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Purpose
This tool supports national and subnational programme managers, technical advisors and peer review teams in systematically reviewing existing national HIV PrEP guidelines against the WHO 2025 recommendations on lenacapavir (LEN) for HIV prevention. The goal of this tool is to assess whether national guidelines are comprehensive, equitable and aligned with current WHO guidance. This tool identifies opportunities to improve national LA-PrEP guidelines so that policy-makers can prioritize updates and direct resources accordingly. A criteria that receives an ABSENT rating indicates a policy gap that should be closed before or during implementation.
Intended Audience
This tool is designed for use by any of the following:
· National and subnational program managers responsible for HIV prevention policy, conducting a self-review of their own country’s guidelines prior to LEN introduction or scale-up.
· Community-based organizations and advocacy groups who are reviewing national guidelines to generate a consolidated gap report for policy discussion or identifying areas for needed advocacy.
· External technical advisors supporting countries in guideline development, adaptation or revision, including as part of technical working groups.
· Donors, development agencies and implementing partners assessing country readiness for LEN introduction and identifying specific policy gaps to target through technical support or investment.
Scope
The tool covers criteria benchmarked against WHO-recommended standards for LEN guidelines across six domains:[footnoteRef:1]  [1: Guidelines on lenacapavir for HIV prevention and testing strategies for long-acting injectable pre-exposure prophylaxis (PrEP). Geneva: World Health Organization; 2025. Licence: CC BY-NC-SA 3.0 IGO.] 

1. PrEP policies address combination HIV prevention approach; 
2. Dosing, clinical protocol and safety; 
3. HIV testing strategy for HIV prevention; 
4. Differentiated service delivery for equity and access; 
5. Supply, costs and monitoring; 
6. Surveillance, Monitoring & Evaluation 
The tool should be revisited whenever national guidelines are revised or when WHO updates its LEN or broader PrEP guidance.


How to use this tool
For each criterion, circle the rating that best describes your national guidelines:
	MET  Fully addressed
	PARTIAL  Mentioned, but incomplete 
	ABSENT  Not addressed 


Use the Notes column to record the page number where the criterion is addressed and/or to describe the specific gap. For the key and priority population columns (MSM, SW, PWID, TG, AYP, PBFW): circle if the criterion is inclusive (i.e., not restrictive) and/or addresses specific service delivery requirements for that population. Leave blank if absent (this is a gap), or note NA if not applicable. 

Key population codes:
	MSM
	Men who have sex with men

	SW
	Sex workers

	PWID
	People who inject drugs

	TG
	Trans & gender-diverse

	AYP
	Adolescents & young people (15–24 years)

	PBFW
	Pregnant and/or breastfeeding


 


	GAP ANALYSIS TOOL FOR NATIONAL GUIDELINES TO SUPPORT THE ROLLOUT OF LENACAPAVIR (LEN) FOR HIV PREVENTION

	Country 
___________________
	Date of Review
___________________
	Reviewer Names & Roles
_______________________________________
_______________________________________
_______________________________________
	National Guidelines Version / Date
______________________________










	Domain
	Criterion (WHO guidance)
	Rating
	Notes
	Population

	COMBINATION PREVENTION APPROACH

	PrEP Policy Framework
	Guidelines position LEN as part of an additional biomedical prevention choice 
(oral PrEP, CAB-LA, DVR and/or condoms)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	LEN guidelines are aligned with national HIV strategic plan based on local epidemiology PrEP coverage targets
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	LEN guidelines support multi-product offering and user-centered selection
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	Eligibility
	Eligibility defined as HIV-negative individuals who would benefit from HIV prevention 
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	PrEP (including LEN) is not restricted to certain populations or disclosing certain risk behaviors (i.e., risk-based screening tools are not used to exclude clients from PrEP)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Adolescents ≥16 years are not excluded; no age-of-consent legal barriers 
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	DOSING, CLINICAL PROTOCOL & SAFETY

