FAMILY PLANNING MINIMUM REQUIREMENTS
FAMILY PLANNING MINIMUM REQUIREMENTS

(continued)

	    
	INITIAL VISIT
Females and Males
	ANNUAL VISIT

Females and Males
	SUPPLY OR FOLLOW UP VISIT
Females and Males
	PREGNANCY TEST VISIT
Females Only
	ECP VISIT
Females Only

	MEDICAL

HISTORY
	· Significant illnesses; hospitalizations; chronic or acute medical conditions

· Allergies

· Current prescription medication or over-the-counter medications

· Tobacco, alcohol and other illegal drug use, including intravenous drug use 

· Immunization and Rubella status

· Review of systems

· Pertinent immediate family history
	· Identify any changes to  medical history 

	· Identify any changes to  medical history 


	
	· Unprotected intercourse


	REPRODUCTIVE HISTORY
	· Partner/sexual history 

· STD, including HIV & HBV
· FEMALES: Menstrual history, obstetrical history, and gynecological conditions, contraceptive use past and current, including adverse reactions

· MALES; Urological conditions
	· Identify any changes to reproductive history
	· Identify any changes to reproductive history
	· Date of last menstrual period

· Partner/sexual history 

· Present contraceptive use

· Contraceptive accident or failure
	· Date of last menstrual period

· Ovulation fertility risk

· Partner/sexual history 

· Present contraceptive use

· Contraceptive accident or failure

	RISK ASSESSMENT
	· Abuse or domestic violence

· Substance abuse

· STD/HIV exposure

· Contraindication to a specific method

· Breast and cervical cancer screening
	· Abuse or domestic violence

· Substance abuse

· STD/HIV exposure

· Contraindication to a specific method

· Breast and cervical cancer screening 
	· Observe for potential abuse or domestic violence

· Compliance with routine contraceptive method

· Side effects to present method
	· Pregnancy planned or unplanned

· Observe for abuse or domestic violence

· STD/HIV exposure

· Compliance with routine contraceptive method 
	· Observe for abuse or domestic violence

· STD/HIV exposure

· Compliance with routine contraceptive method

	PHYSICAL 

EXAM
	· General appearance

· Mental status

· Neck and thyroid

· Respiratory effort and auscultation of lungs

· Auscultation of heart
· Exam of abdomen with palpation of liver/spleen

· Female Only:
-Inspection and palpation of the                     breasts/axillae per PHPR Breast Cancer Screening
-Pelvic exam at > 21 years old, or symptomatic at any age.  External pelvic exam may benefit adolescents in anatomy and physiology education and assessment of sexual development.  See Cancer Screening Guidelines for Pelvic Examination.

· Male Only:

    Testicular exam   
	· General appearance

· Mental status
· Inspection of lower extremities
· Female Only:
-Inspection and palpation of the breasts/axillae per PHPR Breast Cancer Screening.
-Pelvic exam at > 21 years old, or symptomatic at any age.  External pelvic exam may benefit adolescents in anatomy and physiology education and assessment of sexual development. See Cancer Screening Guidelines for Pelvic Examination.

· Male Only:

    Testicular exam     


	· As indicated 
	· General appearance
	· As indicated

	LABORATORY

Lab services as defined by the age specific periodicity matrixes, as defined in the Lab section of the PHPR, are recommended 

and should be offered either at time of service or follow up visit.


	· Pap test as recommended by the PHPR Cervical Cancer Screening guidelines 
· Chlamydia/Gonorrhea –  annual routine screening for age ≤ 25 years in areas of high positivity:  < 25 within areas of low positivity and all 26 or older should only be tested if symptoms, exposure, new partner or multiple partner within 60 days per STD PHPR Infertility Prevention Project.
Other labs as indicated by method choice, medical history, PHPR Adult Preventive guidelines:
· STD/HIV testing as indicated by history
· blood glucose
· cholesterol
· urinalysis
· wet mount
· hemoglobin 
· fecal occult blood 

	· Pap test as recommended by the PHPR Cervical Cancer Screening guidelines
·  Chlamydia/Gonorrhea – annual routine screening for age ≤ 25 years in areas of high positivity:  < 25 within areas of low positivity and all 26 or older should only be tested if symptoms, exposure, new partner or multiple partner within 60 days per STD PHPR Infertility Prevention Project.

Other labs as indicated by method choice, medical history, PHPR Adult Preventive guidelines:

· STD/HIV testing as indicated by history

· blood glucose
· cholesterol
· urinalysis
· wet mount
· hemoglobin
· fecal occult blood 
	· STD/HIV testing as indicated 

· Other labs as indicated

	· Urine pregnancy test
NEGATIVE  RESULTS

· STD/HIV testing as indicated

· Chlamydia/Gonorrhea – annual routine screening for age ≤ 25 years in areas of high positivity:  < 25 within areas of low positivity and all 26 or older should only be tested if symptoms, exposure, new partner or multiple partner within 60 days per STD PHPR Infertility Prevention Project.

