	
	
	



Massachusetts Department of Public Health
Statewide Guidance for Pharmacist Prescribing of 
HIV Pre-Exposure Prophylaxis (PrEP)

1. Background
In Massachusetts, M.G.L. c.94C s19F allows pharmacists to prescribe and dispense medications for HIV prevention, including PrEP. Furthermore, MGL c.112 s.12F Emergency Treatment of Minors allows sexually active minors to consent to HIV PrEP with no criminal or civil liability to a health care provider. 
This protocol provides a framework to support pharmacists in independently prescribing oral HIV PrEP, ensuring appropriate patient assessment, timely initiation of therapy, patient counseling, and facilitation of linkage to follow-up care. 

2. Pharmacist Eligibility Criteria
In order to independently prescribe PrEP, pharmacists must meet and follow the criteria, including minimum training requirements, outlined in Circular Letter: DCP 26-08-125 Pharmacist prescribing of certain contraceptives and medications for the prevention of human immunodeficiency virus (HIV) and prevention and treatment of sexually transmitted infections (STI).  

3. Authorized Oral PrEP Regimens
Pharmacists may prescribe oral PrEP regimens in accordance with labeling and clinical guidelines, and with consideration to specific populations as outlined in Appendix 1. 
a. Tenofovir disoproxil fumarate/emtricitabine (TDF/FTC)
i. Individuals at risk from sexual exposure: FDA-approved for all routes of sexual activity.
ii. Individuals at risk from injection drug use: Not an FDA label indication but supported by CDC and USPSTF guidance as a benefit population and may be prescribed off-label.
iii. Pregnancy and breastfeeding: Permissive labeling with clinical guidance.

b. Tenofovir alafenamide/emtricitabine (TAF/FTC)
i. Individuals at risk from sexual exposure: FDA-approved for sexual exposure other than receptive vaginal sex.
ii. Individuals at risk from injection drug use: Not an FDA label indication but supported by CDC and USPSTF guidance as a benefit population. 1
iii. Pregnancy and breastfeeding: Safety data exist but are limited and not as robust as for TDF/FTC.

4. Patient Eligibility Criteria
Eligible individuals must meet the following criteria:
a. Age ≥18, or age <18 if sexually active and with a reasonable concern for exposure MGL c.112 s.12F Emergency Treatment of Minors allows sexually active minors to consent to PrEP with no criminal or civil liability to a health care provider)
b. Weight ≥35 Kg (77 lbs)
c. Have a documented negative FDA-approved HIV test within the past 7 days. In accordance with CDC recommendations,[8] a laboratory-based serum HIV antigen/antibody test is preferred. A rapid point-of-care fingerstick antigen/antibody test is an acceptable alternative. An HIV self-test using oral fluid may also be accepted, provided it is performed on site at the time of the pharmacy encounter. Acceptable tests are listed in Appendix 2. 
Patient self-report alone is insufficient; objective documentation of test results is required, or, for oral self-testing, the test must be performed and the results reviewed on site at the time of the encounter. If a patient does not provide a recent HIV test result, the pharmacist should not prescribe PrEP at that encounter, and provide a list to testing sites (see DPH testing site locator).

5. Patient Exclusion Criteria
Exclude individuals from this protocol if they have:
a. Confirmed HIV infection
b. Suspected HIV infection, based on an assessment of possible signs and symptoms of acute retroviral syndrome or chronic acquired immunodeficiency syndrome (AIDS)
c. Hepatitis B infection
d. Current pregnancy, or a positive screening with urine pregnancy test
e. Prior allergy or hypersensitivity reaction to any of the active PrEP drugs
f. Current therapy with adefovir 
g. Receipt of pharmacist-initiated oral PrEP within the past 12 months

While not an exclusion criterion for this protocol, concomitant use of rifamycins (rifampin, rifabutin, or rifapentine) or St. John’s Wort is a contraindication to tenofovir alafenamide/emtricitabine (TAF/FTC) and should prompt selection of tenofovir disoproxil fumarate/emtricitabine (TDF/FTC) instead.

Individuals requesting PrEP who do not meet the criteria under this protocol should be provided with information on local providers and healthcare facilities that offer PrEP services.

