[image: image1.jpg]/I/LWL’;,( Koo\n'?}(v\c 2








(insert AGENCY name)

Reproductive Health Program
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	No.
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	References:  U.S. Medical Eligibility Criteria (U.S. MEC), 2010; U.S. Selected Practice Recommendations for Contraceptive Use (U.S. SPR), 2013; Contraceptive Technology, 20th Ed


POLICY:  This policy follows the recommendations of the U.S. MEC, 2010; U.S. SPR, 2013; and Contraceptive Technology, 20th Ed. 
PURPOSE:  This policy provides direction for reproductive health clinics to assist clients in the use of vaginal spermicides as a method of birth control.
Spermicides prevent fertilization by interfering with the sperm transport by mechanically blocking or killing sperm.  Spermicidal preparations consist of 2 components: 1) a formulation (gel, foam, cream, film, suppository, or tablet), also called a carrier or base; and 2) a chemical that kills sperm in different doses and concentrations.
The active chemical agent in spermicidal products in the U.S. is nonoxynol-9 (N-9).  This surfactant works by destroying the sperm cell membrane. 

Spermicides are one of the least effective contraceptive methods; in typical use, 28 out of 100 women experience an unintended pregnancy within the first year of use.

Spermicides do not protect against sexually transmitted infections (STIs).
PROTOCOL:  
1. (insert AGENCY name) MDs, NPs, PAs, DOs, NDs, and RNs may provide spermicides to any client who requests this contraceptive method and has no U.S. MEC category 4 risk conditions. 

a) Category 4 risk conditions (risk of use outweighs the benefits of pregnancy prevention):
· High risk for HIV.
b) Category 3 risk conditions (must consult with the prescribing practitioner prior to initiation as the theoretical or proven risk may outweigh the advantages of using the method):
· Current HIV infections;
· AIDS;
· Antiretroviral (ARV) therapy: No drug interactions between ARV therapy and spermicides use is known.  However, HIV infection and AIDS are classified as category 3—so by default clients taking HIV medication are a category 3 risk:
1) Nucleoside reverse transcriptase inhibitors (NRTIs)

2) Non-nucleoside reverse transcriptase inhibitors (NNRTIs);
· Ritonavir-boosted protease inhibitors;
c) Clients with a category 1 & 2 risk condition are candidates for using this method.
PROCEDURE:

1. Provide client-centered care through quality counseling and education using the 5 key principles:

a) Establish and maintain rapport with the client;
b) Assess the client’s needs and personalize discussions accordingly;
c) Work with the client interactively to establish a plan;
d) Provide information that can be understood and retained by the client; and

e) Confirm the client’s understanding using a technique such as the teach-back method.
2. Review medical history:
a) Significant illness;
b) Allergies;
c) Current medications -  prescriptive and over-the-counter (OTC);
d) Use of tobacco, alcohol, and other drugs;
e) Immunization and Rubella status;
f) Contraceptive use;
g) Menstrual history;
h) Sexual history including risk for STIs;
i) Obstetrical history;
j) Gynecological and Pap test history;
k) Surgical history;
l) Hospitalizations;
m) Family History;
n) In utero exposure to diethylstilbestrol (DES); and
o) Reproductive life plan.
3. For females, review last menstrual period (LMP) and compliance with contraceptive method (if applicable).  Assess for risk of current pregnancy.  Offer pregnancy test if indicated.
· A healthcare provider can be reasonably certain that a woman is not pregnant if she has no symptoms or signs of pregnancy and meets the following: 

· Is ≤7 days after the start of normal menses;
· Has not had sexual intercourse since the start of last normal menses;
· Has been correctly and consistently using a reliable method of contraception;
· Is ≤7 days after spontaneous or induced abortion; 

· Is within 4 weeks postpartum;
· Is fully or nearly fully breastfeeding (exclusively breastfeeding or the vast majority [≥85%] of feeds are breastfeeds), amenorrheic, and < 6 months postpartum.  

4. Assess for recent sexual activity where intercourse was unprotected and offer emergency contraception (EC) for immediate use if indicated. 
a) Note that if ella®  is the EC formulation administered, a reliable barrier method of contraception should be used with subsequent acts of intercourse that occur within the next 14 days.  Because ella® and the progestin component of hormonal contraceptives both bind to the progesterone receptor, using them together could reduce their contraceptive effect.  After using ella® if a woman wishes to use hormonal contraception, she should do so no sooner than 5 days after the intake of ella®.
5. Blood Pressure: normal <140/90; refer clients with blood pressure reading > 140 systolic or > 90 diastolic to a primary care provider for further evaluation- USPSTF recommends screening for high blood pressure in adults age 18 and older, obtain measurements outside of clinical setting for diagnostic confirmation before starting treatment; Grade A Recommendation (October 2015).  Blood pressure assessment will be provided for clients of all ages despite the USPSTF (October 2013) conclusion that there is insufficient evidence to assess the balance of benefits and harms for screening for primary hypertension in asymptomatic children and adolescents to prevent subsequent cardiovascular disease in childhood or adulthood; Grade I Recommendation. 
6. Weight/Height: obtain body mass index (BMI) - USPSTF recommends screening all adults for obesity.  Clinicians should offer or refer clients with a BMI of 30 kg/m2 or higher to intensive, multicomponent behavioral interventions; Grade B Recommendation (June 2012).
7. Screen for STIs (if the client has not been screened) according to STI screening guidelines (see STI Screening Policies and Procedures).
8. Discuss the client’s reproductive life plan about becoming pregnant by asking: 
a) Do you have children now?

b) Do you want to have (more) children?

c) How many (more) children would you like to have and when?

