 RN Protocol for Barrier Methods (includes spermicide and vaginal pH modulator, and diaphragm and cervical cap with spermicide)
(Insert Agency Name)
	IMPORTANT: Adoption of this sample RN Protocol is not required by RH certified agencies. 
· The purpose of this protocol is to provide certified agencies with a template that supports nursing practice and helps standardize care in accordance with current clinical standards of practice.
· The Clinical Practice Standards (CPSs) are essential guidance based on national standards of care for providers and RNs. These sample protocols are designed to be used with the corresponding CPSs to provide RNs with a resource that supports consistent, high-quality care, while offering agencies a resource that aligns with regulatory requirements.
· If your agency wishes to formally adopt these protocols, the agency should follow the agency’s internal processes and consult Oregon Board of Nursing and Board of Pharmacy rules, as may be relevant. 
· This text box may be removed from the template after adopting and customizing it by the agency.



	Subject:
	RN Protocol: Barrier Methods (includes spermicide and vaginal pH modulator, and diaphragm and cervical cap with spermicide)

	Signature and Title of Approving Health Officer/Medical Director or Designee:
	

	Effective Date:
	

	Reviewed Date:
	



APPLIES TO: Registered Nurses (RNs) who have the required orientation and training, including the following:
· Clinical Practice Standard: Vaginal Spermicide and pH Modulators and Diaphragm and Cervical Cap
· Agency policy on dispensing medication per Board of Pharmacy rules, and completion of Dispensing Competency Checklist
· Birth Control Methods Chart 
[bookmark: _Hlk214023161][bookmark: _Hlk212641549]PURPOSE: To allow Registered Nurses (RNs) of (insert AGENCY name) to initiate a barrier method and/or spermicide or pH vaginal modulator under the direction and approval of the (insert designation for your agency i.e., Health Officer/medical director/or designee) to any client of (insert AGENCY name) who requests it AND has no US MEC category 3 or 4 risk conditions. 
[bookmark: _Hlk212641826]This protocol is intended to support nursing decisions regarding appropriate assessment and level of care. It is not intended or designed to substitute for the reasonable exercise of independent nursing judgement considering each client’s needs on an individual basis. The RN is expected to apply and document the nursing process to ensure a systematic approach for clinical decision-making and to deliver holistic person-centered care. This protocol must be used in conjunction with the relevant clinical practice standard(s) noted above.
POLICY STATEMENT: It is the policy of (insert AGENCY name) to ensure that all reproductive health services sought or received by any client are solely on a voluntary basis. Individuals must not be subjected to coercion to receive services, or to use or not use any particular method of birth control or other services offered to reproductive health clients. Receipt of reproductive health services must not be a prerequisite for eligibility for, or receipt of services, or participation in any other program. Employees must be informed that they may be subject to prosecution under federal law if they coerce or endeavor to coerce any client who comes to (insert AGENCY name) for services, to undergo an abortion or sterilization procedure.
PROCEDURE: 
Subjective: 
1) Use a person-centered approach to provide contraceptive counseling that is in alignment with each individual’s values, preferences, needs and desires for a method. This approach:
a. Prioritizes a person’s preferences and reproductive autonomy rather than a singular focus on pregnancy prevention
b. Respects the person as the main decision-maker, and
c. Respects the decision to discontinue or not to use contraception
2) Review or obtain reproductive health consent (may be stand alone or incorporated into agency consent to treat; required once unless there has been a lapse in care).
3) Review or obtain pregnancy/obstetric history (risk for cervical cap failure is higher in parous persons than in nulliparous persons).
4) Review or obtain medical history (including current medications and allergy history, and allergies to any component of vaginal spermicide).
5) Assess client’s history for any of the following US MEC category 3 or 4 contraindications:
	US MEC Category 3 or 4 Conditions:

US MEC 3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the method

US MEC 4 = A condition that represents an unacceptable health risk if the contraceptive method is used
	Comments:


	High risk for HIV infection 
	*Spermicide cannot be used.
No restriction for use of vaginal pH modulator

	HIV infection 
	*Spermicide cannot be used.
No restriction for use of vaginal pH modulator

	History of toxic shock syndrome 

	*Diaphragm, cervical cap, or sponge cannot be used
No restriction for use of vaginal pH modulator or spermicide

	Allergy to latex 
	*Diaphragm or condoms made of latex cannot be used
No restriction for non-latex options

	Other Contraindications
	

	Cervical cancer (awaiting treatment)
	*Cervical cap cannot be used.
No restrictions for use of a diaphragm with spermicide or vaginal pH modulator. Repeated and high-dose of nonoxynol-9 can cause vaginal and cervical irritation or abrasions

	Known allergy or sensitivity to active chemical agent in spermicides, nonoxynol-9 (N-9)
	*Spermicide cannot be used.
No restriction for use of vaginal pH modulator

	Current use of contraceptive vaginal ring 
	*Vaginal pH modulator cannot be used
No restrictions for use of spermicide

	History of repeated urinary tract infections, bacterial vaginosis, or yeast infections
	*Urinary tract infections may occur, especially when using spermicide 2 or more times a day, or Phexxi. Consider alternative method