6. Procedures

6.1. Initial Patient Assessment
Before prescribing PrEP, pharmacists must:
a. Obtain informed consent for pharmacist-provided PrEP care, waiving a full medical examination (Appendix 3)
b. Administer the patient intake form (Appendix 4), collecting:
i. Patient details: name, date of birth, preferred method of contact, sex/gender, sexual risk factors, weight
ii. Medical history: including but not limited to renal disease, hepatitis B status, pregnancy potential, and medication allergies
iii. Current symptoms
iv. Current medications
c. Verify that required screening tests have been completed and document all results:
i. Baseline HIV test within the past 7 days (see Appendix 2 for acceptable tests)
If a patient’s HIV test is positive or indeterminate, PrEP may not be prescribed by a pharmacist. The pharmacist should refer them to a provider, healthcare facility, or for confirmatory testing and follow-up care.
ii. Point-of-care urine pregnancy test for individuals of reproductive potential (generally <50 years of age), performed on site at the time of the encounter.
d. Review the intake form to ensure all eligibility criteria are met and no exclusion criteria apply and select the appropriate regimen in shared decision with the patient.

6.1.1. Suspecting HIV infection
Pharmacists should assess for signs and symptoms suggestive of possible undiagnosed acute or advanced HIV infection. Symptoms of acute HIV may include fever, rash, sore throat, lymphadenopathy, myalgias, diarrhea, headache, or mucocutaneous ulcers occurring 2-6 weeks after a potential exposure. Advanced HIV infection may present with unexplained weight loss, chronic fever, night sweats, chronic diarrhea, oral candidiasis, or recurrent infections. Pharmacists should use clinical judgment to evaluate whether the patient’s symptoms and exposure history raise concern for undiagnosed HIV. If acute or advanced HIV infection is suspected, PrEP should not be initiated, and the patient should be referred for urgent medical evaluation and HIV testing.

6.2. Counseling, Prescribing, and Dispensing PrEP 
When initiating PrEP, pharmacists must:
a. Obtain informed consent for PrEP initiation (Appendix 5); 
b. Provide counseling and education about PrEP, addressing the following key areas:
i. Expected effectiveness and limitations, including that PrEP does not protect against other STIs or pregnancy,
ii. Importance of daily adherence and adherence strategies,
iii. Potential side effects and recommendations to mitigate them;
c. Prescribe an oral PrEP regimen from Appendix 1 for a maximum supply of 60 days, with no refills;
d. Inform the patient of the need to establish care with a healthcare provider authorized to prescribe PrEP for regular follow-up and ongoing therapy beyond this protocol’s maximum duration and provide a list of providers and/or or facilities offering PrEP. Provide information on how to access PrEP drug assistance programs.

6.3 Referral and Linkage to Care
Pharmacists must provide all patients with a list of providers and/or facilities providing PrEP care, as well as other sexual and reproductive health services in the state, and should facilitate linkage to care whenever possible. Prompt referral is especially warranted in the following situations:
a. Suspected HIV infection, based on an assessment of possible signs and symptoms of acute retroviral syndrome or chronic AIDS
b. Positive or indeterminate HIV test
c. History of hepatitis B or chronic kidney disease
d. Positive pregnancy test, breastfeeding, or desire for conception
e. Complex medication interactions that cannot be safely managed
f. Concern for significant adverse medication reactions.

6.4. Documentation
 All activities related to the prescribing and dispensing are documented and readily available.  
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APPENDIX 1
Oral HIV PrEP Regimens

	Medication
	Dose
	Populations
	Notes

	Emtricitabine/tenofovir disoproxil fumarate (TDF/FTC) – Truvada® or generic)
	300 mg/200 mg by mouth once daily
	- Individuals at risk from sexual exposure: FDA-approved for all routes of sexual activity.
- Individuals at risk from injection drug use: Not an FDA label indication, but supported by CDC and USPSTF guidance as a benefit population
- Pregnancy and breastfeeding: Permissive labeling with clinical guidance
	- Contraindicated in CrCl <60 min/mL
- Do not co-administer with adefovir
- Caution with NSAIDs
- Risk of decreased bone mineral density 

	Emtricitabine/tenofovir alafenamide (TAF/FTC) – Descovy®)
	200 mg/25 mg by mouth once daily
	- Individuals at risk from sexual exposure: FDA-approved for sexual exposure other than receptive vaginal sex.
- Individuals at risk from injection drug use: Not an FDA label indication, but supported by CDC and USPSTF guidance as a benefit population.
- Pregnancy and breastfeeding: Safety data exist but are limited and not as robust as for TDF/FTC.