· Other labs as indicated

POSITIVE RESULTS

Follow Prenatal PHPR guidelines for labs 
	· STD/HIV testing as indicated

· Chlamydia/Gonorrhea – annual routine screening for age ≤ 25 years in areas of high positivity:  < 25 within areas of low positivity and all 26 or older should only be tested if symptoms, exposure, new partner or multiple partner within 60 days per STD PHPR Infertility Prevention Project.

· Other labs as indicated



	BLOOD PRESSURE
	· Yes   
	· Yes
	· Yes
	· Yes
	· Yes

	HEIGHT/

WEIGHT/BMI
	· Height/weight/BMI (If >25, recommend nutritional counseling)
	· Height/weight/BMI (If >25, recommend nutritional counseling)
	·  As indicated
	· New Patients Height/weight/BMI (If >25, recommend nutritional counseling. Use pre-pregnancy BMI for MNT referrals)
	

	COUNSELING

Documentation of the distribution of the Family Planning Teaching Sheets under the collective heading “Family Planning Education Materials” (FPEM) will satisfy documentation of counseling
	· FPEM 19 – Family Planning Booklet

    Benefits of family planning; resources for mental health and/or substance abuse, domestic violence hotline and rape crisis hotline; family planning services; female and male reproductive systems to educate on basic anatomy and physiology; contraception choices, emergency contraception, and how to use a condom; STD/HIV education; screening pap test; testicular exam for males; breast exam for females; and healthy lifestyle choices for preconception care.

· Method specific FPEM

· FPEM-2 Emergency Contraception 

· Provide 24 hour Emergency Number

· As indicated:

Alcohol, tobacco, or drug abuse

DES exposure

Resisting sexual coercion and encouraging  

    parental involvement with teens

PAM ACH-263 HIV/AIDS

ACHES


	· As assessed for individual patient needs.
	· Other as indicated 
	· Pregnancy Test Visit (ACH 265) 
Negative Pregnancy test

· FPEM-1 Benefits of a planned pregnancy; compliance with routine method or schedule for a family planning initial visit

· FPEM-2 Emergency contraception

· ACHI-9 Healthier Lifestyles for Family Planning 

POSITIVE PREGNANCY TEST

· Options Counseling to identify woman’s choice to maintain the pregnancy, adoption, or termination of pregnancy

As indicated from options above:

· PAM-ACH 8 Prenatal Care
· PAM-ACH-25 What is Lead? (see Lead Section recommendations for verbal risk assessment guidelines)

· Need for increase amount of folic acid if patient has history of NTD (see Preconception Folic Acid Section)
	· FPEM-1  Benefits of a planned pregnancy; compliance with routine method or schedule for a family planning  visit

· FPEM-2 Emergency Contraception
· ACHI-9 Healthier Lifestyles for Family Planning 



	PROVIDE
	· Contraceptive method of choice

· Folic acid supplementation for all women of childbearing age (See Preconception/Folic Acid Section)
· Recommend as indicated for social services and/or needed health care 

· Follow up visit as needed

· Provide backup or barrier method as needed


	· Contraceptive method of 

    choice

· Folic acid supplementation for all women of childbearing age (See Preconception/Folic Acid Section)
· Recommend as indicated for social services and/or needed health care 

· Follow up visit as needed

· Provide backup or barrier method as needed


	
	NEGATIVE TEST

· Schedule for family planning visit 

· Folic acid supplementation

· Follow recommendation in Preconception/Folic Acid Section

POSITIVE TEST - Provide services based on choice of options for pregnancy and resources for prenatal, care, adoption, foster care, or termination as appropriate.

· Presumptive eligibility and follow-up to Community Based Services for full Medicaid benefits (if indicated)
· A genetic services referral should be recommended for previous birth defects, including NTD.

· Refer for prenatal appointment to LHD or recommend private MD
· WIC referral
· Referral to HANDS or complete                 ACH-300 HANDS screen
· Provide Prenatal vitamin
	· Provide with FDA approved                                                        emergency contraception

· May provide with a contraceptive method of choice as defined in deferred exam protocol

· Schedule a family planning visit as needed

· Provide backup or barrier method as needed

· Folic acid supplementation for all women of childbearing age (See Preconception/Folic Acid Section



The Matrix identifies the minimal requirements for providing family planning services. 