If ‘Yes’ to any of the above, STOP. An RN cannot initiate method except as stated in (*). Refer to or consult with provider and offer lower risk method.
Objective:
Client requests supply of spermicide (either gel, foam, cream, film suppository, or tablet formulation), or vaginal pH modulator (known as Phexxi) to be used with or without a diaphragm or cervical cap.
1) Review last menstrual period (LMP). If client indicates desire for contraception, assess for risk of current pregnancy. Offer pregnancy test if indicated:
a) A health care provider can be reasonably certain that a client is not pregnant if the client has no symptoms or signs of pregnancy AND meets any one of the following criteria:
1. Is ≤ 7 days after the start of normal menses
2. Has not had sexual intercourse since the start of last normal menses
3. Has been correctly and consistently using a reliable method of contraception
4. Is ≤ 7 days after spontaneous (i.e. miscarriage) or induced abortion
5. Is within 4 weeks postpartum
6. Is fully or nearly fully breastfeeding (exclusively breastfeeding or the vast majority [≥85%] of feeds are breastfeeds), amenorrheic, and <6 months postpartum
Assessment:
1) “Meets inclusion criteria for an initial start of a barrier method and/or spermicide or pH vaginal modulator” as indicated by:
a) No US MEC category 3 or 4 category risk conditions
b) No other known contraindications
OR
2) “Meets exclusion criteria related to possible contraindications to barrier methods and/or spermicide or vaginal pH modulator” as indicated by:
a) Reported or known US MEC category 3 or 4 risk conditions
b) Other reported contraindications
Plan: 
1) If client meets inclusion criteria, follow the Clinical Practice Standards for Vaginal Spermicides and pH Modulators and Diaphragm and Cervical Cap.
2) Follow state pharmacy rules and regulations for dispensing or administering contraception.
3) If client is requesting a diaphragm or cervical cap, spermicide must be dispensed with it.
4) Dispense the following: vaginal pH modulator or spermicide, or barrier method with spermicide based on client preference and no US MEC category 3 or 4 risks or other contraindications.
	Contraceptive Method
	Medication / Barrier Device
	Notes

	Vaginal pH Modulator
	Dispense: 90 mg lactic acid/50mg citric acid/20mg potassium bitartrate per 5g vaginal gel
Sig: insert one pre-filled applicator vaginally immediately (or up to one hour) before each episode of intercourse. Repeat PRN. Dispense __ boxes. Each box contains #12 applicators pre-filled with 5g of gel (Brand name: Phexxi)
	Does not protect against sexually transmitted infections.


	Spermicide
	Dispense the formulation your agency stocks (gel, cream, foam, film, suppository).
	Does not protect against sexually transmitted infections.
Available over the counter

	Diaphragm (Brand: Caya)
	Dispense as requested
	One size fits most. Does not protect against sexually transmitted infections. Latex free

	Cervical Cap (Brand: FemCap)
	Dispense:
· For patients who have never been pregnant: The Pearl (22mm). *If unsure about previous pregnancy use Sapphire (26mm).
· For patients who have been pregnant but never been in labor (includes scheduled c-section, miscarriage, or abortion): The Sapphire (26mm).
· For patients who have been pregnant and been in labor, delivered a baby or had an emergency c-section): The Emerald (30mm).
	Does not protect against sexually transmitted infections.

	Condoms
	Dispense as requested
	Assess for latex allergy. Supply as many as desired for current and future use.





a) Each client will receive instructions regarding:
1. When to start method, 
2. Warning signs, 
3. Common side effects, 
4. Risks, 
5. Use of method, 
6. Alternative methods, 
7. Use of secondary method, and 
8. Clinic follow-up schedule (i.e. any routine follow-up recommended). 
b) Offer client emergency contraception for immediate and/or future use, to use as needed. See Emergency Contraception Clinical Practice Standard and RN Protocol for Emergency Contraception.
5) If the client meets the exclusion criteria for spermicide or vaginal pH modulator, do NOT dispense contraceptive method. Offer lower risk method and/or refer to provider.
CLIENT EDUCATION:
1) Provide method-specific client education and side effect management: See Clinical Practice Standards for Vaginal Spermicides and pH Modulators and Diaphragm and Cervical Cap.
2) Instruct the client using the cervical cap to seek emergency medical care if they develop any signs and symptoms of Toxic Shock Syndrome (TSS) including sudden high fever, chills, vomiting, diarrhea, muscle aches, or sunburn-like rash.
3) Remind the client that their needs may change, and every person’s body is different, so stopping or switching methods is common and can be done any time. Advise the client to return at any time if they have questions regarding the contraceptive method, to discuss side effects or other problems, or to change the method being used.
RESOURCES:
Centers for Disease Control and Prevention. 2024. U.S. Medical Eligibility Criteria for Contraceptive Use, 2024. https://www.cdc.gov/mmwr/volumes/73/rr/rr7304a1.htm
Centers for Disease Control and Prevention. 2024. Appendix E: Classifications for Barrier Methods, 2024. https://www.cdc.gov/contraception/hcp/usmec/barrier-methods.html
Centers for Disease Control and Prevention. 2024. U.S. Selected Practice Recommendations for Contraceptive Use, 2024. https://www.cdc.gov/mmwr/volumes/73/rr/rr7303a1.htm
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