· If the client does not want a child at this time and is sexually active, then offer contraceptive services.
· If the client desires pregnancy testing, then provide pregnancy testing and preconception counseling.
· If the client wants to have a child now, then provide services to help the client achieve pregnancy and provide preconception counseling.
· If the client wants to have a child and is experiencing difficulty conceiving, then   provide basic infertility services.
9. Present all birth control method options for which the client has no U.S. MEC category 4 risk conditions, beginning with the most effective methods.
10. Each client will receive client instructions regarding warning signs, common side effects, risks, method of use, alternative methods, use of secondary method, and clinic follow-up schedule.  Document client education and understanding of the method of choice.
PLAN:
1. Spermicides may be initiated at any time.
a) Spermicidal gels, creams, and foam are commonly marketed for use with a diaphragm but may be used alone for contraception.  
· Different concentrations of N-9 are available depending on the product.
b) Spermicidal suppositories can be used alone or with a condom. 

· Adequate time between insertion and intercourse (10-15 minutes) is essential for the spermicide to dissolve and disperse.  

c) Spermicidal film can be used alone or with condoms, diaphragm or cervical caps.   

· The sheet must be inserted on or near the cervix at least 15 minutes before intercourse for the sheet to melt and disperse.   

· Placing the film on top of the penis is not recommended as the film will not have adequate time to dissolve or may not be placed against the cervical os properly.
d) Contraceptive sponge is a single-use vaginal spermicide.

· Its concave shape is designed to fit over the cervix and this decreases the chance of displacement during intercourse.   

· It is moistened with tap water prior to use and inserted deep into the vagina.  

· The sponge protects up to 24 hours, no matter how many times intercourse occurs.  

· After intercourse, the sponge must be left in for 6 hours before it is removed.  

· It is not recommended to be left in longer than 24 to 30 hours because of the rare risk of Toxic Shock Syndrome.
2. Provide client with a supply of spermicides.
3. Offer and provide condoms for use as a back-up method and for STI protection.
4. The decision to offer and dispense future-use EC should be made on an individualized basis and should include shared decision making between the provider and the client.  The practice of offering and dispensing future-use EC to all clients has had no impact on unplanned pregnancy rates.  Data shows that clients who had EC available at the time of unprotected intercourse either didn’t take it at all or took it incorrectly.  Additionally, the practice of providing EC to all clients represents a significant cost to the agency.  Clients requesting (those that self-identify that they need or want) EC for future use and those using less reliable methods of birth control (tier 3 methods) might benefit most from having future-use EC made available.
a) Instruct the client to wait 5 days after the administration of ella® before initiating combined oral contraceptives.  Recommend the use of a barrier method of contraception with all subsequent acts of intercourse that occur within the next 14 days.
5. Review client’s history and access of recommended health screenings.  Send a Release of Records for past health screenings, if performed elsewhere.
6. Offer and schedule a Reproductive Health Well Visit with the prescribing provider if the client has not had one within the past 12 months.

ROUTINE FOLLOW-UP

1. The recommendations listed below address when routine follow-up is recommended for safe and effective continued use of contraception for healthy women and men.  Although routine follow-up is not necessary for the use of spermicides, recommendations might vary for different users and different situations.  Specific populations such as adolescents, those with certain medical conditions or characteristics, and those with multiple conditions may benefit from more frequent follow-up visits. 

a) Advise a client to return at any time to discuss side effects or other problems, or if the client wants to change the method being used.  

b) At other routine visits, healthcare providers should do the following:

· Assess the client’s satisfaction with the contraceptive method and whether the client has any concerns about method use; and
· Assess any changes in health status, including medications that would change the appropriateness of using spermicides for safe and effective continued use on the basis of the U.S. MEC. 

MANAGING PROBLEMS 
1. Recurrent vaginal or vulvar irritation, without sign of infection, may indicate an allergy or sensitivity to the product; providers may suggest client try another product or contraceptive method.
a) If symptom(s) persist after discontinuing method reevaluate for other etiology (e.g. STI exposure, yeast vaginitis, or bacterial vaginosis).
2. Counsel client that urinary tract infections may occur, especially when using spermicides 2 or more times a day.
3. Instruct the client using the contraceptive sponge, to seek emergency medical care if they develop any signs and symptoms of Toxic Shock Syndrome.

CLIENT EDUCATION

1. All women capable of pregnancy should be counseled about the need to take a daily supplement containing 0.4 milligrams of folic acid (USPSTF, May 2009).
2. Provide client information on all birth control methods; it is important that the client understands all options available to decrease risk of pregnancy.
3. Advise client to call clinic if they have any questions or concerns regarding their birth control method.

4. Advise client that spermicides must be used every time vaginal intercourse occurs.
5. Counsel the client on their individual risk of STI acquisition or transmission; when using N-9 spermicides at more than 3 applications per day, the risk of HIV is increased compared to placebo.

6. Advise client that douching after intercourse is not recommended.
7. Advise client to use condoms for protection against STIs.
8. Inform clients who are using the contraceptive sponge of the signs and symptoms of Toxic Shock Syndrome (clients should be informed to seek immediate care if any warning signs are noted):
a) Sudden high fever;
b) Chills;
c) Vomiting;
d) Diarrhea;
e) Muscle aches; 

f) Sunburn-like rash.
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