FAMILY PLANNING SERVICES

I. CLIENT ACCESS TO SERVICES AND ADDRESSING BARRIERS
· Priority for family planning services must be given to low-income persons at or below 100% of the federal poverty guidelines, teens, and uninsured or underinsured women at risk of unintended pregnancy.
· Family planning services must be offered in a competent, non-discriminatory manner, respecting client confidentiality. 
· Clients are guaranteed the right to choose family planning providers and methods without coercion. Acceptance of family planning services must not be a prerequisite to eligibility for or receipt of any other service or assistance.

· Services must be provided without regard for religion, race, color, national origin, handicapping condition, age, sex, and durational residency, number of pregnancies, or marital status.
· Family planning facilities should be geographically accessible to the population served and should be available at times convenient to those seeking services. Facilities should be adequate to provide client-friendly confidential services.
· Protocols to ensure adequate delivery of “same-day” treatment for special family planning instances to prevent delay in treatment should be available. Examples of these special instances include but are not limited to the following: pregnancy testing, STD evaluation and treatment; provision of emergency contraception; possible interruption in birth control method; client seeking support after a domestic violence situation; client reporting thoughts of suicide; etc.  
II. EDUCATION, COUNSELING, AND INFORMED CONSENT   
· Client education and counseling must be appropriate to client’s age, level of knowledge, language, and socio-cultural background. Provide basic reproductive anatomy and physiology education as needed to assure understanding of how and when pregnancy can occur.
· The primary purpose of counseling in family planning is to assist patients to make informed decisions regarding their reproductive health by providing information and education to answer their questions about contraceptive choices, The FPEM-19 and FPEM-2 are family planning educational materials designed to provide information on all available methods of on-going contraception, preventive reproductive health issues, and Emergency Contraception (ECPs). 

· Family planning educational materials (FPEM) are located in the Forms and Teaching Sheets section of the PHPR.   All FPEM’s are available in English and Spanish versions.

· When initiating a new method of contraception, review instructions from the manufacturer’s insert and method specific FPEM.  Counseling on the chosen method of contraception will include benefits, risks, potential side effects and possible danger signs specific to the methods.  Inform the patient of the risk of pregnancy if the contraceptive method is not used as recommended or a contraceptive accident occurs.  

· Documentation of this counseling shall be noted on the FP-1 with notation of the method specific FPEM sheet (listed above) along with the client’s signature. This documentation along with the clients’ verbal acknowledgment of his/her understanding of the method ensures, to the extent possible, voluntary informed consent for the method.  

· Any method specific consent form or statement on the FP-1 must be updated if the client changes method, stops a method and then decides to resume it, or has a major change in health status

· Special consents required, in addition to the FP-1, are located in the Forms and Teaching Sheets section of the PHPR, under Family Planning:  IUD Insertion and/or Removal (ACH-280), Implanon Insertion and/or Removal (FP-3 and FP-4), Consent for Deferring a Physical Exam (ACH-264-B), Depo-Provera Consent (FP-2), and Sterilization Consent form (see below).  All consent forms are available in English and Spanish versions.

· Consent for Sterilization: Federally required consent forms are available in PDF form from http://www.hhs.gov/forms/publicuse.html or by mail order through

     The Office of Population Affairs Clearinghouse

      P.O. Box 30686

      Bethesda, MD 202824-0686 

     Phone: 866.640.7827 or FAX: 866.592.3299

· Screening of all clients for domestic violence and sexual assault through completion of Health Risk Assessment (ACH-94) at initial visit and review of ACH-94 at annual and pregnancy test visit(s).  

i. ACH-94 positive responses on domestic violence and sexual assault questions indicate further assessment and documentation (See optional Domestic Violence Documentation Form and Sexual Assault Documentation Form [DV/SA-1] in Forms Section).

ii. Definitions, screening guidelines, indicators, and reporting requirements for domestic violence and sexual assault may be found in the Lifestyles Section.   

· Additional Counseling for Adolescents: 

i. Assessment of need for age-appropriate immunizations according to Immunization Program guidelines.

ii. Encourage family participation through adolescent discussion of their family planning needs with a parent, an adult family member, or other trusted adult. 

iii. Parental consent is not needed to provide family planning services to an adolescent. Client’s signature on Informed Consent for Family Planning Methods (FP-1) documents this counseling. 

iv. Provide counseling at initial and repeat visits for full reproductive health services.

v. Provide counseling on resisting attempts to be coerced into engaging in sexual activities.  Client’s signature on consent form documents this counseling.

· Additional Counseling for Clients Born Between 1940 and 1970:

i. History of mother taking estrogen (diethystilbesterol –DES) during pregnancy to determine client’s prenatal exposure to DES, known to have caused genital abnormalities and potential development of adenocarcinoma later in life.

ii. Patient with history of DES exposure should be counseled regarding recommendation for special screening (colposcopy) for adenocarcinoma of the genital tract.    