	- Contraindicated in CrCl <30 min/mL
- Do not co-administer with adefovir, rifamycins, and St. John’s Wort 
- Caution with NSAIDs









APPENDIX 2
HIV Tests

	Test Category
	Test Name
	Type of Specimen

	Laboratory-Based HIV-1/2 Antigen/Antibody (4th Gen) Tests
	Abbott ARCHITECT HIV Ag/Ab Combo
	Serum, plasma

	
	Abbott Alinity i HIV Ag/Ab Combo
	Serum, plasma

	
	Bio-Rad BioPlex 2200 HIV Ag-Ab
	Serum, plasma

	
	Bio-Rad GS HIV Combo Ag/Ab EIA
	Serum, plasma

	
	Ortho VITROS HIV Combo
	Serum, plasma

	
	Siemens ADVIA Centaur HIV Ag/Ab Combo
	Serum, plasma

	
	Roche Elecsys HIV combi PT
	Serum, plasma

	
	Roche Elecsys HIV Duo
	Serum, plasma

	Laboratory-Based HIV Antibody Only (3rd Gen) Tests
	Abbott PRISM HIV-1/2
	Serum, plasma

	
	Bio-Rad GS HIV-1/HIV-2 PLUS O EIA
	Serum, plasma

	
	Siemens ADVIA Centaur HIV 1/O/2 Enhanced (EHIV) 
	Serum, plasma

	
	Avioq HIV-1 Microelisa System
	Serum, plasma

	
	Ortho VITROS Anti-HIV 1+2
	Serum, plasma

	Rapid Point-of-Care Antigen/Antibody Tests
	Abbott Determine HIV-1/2 Ag/Ab Combo
	Whole blood, plasma

	Antibody Only Self-Tests *
	OraQuick In-Home HIV-1/2 Antibody Self-test 
	Oral fluid (self-swab)

	Rapid Point-of-Care Antibody Only Tests

	OraQuick ADVANCE Rapid HIV-1/2 Antibody Test
	Whole blood, plasma, oral fluid

	
	Trinity Uni-Gold Recombigen HIV-1/2
	Whole blood

	
	MedMira Reveal G4 Rapid HIV-1 Antibody 
	Serum, plasma

	
	Chembio SURE CHECK HIV-1/2 Assay
	Serum, plasma

	
	Chembio HIV-1/2 STAT-PAK
	Whole blood

	
	Chembio DPP HIV-1/2 Assay
	Whole blood, oral fluid

	
	Chembio DPP HIV-Syphilis System

	Finger stick whole, venous blood, plasma

	
	BioLytical INSTI HIV-1/2 
	Whole blood, plasma

	
	Roche HIV-1/HIV-2 Qualitative, MPX
	Serum, plasma

	
	Aptima HIV-1 Quant Dx Assay
	Serum, plasma

	
	Alinity m HIV-1
	Serum, plasma

	HIV-1/HIV-2 Differentiation (Supplemental)
	Bio-Rad Geenius HIV-1/2 Supplemental Assay
	Serum/Plasma

	
	Bio-Rad Genetic Systems HIV-1 Western Blot
	Serum, plasma, dried blood

	
	Bio-Rad Multispot HIV-1/HIV-2 Rapid Test
	Serum, plasma

	
	Avioq VioOne HIV Profile Supplemental Assay
	Serum, plasma



* Acceptable only if performed and reviewed on site at the time of the encounter with the pharmacist.



APPENDIX 3
Consent to Pharmacist-provided Care for PrEP and 
Waiver of Full Medical Examination


I, [name], agree to receive HIV prevention care, called pre-exposure prophylaxis or PrEP, from a pharmacist. I understand that, under Massachusetts law, the pharmacist may review my health history and the medicines I take, review lab tests related to HIV and PrEP, provide education and counseling about PrEP, and prescribe PrEP pills. I understand that, for this program, a full medical evaluation is waived. 

Patient Name:
Signature:
Date:



APPENDIX 4
Oral HIV Pre-Exposure Prophylaxis (PrEP) Intake Form

Your responses are private and will be kept confidential. Information you provide will only be used by the pharmacist to guide your care and will not be shared.  

* Mandatory fields

Date of Intake: ___/___/___

A. Patient Information

1. Name: *
2. Date of birth: *
3. Sex assigned at birth:
· Female
· Male
· Intersex
· Prefer not to answer
4. Gender identity:
· Female
· Male
· Transgender male to female
· Transgender female to male
· Nonbinary or genderqueer
· Other: 
· Prefer not to answer
5. Address:
6. Phone:
7. Email:
8. Emergency contact:

B. Assessment of HIV Exposure Risk

1. Are you worried that you may have been exposed to someone with HIV in the past 3 days? 
· Yes
· No
· I am not sure
· Prefer not to answer

2. Different types of PrEP may work better for different people. To help us best serve you, please check all that apply to you:
· I am a person with a vagina who has vaginal sex (receptive vaginal sex)
· I am a person with a vagina who receives anal sex (receptive anal sex)
· I am a person with a penis who has vaginal sex (insertive vaginal sex)
· I am a person with a penis who has receptive anal sex 
· I am a person with a penis who has  insertive anal sex.
· I only engage in oral sex (mouth on penis, vagina, or anus)
· I am not currently sexually active
· I am not sure
· Prefer not to answer

