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Presentation Overview 

 Randomization 
 Prescriptions  
 Study Product Supply and Labels 
 Chain of Custody 
 Additional Supplies 



Reference Materials 

 MTN-017 Protocol, Version 1.0, Section 6 
 MTN-017 SSP, Section 7 



Study Randomization 

 Participants will receive three different 
study regimens: 
 Daily oral Truvada® (emtricitabine 

200mg/tenofovir disoproxil fumarate 300mg) 
tablets 

 Daily rectal tenofovir RG 1% gel 
 RAI-associated rectal tenofovir RG 1% gel 

 
 



Study Randomization 

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

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



Study Product Sequences and Regimens 



Study Randomization 

 SCHARP will ship the randomization 
envelopes to each site 

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

 Envelopes will be numbered sequentially 
 Envelopes will be stored and used in the 

study clinic 
 



Randomization Envelope 
 The randomization envelopes at each site will 

be filed sequentially and should be assigned 
and opened in that order 

 The randomization envelope contains an MTN-
017 participant randomization document and is 
assigned at ENROLLMENT 

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





Participant Randomization Document 

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

 Indicates the study regimen by periods 1-3 
 Top original to pharmacy (white)  
 Bottom copy (yellow) in participant binder 

 
 

 



 



MTN-017 Prescriptions 
 Prescriptions are sent by the MTN 

pharmacist to the clinic. 
 
 Prescriptions remain in the clinic. 
 
 At the time of randomization/enrollment 

(Initiate Period 1) and at Initiate Periods 2 & 
3, clinic staff will select and complete the 
appropriate study prescription to match the 
participant’s assigned study regimen. 



MTN-017 Prescriptions 
 Three prescriptions: 
 
 Emtricitabine 200mg/tenofovir 

disoproxil fumarate 300mg (FTC/TDF): 
daily oral use 

 
 Tenofovir reduced glycerin 1% gel: 

daily rectal use 
 
 Tenofovir reduced glycerin 1% gel: 

RAI-associated rectal use 



 



 



 



Prescription Form Completion 

 Double check the accuracy of all entries 
 Errors may be corrected in blue or black ink by 

putting a line through and initialing 
 Retain the yellow copy for the participant study 

notebook in the clinic 
 Deliver white copy to pharmacy 
 



MTN-017 Prescriptions 

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

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

 If no problems are noted, the pharmacist will 
dispense the product. 



How is Study Product Supplied –  
TFV RG 1% Gel Applicators 

 Each applicator is a pre-filled single dose and 
individually wrapped (overwrap). 

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

 One plastic bag contains 30 applicators 
 Store at room temperature, 20-25C (68-77F) 
 Temperature excursion between 15-30C  
     (59-86F) are permitted 
 



How is Study Product Supplied – 
Truvada Tablets 

 One bottle of tablets contains 30 tablets 
 Product is dispensed in the original 

container 
 One Truvada tablet contains 200mg of 

emtricitabine and 300mg of tenofovir 
disoproxil fumarate 

 
 

 



How is Study Product Supplied – 
Truvada Tablets 
 The product expires 30 days after the seal 

is opened 
 The bottle contains a small plastic 

desiccant which should not be removed 
(advise participants) 

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

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



Study Product Labels 
 All products have labels in English, 

Spanish, and Thai. 
 Each applicator and bottle of tablets will 

have an additional label added by the 
pharmacist prior to dispensing. 
 The additional label will include the PTID and 

date dispensed. 
 There will be a label on the outside of the 

bag of applicators. 
 



MTN-017 TFV RG 1% Gel Label 



MTN-017 TFV RG 1% Gel Bag Label 



MTN-017 Truvada® Label 



Additional Label from Pharmacy 

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

PTID: ____________ 

Date Disp: _________ 



Chain Of Custody 
 The study product must be tracked with 

documentation, from the pharmacy to the 
participant and all steps in between.  

 
 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. 



Chain Of Custody 
 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. 

 Study Product is dispensed by pharmacy staff to: 
 Clinic staff who will then provide the study product to the 

participant  
 Directly to the participant  
 Courier/runner who delivers product to the clinic staff 
 Depends on pharmacy site specific study product Chain 

of Custody SOP 
 Documented on Record of Receipt 

 
 







Chain of Custody 
Clinic Staff Responsibilities 
 Control access to the study product in 

their custody. 
 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). 
 
 



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. 
 
 
 



Other Items Supplied to Clinic 
These additional study supplies were sent to each site 

 Let the us know if/when additional items are needed 
 

 Male Condoms 
 Empty Applicators  
 Lubricant 

 4 mL packets for applicator insertion 
 4 oz tubes for clinic procedures 



Contact Information 

 If you have any questions, please do not 
hesitate to contact us at: 

Lindsay Kramzer 
(412) 641-3865 
fergusonlm@upmc.edu 

Cindy Jacobson 
(412) 641-8913 
cjacobson@upmc.edu 



Thank You! 
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