· Additional Services for Clients after Receiving Sterilization:

i.   Encourage clients to continue participation with the Family Planning Program to obtain preventive health services including STD detection and prevention and cancer screening.
III. Methods of Fertility Regulation
All Food and Drug Administration (FDA) methods of contraception must be offered. With limited LHD resources, it may become necessary to limit provision of any given method. When new methods are introduced, a local health department may elect to postpone offering them in their communities until staff has received training (either through DPH, pharmaceutical representative, or other sources). These methods must be made available onsite or by formal contractual referral and include:  

· Abstinence from sexual intercourse  (FPEM-3)

· Fertility Awareness Methods/Natural Family Planning  (FPEM-13)

· Barrier Methods

1) Diaphragm with gel or cream/cervical caps (trained clinician available); spermicides [foam, contraceptive film, suppositories] (FPEM-14, FPEM-17, and FPEM-18)

2) Male and female condoms (FPEM-15 and FPEM-16)

· Oral Contraceptive Pills combined (FPEM-4) and progestin only pills (FPEM-5) in a reasonable range of doses to cover the needs of the majority of clients

· Transdermal Hormonal Contraceptive Patch [Ortho Evra®] (FPEM-8)

· Vaginal Hormonal Contraceptive Ring [NuvaRing®] (FPEM-9)

· Depo-Provera Contraceptive Injections [DMPA] (FPEM-6)

· Intrauterine Devices or Systems [IUD] (FPEM-10)

· Emergency Contraceptive Pills [ECPs] (FPEM-2) 

· Female and Male Sterilization [federal forms “Information for Men-Your Sterilization Operation”, Information for Women-Your Sterilization Operation”] plus (FPEM-11 and FPEM-12).

IV. INFERTILITY SERVICES
Basic infertility services (Level 1) must be offered to both women and men including completion of a thorough history and physical examination with appropriate counseling and recommendation to see specialist if Level II (includes such testing as semen analysis, assessment of ovulatory function and postcoital testing) or Level III (more sophisticated and complex than Level I Level II services).

Grantees must provide Level I infertility services as a minimum. Level II infertility services may be offered in projects with clinicians who have special training in infertility. Level III
services are considered to be beyond the scope of Title X program.

v.  FAMILY PLANNING PREGNANCY TESTS
Minimal history shall be brief and include: LMP, associated symptoms, duration, current medications, use of alcohol, drugs, tobacco, and history of NTD.  Examination shall consist of height, weight, blood pressure, BMI, and statement of general appearance. Diagnostic procedure is a urine pregnancy test, and management includes health education and guidance for follow-up care.  Options counseling shall be provided on all positive pregnancy tests and appropriate education and care provided based on the woman’s choice.
Documentation and distribution of pregnancy test education materials under the heading of “Pregnancy Test Education Materials” (PTEM) will satisfy documentation of counseling.

VI. OPTIONS COUNSELING

Abortion is not a method of family planning. Family planning agencies with Title X funds must not arrange for, pay for, or transport clients for this service. 

In accordance with CFR Title 42, Volume 1, Part 59, Subpart A, per request, pregnant women must be offered the opportunity to be provided information and counseling regarding each of the following options:

· Prenatal care and delivery

· Infant care, foster care, adoption

· Pregnancy termination

Such information and counseling should be provided in a nondirective manner on each of the options with provider names, addresses, and phone numbers. Exceptions may be made with respect to any option(s) about which the pregnant woman indicates she does not wish to receive such information and counseling.  

*Adoption Referral Agency listing of area agencies can be obtained from the state Title X Program staff. 

VII. SERVICES TO MALES

· Male Clients:

i. Requesting temporary methods of contraception: physical examination is not required although the service should be offered.

ii. Requesting vasectomy: physical examination, including testicular exam and instruction in self-testicular exam, is required.

iii. All males need to receive counseling about sexual and reproductive health matters such as:

· Contraceptive use (how to put on a condom)

· Self testicular exam

· STD prevention

· Abstinence

VIII. Sexually Transmitted Diseases
· Condom Distribution

In coordination with the STD Program, “brown bags” should be provided in a confidential manner at each Title X clinic. Ideally, they should be made available to clients without requiring contact with clinic staff. The brown bags should contain condoms; instructions on applying a condom correctly; STD and HIV/AIDS information; unintended pregnancy prevention/family planning services; and clinic hours and phone number.