3. In the past 6 months, have you injected non-prescribed drugs (such as heroin, fentanyl, cocaine, or methamphetamines)?
· Yes
· No
· I am not sure
· Prefer not to answer

C. Medical History

1. Do you weigh more than 77 lbs (35 Kg)? *
· Yes
· No

2. Have you ever tested positive for HIV? 
· Yes
· No
· I am not sure
· I have never been tested for HIV
· Prefer not to answer

3. In the past 2-6 weeks, have you experienced any of the following: fever, rash, sore throat, swollen lymph nodes, muscle aches, night sweats, or mouth sores?
· Yes
· No
· I am not sure
· Prefer not to answer

4. In the past few months, have you had any unexplained weight loss, chronic diarrhea lasting more than a month, persistent fevers, night sweats, oral thrush (white patches in the mouth), or unusual infections?
· Yes
· No
· I am not sure
· Prefer not to answer

5. Have you ever been told you have hepatitis B? *
· Yes
· No
· I am not sure

6. Have you ever been told you had problems with your kidneys (chronic kidney disease)? 
· Yes
· No
· I am not sure

7. Are you currently pregnant or planning to get pregnant soon, or breastfeeding? *
· Yes
· No 
· I am not sure

8. Do you have any allergies to any medications? *
· Yes. Which ones?
· No

9. Do you take any of these medications (check all that apply): *
· Adefovir
· Rifampin, rifabutin, or rifapentine
· St. John’s Wort
· No


Patient Name:
Signature:
Date:

D.  TO BE FILLED OUT BY THE PHARMACIST – Review of Required Screening and Eligibility/Exclusion Criteria

1. HIV test: *
· Date (must be within 7 days of the encounter):
· Type:
· Result:
· Confirmed via:

2. Point-of-care urine pregnancy test (for individuals of reproductive potential, generally <50 years of age): *
· Date:
· Result:

3. All eligibility criteria met: *
· Yes
Age ≥18, or age <18 but sexually active with a reasonable concern for exposure 
Weight ≥35 Kg (77 lbs) 
Negative FDA-approved HIV test within the past 7 days
· No

4. Exclusion criteria met: *
· Positive HIV test
· Weight <77 lbs (35 Kg)
· Reported or known hepatitis B infection
· Reported or known pregnancy
· Positive urine pregnancy test
· History of allergy or hypersensitivity reaction to TDF/FTC or TAF/FTC
· Concomitant therapy with adefovir 
· Receipt of pharmacist-initiated oral PrEP under this protocol within the past 12 months
· None

5. PrEP Regimen Selection:

5.a. Special considerations:
· Concomitant therapy with a rifamycin or St. John’s Wort → Choose TDF/FTC [contraindication to TAF/FTC]
· Receptive vaginal sex → Prefer TDF/FTC
· Injection drug use → Prefer TDF/FTC
· Chronic kidney disease → Prefer TAF/FTC
· None

5.b. Selected Regimen:
· Tenofovir disoproxil fumarate/emtricitabine (TDF/FTC), also known as Truvada®, 300 mg/200 mg by mouth once a day
· Tenofovir alafenamide/emtricitabine (TAF/FTC), also known as Descovy®, 200 mg/25 mg by mouth once a day

Pharmacist Name:
Signature:
Date:



APPENDIX 5

Consent to Initiate Oral HIV PrEP

I, [name], understand that I am being offered a medication called [drug name] as pre-exposure prophylaxis (PrEP) to reduce my risk of acquiring HIV. 

I acknowledge and agree to the following:

· I understand that PrEP is not 100% effective at preventing HIV infection, and that it does not protect me from other sexually transmitted infections or from pregnancy.
· I agree to take PrEP exactly as instructed. I understand that missing doses, stopping PrEP, or failing to continue follow-up care may increase my risk of HIV infection.  
· I am aware that PrEP may cause side effects, including nausea, headache, fatigue, and changes in kidney or liver function. I understand that serious side effects are rare, but I will seek medical attention if I experience any symptoms or have other health concerns.
· I confirm that I have received a negative HIV test result, which is legitimate and belongs to me. I understand that taking PrEP without a confirmed negative HIV test could be dangerous to my health.
· I understand that the pharmacist can provide only a 60-day supply of PrEP without refills, and that I must establish care with a licensed healthcare provider for ongoing monitoring and continuation of PrEP beyond this initial supply.

By signing this form, I consent to a pharmacist performing all necessary procedures, voluntarily choose to start PrEP, and acknowledge that I have had the opportunity to ask questions.


Patient Name:
Signature:
Date:
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