	Dosing Protocol
	Oral loading dose documented: 600 mg (2×300 mg tablets) on Days 1 and 2
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Injectable dose documented: 927 mg (2×1.5 mL subcutaneous injections) at Day 1
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Follow-up injection schedule stated: every 26 weeks (±2-week window)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Delayed-return protocol: oral re-load required if >28 weeks since previous injection
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Discontinuation guidance: transition to alternative HIV prevention method during pharmacokinetic tail 
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	Safety & Toxicity
	Informed-choice counseling includes anticipated injection site reaction, which decrease over time
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	No liver or kidney function testing required at initiation or follow-up (unless indicated due to other co-morbidities)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	LEN not contraindicated for HBV/HCV
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	Drug Interactions
	Drug interactions documented: 
· CYP3A4 inducers flagged: TB antibiotics (rifabutin, rifampicin, rifapentine) — dose adjustment needed
· Anticonvulsant interactions documented (carbamazepine, phenobarbital, phenytoin)
· Erectile dysfunction medication interactions noted (sildenafil, tadalafil, vardenafil — concentrations may increase)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	No dose adjustment required for contraceptives is explicitly stated
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	No dose adjustment required for gender-affirming hormone therapy (GAHT) explicitly stated
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	Pregnancy & Breastfeeding
	LEN does not be discontinued during pregnancy or breastfeeding stated
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Adverse pregnancy/infant outcome surveillance system is described or linked to ARV pregnancy registry
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Antenatal/postnatal care integration is explicitly addressed, including breastfeeding guidance
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	HIV TESTING STRATEGY FOR HIV PREVENTION

	PrEP Initiation, Continuation or Discontinuation
	HIV RDTs are specified as standard test for CAB-LA and LEN initiation, continuation and discontinuation
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	HIVST is available for oral PrEP, DVR and PEP initiation or continuation
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	HIV-negative result required before LEN initiation or continuation is stated clearly
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Protocol for inconclusive HIV test result includes retest at 14 days; if still inconclusive, treat as HIV-negative and initiate PrEP
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Acute infection screening tool (symptom checklist) is included or referenced 
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	HIV testing frequency aligned with injection schedule (every 26 weeks for LEN)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Protocol described for a reactive HIV test result based on national algorithm; and drug resistance testing is optional/considered for confirmed HIV seropositivity
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	DIFFERENTIATED SERVICE DELIVERY FOR EQUITY & ACCESS

	Differentiated Service Delivery
	Task-sharing roles defined and legally authorised for multiple cadre (nurses, pharmacists, community health workers)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	PrEP is available at community-based delivery sites are available,  and may include: pharmacies, mobile units, community-based organisations, telePrEP
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	PrEP is available at population specific community-based venues (e.g., KP-led CBOs, AYP friendly drop-in-centers, etc)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Reminder systems are used for injection scheduling (may include SMS or other digital health reminders)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	Comprehensive Service Package
	LEN service delivery is integrated with other health services (ANC/PNC, contraception, STI, harm reduction, mental health, and/or gender-affirming care)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	HBV/HCV testing and treatment offered at initiation and annually 
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	STI (gonorrhoea, chlamydia, syphilis, trichomoniasis) screening and treatment offered at initiation and continuation 
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Condoms and lubricants available at LEN service points
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	PEP available and accessible for clients who miss injection windows
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Contraceptive services and reproductive health linkages described
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Mental health and gender-based violence referral pathways included
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Harm reduction services linked for people who use drugs (including chemsex)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	Retention Support
	Informed choice counseling and client education materials reference importance of on-time injections for LA-PrEP
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Bridging protocol established for delayed injections or pharmacokinetic tail period
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Product switching protocol for transition between PrEP options are described
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	SUPPLY, COSTS & MONITORING

	Supply & Procurement
	National regulatory approval status described (or pathway to approval established)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Supply continuity plan referenced to prevent treatment interruptions
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Cold chain and storage requirements for LEN addressed
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	Cost-Efficacy
	LEN targets are based on local epidemiology and size estimates (precision prevention) to maximise cost-efficacy
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	Funding sources identified: domestic budget, PEPFAR, Global Fund, UNITAID, other donors
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	SURVEILLANCE, MONITORING & EVALUATION

	Surveillance, Monitoring & Evaluation
	National data system includes the following minimum individual-level data indicators: 
· Date of prescription;
· Date of dispensation; 
· PrEP product prescribed; 
· Volume of PrEP product prescribed/dispensed; 
· Date of follow-up appointment
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Individual-level data is disaggregated by population: age, sex, key population group(s), pregnant/breastfeeding status
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	○
MSM
	○
SW
	○
PWID
	○
TG
	○
AYP
	○
PBFW

	
	On-time injections are tracked as a persistence indicator (26 weeks ±2 weeks)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Adverse event reporting pathway established (ISRs, serious adverse events, pregnancy outcomes)
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A

	
	Surveillance includes seroconversion and drug resistance to LEN
	MET
PARTIAL
ABSENT
	Page ref. / gap detail:
	N/A




	Total criteria reviewed
_________
	MET 
___ / ___
	PARTIAL
 ___ / ___
	ABSENT 
___ / ___


Scorecard
Count your ratings below to generate a quick summary profile for national reporting or dissemination.

Transfer ABSENT and PARTIAL ratings here. Use this table to brief policy-makers and prioritise revision actions.
	Domain
	Gap Description
	Affected Population(s)
	Recommended Action & Next Steps
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