·   Infertility Prevention Project (IPP)

All family planning clinics participate in the CDC Infertility Prevention Project within Region IV.  The CDC, in collaboration with the Office of Population Affairs (OPA) of the Department of Health and Human Services (HHS), supports a national Infertility Prevention Program (IPP) that funds chlamydia screening and treatment services for low-income, sexually active women attending family planning, STD, and other women’s healthcare clinics.  Federal funds support screening for and treatment of chlamydia and gonorrhea among sexually-active, low-income women attending public clinics to prevent infertility.  http://www.cdc.gov/std/infertility/ipp.htm.

IX. CONTRACEPTIVE METHOD FOLLOW-UP 

· First Time Users of Oral Contraceptives: Return in 3 months but no later than 6 months for method evaluation and supplies to last until next consultation unless medically contraindicated.

· Clients Continuing Oral Contraceptives: May provide a full year supply, based on patient’s compliance and tolerance of present prescription, to prevent the need to return for a routine supply visit.

· IUD Insertion or Diaphragm Fitting: Return in 4-6 weeks for evaluation, then annually.

· Depo-Provera Users: Counsel on necessity of receiving injections on time.

X. Physical Examination Deferral

Patients requesting a contraceptive method, such as oral contraceptives, Depo Provera, NuvaRing®, or Ortho Evra® and not able to get the required age appropriate physical examination before the initiation of the method for either client or client scheduling/staffing reasons may have the physical examination deferred up to 3 months if the physician/APRN responsible for the medical direction of family planning services signs the deferral protocol (ACH 264B). Agency-specific guidance must be provided on Line 1 of the protocol.

Clear guidance including the specific type of oral contraceptive to be provided, whether a verbal order or telephone order is required, and any other related information must be provided on the signed protocol. In addition, appropriate client history and examination must be completed, the client signature obtained, and the appropriate method specific teaching sheet provided to the client.

XI. RUBELLA GUIDELINES

Offer and administer 1 dose of MMR vaccine to women whose rubella vaccination history is unreliable or who lack laboratory evidence of immunity. For women of childbearing age, regardless of birth year, routinely determine rubella immunity and counsel regarding congenital rubella syndrome. (See PHPR, Immunization section)

XII. RESOURCE INFORMATION
The PHPR birth control method specific information does not represent all clinical information necessary to assess individual client risks and benefits. The “Managing Contraceptive” pocket guide is provided by the state Family Planning Program and is a recommended resource.  Additional resources include the Centers for Disease and Prevention (CDC), American College of Obstetricians and Gynecologists (ACOG), American Society for Colposcopy and Cervical Pathology (ASCCP), World Health Organization (WHO), Physicians’ Desk Reference (PDR), and the contraceptive method manufacture’s recommendations.  It is the prescriber’s responsibility to use their clinical judgment to assess each patient’s individual clinical situation when prescribing a method.  All possible clinical situations cannot be covered in this document.
PROTOCOL FOR DEFERRING A PHYSICAL EXAMINATION

BEFORE DISPENSING OR ADMINISTERING A CONTRACEPTIVE
An initial or annual physical may need to be deferred before dispensing or administering a prescriptive contraceptive for a variety of reasons including, but not limited to, the patient’s request, renewal of existing method, recent birth, lack of available clinic appointment time and/or the NP/MD is not available, or patient is at risk for pregnancy and requests to start on a hormonal method.
The following guidelines represent the absolute minimal requirements that must be met prior to deferring the physical examination.

1. Obtain a comprehensive medical history on the patient and her family.

2. Screen for contraindications to the method (refer to specific method).
3. Obtain blood pressure, weight, and height.

4. Elicit a history for an unresolved abnormal Pap test or breast mass.

5. Elicit a history for possible STD symptoms and/or possible recent contact to an STD.

6. Determine lactation and post delivery status.

7. Counsel the patient on the benefits/risks/side effects and the correct use of the desired birth control method.

8. Obtain the patient’s written consent for the method of choice on consent form ACH-264-B and provide appropriate handout(s).  Encourage patient to read the FDA patient insert.

9. Patient should be given foam/VCF and/or condoms for backup and STD protection.

10. Patient should be told not to smoke and the risks associated with doing so should be discussed.

11. An appointment for a physical examination should be given, and if the patient misses the appointment, attempts to follow-up should be made and documented in the patient’s medical record.
12. If a hormonal method is contraindicated, a barrier method should be provided until the patient is evaluated by the NP/MD for a prescriptive method.                                     

The patient may have her physical examination deferred up to three months if the above evaluation has been done and contraindications have been eliminated. Choose one of the following options and schedule the patient within three months for her examination with the NP/MD:

1. Provide three month supply of current method, Ortho Evra® Patch, NuvaRing® or  the following oral contraceptives:  _____________________________________________________

2. Provide one injection of Depo-Provera 150 mg deep IM in the gluteus maximus or deltoid muscle. Do not massage the injection site (see DMPA guidelines).

