

For RECTAL use only. Use as directed.
Keap out of reach of childran.
Store at 20°-25° C (B8°-T7" F), excursions permitted
15°-30° C (59°-86° F).
Caution: New Drug. Limited by United States law to
Investigational use.
Manufactured by DPT Laboratories, Lid.,
San Antonio, TX 78215 USA

(3)
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MTN-017 Truvada® Label
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Additional Label from Pharmacy

0 PoR or back-up pharmacist will place an
additional label on the study product on
the day of dispensation

PTID:

Date Disp:
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Chain Of Custody

0 The study product must be tracked with
documentation, from the pharmacy to the
participant and all steps in between.

0 Study product may be prepared by the
pharmacist based on either original documents
or faxed copies, but will not be dispensed until
the original prescription is received.
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Chain Of Custody

0 Upon receipt of a completed and signed
prescription, the PoR will prepare one bottle of
Truvada tablets (30 tablets) or a bag containing 30
prefilled TFV RG 1% gel applicators.

0 Study Product is dispensed by pharmacy staff to:

m  Clinic staff who will then provide the study product to the
participant

m Directly to the participant
m  Courier/runner who delivers product to the clinic staff

m  Depends on pharmacy site specific study product Chain
of Custody SOP

m Documented on Record of Receipt




MTN-017¥ RECORD OF RECEIPT OF SITE-SPECIFIC STUDY TAELETS

DAIDS Site ID:

CRS MName:

Product Lot:

PHARMACY STAFF

CLINIC STAFF/COURIER/RUNNER/PARTICIPANT

Date and Date and
. Time Time Clinic
Dispensed PTID Number of RPh PTID Received by Staff/ Comments
by Tablets Initials (Werify PTID) Clinic Staff Courier/
FPharmacy Dispensed dd-mm-yy Runner/
d:jh‘r';"nrﬁl”r;-;"-"' by Pharmacy (hhzmm) Ppt Initials
P 24 hr clock
24 hr clock




MTN-017 RECORD OF RECEIPT OF SITE-SPECIFIC STUDY GEL

DAIDS Site ID:

CRS Mame:

Product Lot:

PHARMACY STAFF

CLINIC STAFF/ICOURIER/RUNNER/PARTICIPANT

Date Date and
Dispensed Time Clinic
by PTID Number of RPh PTID Received by Staff/ Comments
Pharmacy - Initials {(Verifty PTID) Clinic Staff Courier/
admmy ahplcators dmmyy | Runner
{hhzmm) b F'E (hh:mnn) Ppt Initials
24 hr clock y Fharmacy

24 hr clock
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Chain of Custody

Clinic Staff Responsibilities

0 Control access to the study product In
their custody.

0 Clinic staff must document delivery of the
study product to designated participants
In the participants’ study charts (chart
notes, visit checklists, or on other source
documents designated for this purpose by
clinic staff).




e
Chain of Custody

Clinic Staff Responsibilities

If study product dispensed for a
participant is not delivered to the
participant, clinic staff must
document this in the participant's
study chart and return remaining
product to the pharmacy.
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Other Items Supplied to Clinic

These additional study supplies were sent to each site
m Let the us know if/when additional items are needed

o0 Male Condoms
0 Empty Applicators

0 Lubricant
m 4 mL packets for applicator insertion
m 4 0z tubes for clinic procedures
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Contact Information

o If you have any guestions, please do not
hesitate to contact us at:

Cindy Jacobson Lindsay Kramzer
(412) 641-8913 (412) 641-3865
cjacobson@upmec.edu fergusonim@upmc.edu
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