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Purpose

To define site specific procedures for training staff on current local pre-exposure prophylaxis (PrEP) guidelines, PrEP counseling, and as applicable, PrEP provision and referrals.   
Scope

This procedure applies to all staff involved in PrEP counseling, provision or referrals.

Responsibilities

MTN-025 
[staff members delegated by the Investigator of Record per the Delegation of Authority log] to provide clinical care and PrEP counseling are responsible for understanding and following this SOP.  

MTN-025 [Study Coordinator or other designee] is responsible for training study staff in accordance with this SOP.

MTN-025 Investigator of Record has ultimate responsibility for ensuring that all applicable MTN-025 staff members follow this SOP.
Background
1. The HOPE Protocol Team is committed to the provision of highest standards of HIV prevention for all participants. HOPE study participants will be encouraged to consider any and all HIV prevention tools available to them.

2. Participants in HOPE will receive risk reduction counselling, condoms, education about the most current data supporting efficacy of PrEP in women at substantial risk for HIV and, as appropriate, referrals to local providers for PrEP in collaboration with local regulatory partners if available in country.  

3. Per MTN-025 protocol, oral tenofovir-based Antiretroviral (ARV) use as PrEP is permitted if approved in country, available, and provided to participants by a healthcare provider at the study clinic or by external healthcare providers.  
4. Participants will be counselled that if they so choose,  PrEP can be used concurrently with the dapivirine vaginal ring and disclosure of use is encouraged.  If applicable, PrEP use should be documented as a concomitant medication.  
5. Should national guidelines and local standard of care support PrEP, sites are encouraged to consider making PrEP available on-site.  MTN-025 protocol funding cannot be used for on-site PrEP provision. PrEP will not be delivered in isolation, but as part of a comprehensive HIV prevention package. Approaches of PrEP referrals/provision should/will be in harmony with those used by other HIV prevention trials in the region.
Procedures

1. Current National PrEP-specific Guidelines/Policies

a. [Site to insert and/or attach information on current local PrEP guidelines and policies]
2. Information for participants on PrEP

a. Messages and information provided as part of risk reduction counseling 

i. [site to insert site-specific messages based on whether PrEP is available in country, if not available to include messages about what PrEP is and current status of PrEP availability in country]

b. Information about PrEP co-use with the dapivirine vaginal ring

i. PrEP can be used concurrently with the dapivirine vaginal ring. 

ii. [sites to insert other site-specific guidance/messages as needed] 
3. Site-Specific Guidelines and Tools for Providers
a. Identification of potential pre-exposure prophylaxis users and indications for PrEP use

i. [sites to insert site-specific procedures based on national guidelines]

b. Eligibility for/Contraindications to PrEP

i. [sites to insert site-specific procedures based on national guidelines]

c. (Sites to Include as Applicable) Procedures for on-site PrEP provision:

i. Staff Training and certification

1. [sites to insert procedures]

ii. Procedures for initiation of PrEP, including required baseline evaluations and counseling
1. [sites to insert procedures]

iii. Ongoing safety monitoring and management, including conditions for stopping PrEP
1. [sites to insert procedures]

d. (Sites to Include as Applicable) Procedures and resources for referral for PrEP:
i. [sites to insert procedures and attach list of referral centers/resources]

List of Abbreviations and Acronyms
HIV

Human Immuno-deficiency virus

MTN

Microbicide Trial Network

PEP

Post Exposure Prophylaxis

PrEP

Pre-Exposure Prophylaxis

SOP

Standard Operating Procedure

Appendix

APPENDIX 1: PrEP Initiation Guidelines (Modified from CDC)
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APPENDIX 1: PrEP Initiation Guidelines (Modified from CDC)

BEFORE INITIATING PrEP 
Determine eligibility: 
· Document negative HIV antibody test immediately before starting PrEP medication. 

· Test for acute HIV infection if patient has symptoms consistent with acute HIV infection or reports unprotected sex with an HIV-positive person in the preceding month. 

· Determine if participant is  planning to become pregnant, is currently pregnant, or is breastfeeding. 

· Confirm that participant is at ongoing, very high risk for acquiring HIV infection. 

· If any sexual partner is known to be HIV-infected, determine whether receiving antiretroviral therapy; assist with linkage to care if not in care or not receiving antiretroviral therapy. 

· Confirm that calculated creatinine clearance is ≥60 mL per minute (Cockcroft-Gault formula). 

Other recommended actions: 
· Screen for hepatitis B infection; vaccinate against hepatitis B if susceptible, or treat/refer if active infection exists, regardless of decision regarding prescribing PrEP. 

· Screen and treat/refer as needed for sexually transmitted infections (STIs). 

· Disclose to women that safety for infants exposed during pregnancy is not fully assessed but no harm has been reported. 

· Do not prescribe PrEP to women who are breastfeeding.

BEGINNING PrEP MEDICATION REGIMEN: 
· Prescribe tenofovir disoproxil fumarate 300 mg (TDF) plus emtricitabine 200 mg (FTC) (i.e., one Truvada [Gilead Sciences] tablet) daily. 

· In general, prescribe no more than a 90-day supply, renewable only after HIV testing confirms that patient remains HIV-uninfected. 

· Ensure that pregnancy test is negative or, if pregnant, that the patient has been informed about use during pregnancy. 

· If active hepatitis B infection is diagnosed, consider using TDF/FTC, which may serve as both treatment of active hepatitis B infection and HIV prevention. 

· Provide risk-reduction and PrEP medication-adherence counseling and condoms. 

FOLLOW-UP WHILE PrEP MEDICATION IS BEING TAKEN: 
· Every 2-3 months, perform an HIV antibody test (or fourth generation antibody/antigen test) and document negative result. 

· At each follow-up visit for women, conduct a pregnancy test and document results; if pregnant, discuss continued use of PrEP with patient and prenatal-care provider. 

· Evaluate and support PrEP medication adherence at each follow-up visit, more often if inconsistent adherence is identified. 

· Every 2–3 months, assess risk behaviors and provide risk-reduction counseling and condoms. Assess STI symptoms and, if present, test and treat for STIs as needed. 
· Every 6 months, test for bacterial STIs even if asymptomatic, and treat as needed. 
· Three months after initiation, then every six months while on PrEP medication, check serum creatinine and calculate creatinine clearance. 

ON DISCONTINUING PrEP (AT PATIENT REQUEST, FOR SAFETY CONCERNS, OR IF HIV INFECTION IS ACQUIRED): 
· Perform HIV test(s) to confirm whether HIV infection has occurred. 

· If HIV positive, order and document results of resistance testing, establish linkage to HIV care. 

· If HIV negative, establish linkage to risk reduction support services as indicated. 

· If active hepatitis B is diagnosed at initiation of PrEP, consider appropriate medication for continued treatment of hepatitis B infection. 

· If pregnant, inform prenatal-care provider of TDF/FTC use in early pregnancy and coordinate care to maintain HIV prevention during pregnancy and breastfeeding.
�Note to sites:  If there are other studies at your site that this SOP would apply to, please feel free to make this a general SOP and remove specific MTN-025 references.  


�Note to sites: If a PrEP factsheet would be helpful then we can help to generate one


�Note: Sites to modify/replace as needed based on country guidelines 