3. Provide one injection of Depo-Provera SQ 104 mg into anterior thigh or abdomen (as instructed by package insert.  Studies not completed on effectiveness if given in the arm.) 

4. The order for the prescriptive method must be signed by the NP/MD within 10 days of providing the method.

_______________________________________

                                                                  M.D. Signature


      Date

DEPO-PROVERA (DMPA)

A. Indications and Usage

1. Per FDA black box warning information:

2. Such clinical situations where another method may be considered inadequate include noncompliance to other methods, contraindications to estrogen use, severe dysmenorrhea and need for amenorrhea.  

3. All family planning patients on Depo-Provera for 2 years or more should be counseled on the possibility of bone loss with long term use.  If the patient chooses to continue Depo-Provera greater than 2 years, a waiver (FP-2) should be signed annually.

4. All women using DMPA, including teens, should be instructed to eat foods high in calcium and be encouraged to take calcium supplements. It is recommended that women ages 19-50 take 1000 mg of calcium daily. Adolescents, 9-18 years, should take 1200 mg of calcium daily
5. Depo-Provera is a contraceptive injection that contains medroxyprogesterone acetate, a 

derivative of progesterone.  Its mechanism of action is prevention of ovulation and 

endometrial thinning.  The risk of pregnancy is <1% when injections are given 


regularly.

6. The recommended patient profile is the woman who desires long-term reversible 


contraception that may be unable to use estrogen and/or desires contraceptive privacy.  

She must be able to tolerate irregular menstrual cycles and be compliant with injection 

schedules.  She must understand that once the method is stopped, her return to fertility 

may be delayed.

7. Practitioners should be reminded that Depo-Provera is a thick suspension and must be 
shaken vigorously immediately prior to use.  If the product is not completely shaken and   resuspended immediately before use, the solid particles will not maintain adequate dispersion and difficulty may be experienced in withdrawing/injecting the full dose.

8. Package insert states “To ensure the patient is not pregnant at the time of the first injection, the first injection MUST be given ONLY during the first 5 days of a normal menstrual period; ONLY within the first 5-days PP if not breast-feeding; and if exclusively breast-feeding, ONLY at the sixth PP week.”  Research demonstrates quick start on the day of visit increases prevention of unintended pregnancy and compliance.  A back up method must be used for the first 7 days.  
B.  Prescribing Precautions

1. Known or suspected pregnancy

2. Undiagnosed vaginal bleeding

3. History of breast cancer, MI, or stroke
4. Blood pressure >160 systolic or >100 diastolic

DEPO-PROVERA (DMPA)

(continued)

5. Thromboembolic disorders including thrombophlebitis, current or past history of thromboembolic disorders, or cerebral vascular disease
6. Liver disease or dysfunction
7. Hypersensitivity to DMPA
8. Warningss:

Discontinue Depo-Provera CI in patients who develop thrombosis.

Cancer Risks:  Monitor women with breast nodules or a strong family history of breast cancer carefully.

Ectopic Pregnancy:  Consider ectopic pregnancy if a woman using Depo-Provera CI becomes pregnant or complains of severe abdominal pain.

Anaphylaxis and Anaphylactoid Reaction:  Provide emergency medical treatment

Liver Function:  Discontinue Depo-Provera CI if jaundice or disturbances of liver function develop

Carbohydrate Metabolism:  Monitor diabetic patients carefully.

9. Most common adverse reactions are:  menstrual irregularities (bleeding and spotting), abdominal pain/discomfort, weight gain > 10 lbs at 24 months, dizziness, headache, nervousness, and decreased libido.

C. Patient Counseling/Evaluation

1. Review and provide FPEM-6 at initial injection 

2. If the physical exam is deferred for the first injection, follow protocols in this section

3. Emphasize the need for injection every ​11–13 weeks for Depo-Provera 150 mg IM and condom usage for STD/HIV protection

4. Emphasize the need for injection every 12–14 weeks for Depo-Provera 104 mg SQ and condom usage for STD/HIV protection.

5. Drugs or herbal products that induce certain enzymes, including CYP3A4, may decrease the effectiveness of contraceptive drug products.  Counsel patients to use a back-up method or alternative method of contraception when enzyme inducers are used with Depo-Provera.  Some drugs or herbal products that may decrease the effectiveness of hormonal contraceptive include: barbiturates, bosentan, carbamazepine, felbamate, griseofulvin, oxcarbazepine, phenytoin, rifampin, St. John’s wort, and topiramate.

6. Depo-Provera does not protect against HIV infection (AIDS) and other sexually transmitted diseases.

7. Counsel on risk of potential bone loss.

References:

1. “Managing Contraception For Your Pocket 2007–2009”, Mimi Zieman, MD, et al

2. FDA drug information at http://www.accessdata.fda.gov/drugsatfda_docs/label/2010/020246s036lbl.pdf.

3. http://www.pfizer.com/products 
Initial Injection of DMPA or Late Reinjection (more than 13 and 0/7 weeks since last injection) of DMPA
Copyright “A Pocket Guide to Managing Contraception, 2007-2009”































PROTOCOL FOR EMERGENCY CONTRACEPTIVE PILLS (ECPs)

(Adapted from “Managing Contraceptives For Your Pocket 2007–2009” and ACOG Practice Bulletin, Emergency Contraception, Number 65, December 2005, Reaffirmed 2007)

Start ECPs as soon as possible, after patient presents with history of unprotected or inadequately protected sexual intercourse.  ECPs can be used up to 120 hours (5 days), but sooner is better.  ECP is most effective if taken immediately or within 12 hours.   For more information, go to: 

http://ec.princeton.edu/questions/dose.html 

http://www.planbonestep.com/plan-b-prescribers/index.aspx.

http://www.mynextchoice.com/index_prescribers.asp.

Obtain and document history including LMP, compliance with contraceptive use, history of sexual assault* and/or possible STD exposure


Performing a Urine Pregnancy Test is Optional



     







       











*Any sexual assault shall be reported as dictated by law and referrals made based on patient’s needs. KRS 216B.400
The LHD medical director must document the specific ECP method and dosing approved as a standing order.

________________________________________________________________________________________________
________________________________________

M.D. Signature



Date
INTRAUTERINE DEVICE (IUD)

A. Indications and Usage

1. The IUD is indicated for contraception and the expected pregnancy rate is <1%.

2. The mechanism of action may be interference with sperm transport, fertilization, or implantation.

3. Recommended patient profile is for a mutually monogamous relationship without history of pelvic inflammatory disease (PID), HIV infection, injecting drug use, leukemia or other medical conditions that are associated with increased susceptibility to infection
B.    Prescribing Precautions IUD Contraindications:

1. Pregnancy 

2. Women with current STI, STI within 3 months or women at risk (multiple sex partners)

3. Uterus < 6 cm or > 9 cm per package insert, but may be able to use if > 9 cm.  Some clinicians use an upper limit of 10–12 cm.
4. Undiagnosed abnormal vaginal bleeding

5. Active cervicitis or active pelvic infection or known symptomatic actinomycosis

6. Recent endometritis (last 3 months); See WHO Recommendations, A-6

7. Uterine distortion or pathology preventing even distribution of copper ions of fundal placement of IUD

8. AIDS (WHO: 3) HIV (WHO: 3) – because women with HIV/AIDS may still be at risk for other STIs.  However, IUDs do not increase complications in women with HIV/AIDS [Curtis – 2002].  This “3” is not evidence-based

9. Known or suspected uterine or cervical cancer; unresolved abnormal Pap smear

10. Severe anemia (relative contraindication) (Levonorgestrel IUD would be a good choice for this patient.) 

11. May be used by woman with past history of ectopic pregnancy (WHO:1) although packaging says to avoid use in women with risk factors for ectopic pregnancy. 

12.   ParaGard Contraindications:  Allergy to Copper, Wilson’s disease
13.   Mirena Contraindication:  Intolerance to progestin; possible progestin side effects                                                            include headache, acne, moodiness.  Side effects are rare secondary to minimal absorption of the hormone.
C.   Patient Counseling/Evaluation

1. Prior to IUD insertion, the patient will have been counseled on the benefits, risks, side effects, and contraindications to the method.

2. The patient must be provided with the package insert and FPEM-10 with adequate time allowed for her questions to be answered prior to signing the consent.

3. A complete medical and social history shall be obtained to rule out contraindications.

4. A thorough medical examination including pelvic, Pap, and chlamydia and gonorrhea testing in high risk patients shall be performed as close to the date of insertion as possible.
INTRAUTERINE DEVICE (IUD)
(continued)

5. A pregnancy test performed on the day of insertion shall be negative.

6. Clinicians shall use strict aseptic technique, including cleansing of the cervix with an antiseptic solution prior to insertion.  The cervix shall be sounded prior to the IUD insertion to determine the degree of patency, direction and depth of the uterine activity.

7. Patient shall be taught how to check her IUD strings after each monthly period.

8. The patient with an IUD insertion shall have a return appointment with the clinician within 4–6 weeks post insertion for follow-up.

9. Health care providers should be aware that syncope and bradycardia may occur at the time of IUD insertion or removal and must be prepared to treat the condition.

10. The IUD shall be removed for the following medical reasons: PID, pregnancy, genital symptomatic actinomycosis, uterine perforation, partial expulsion, intractable pelvic pain or metrorrhagia, menorrhagia induced anemia, cervical or uterine cancer, patient request, sexually transmitted infection, HIV positive patient or partner, patient’s relationship ceases to be mutually monogamous.

11. If the retrieval threads cannot be visualized, localization of the IUD is advisable and pregnancy, uterine perforation or expulsion should be ruled out.

12. In the event a pregnancy occurs with an IUD, it must be immediately determined if the pregnancy is ectopic and treated accordingly.  If the pregnancy is intrauterine, the IUD should be removed, if possible, due to the risk of septic abortion.
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Combined (ESTROGEN and PROGESTIN) CONTAINING CONTRACEPTION

(Pills, Patch, Ring)
A. Indications and Usage

1. Most popular, reversible contraceptives in the United States

2. Highly effective with few adverse side effects

3. Noncontraceptive benefits include decreased risk of ovarian and endometrial cancer, decrease in PID, ectopic pregnancy, dysmenorrhea, and menstrual blood loss.
B. Prescribing Precautions 
       (Refer to details in Managing Contraception Pocket Guide 2007-2009 and Package Insert)
1. Thrombophlebitis, thromboembolic disease or history of deep venous thrombosis or pulmonary embolism (unless anticoagulated)

2. Family history of close members with unexplained VTE at an early age (e.g. Factor V Leiden mutation)


3. Cerebral vascular disease or coronary artery disease

4. Current breast cancer (WHO: 4)

5. Past breast cancer and no evidence of current disease for 5 years (WHO: 3)

6. Endometrial carcinoma or other estrogen dependent neoplasia (excluding endometriosis and leiomyoma) WHO rates endometrial cancer a “1” for COCs

7. Unexplained vaginal bleeding suspicious for serious condition (before evaluation) (WHO: 2)

8. Cholestatic jaundice of pregnancy or jaundice with prior pill use

9. Hepatic adenoma or carcinoma or significant hepatic dysfunction

10. Smoking after age 35.  

11. Complicated or prolonged diabetes, systemic lupus erythematosus (if vascular changes)

12. Severe migraine with aura or other neurologic symptoms

13. Breastfeeding women (without supplementation) until breastfeeding well established

14. Hypersensitivity to any components of pills

15. Daily use of certain broad spectrum antibiotics.  (See package insert for further details)

16. Certain medications like anticonvulsants and St. John’s Wort may decrease the effectiveness of COCs.

17. Hypertension uncontrolled with medication 

COMBINED (ESTROGEN and PROGESTIN) CONTAINING
{combined oral contraceptives (COCs)}
(continued)
C.
Patient Counseling/Evaluation

1. A complete medical history shall be obtained that includes but is not limited to family medical, surgical, obstetrical, menstrual, and sexual history (CH-13).

2. An age appropriate physical examination may be done before COCs or POPs are prescribed.  However, this may be deferred up to three months if indicated and deferral signed by a MD responsible for the medical direction of the agency’s family planning program.  Certain patients (i.e. virginal patients or for up to three years after initiation of sexual activity) are not required to receive a pelvic exam or pap smear before starting COC’s or POP’s
3. If a Pap test has been completed from outside provider, document on the physical exam form “see incoming records for the Pap test.”

4. The patient shall be counseled on the benefits, risks, and potential side effects including danger signs and provided the FPEM-4 at the initial OC visit.

5. The patient shall be counseled to use condoms as a backup method for STD/HIV protection.

6. The healthcare provider shall instruct the patient about how to take the tablets and when to initiate them.

7. Dangers of smoking shall be discussed with any patient who smokes and she shall be offered a cessation program.

8. New OC users may be provided 3–4 cycles of pills and asked to return in 3 months for a supply visit for evaluation.  At that time, she may be provided the remainder of the practitioner’s order.

9. A patient established on OCs without problems, presenting at an initial family planning exam, may be issued a full year’s supply of her current oral contraceptive and omit the usual 3 month supply visit.

10. PP  lactating women should begin COCs when breast feeding is well established.  POP’s and Depo-Provera do not effect lactation and may begin after delivery.
11. Patients experiencing break-through-bleeding (BTB) may benefit by switching to an OC with another category of progestin once infection and incorrect use have been excluded.

12. When consideration is given to switching to an alternative formulation to reduce or eliminate troublesome side effects, the change generally should be made only after giving the current OC at least a two to three-month trial.
13. Patients developing elevated blood pressure or headaches on COCs shall be closely monitored and may benefit from using a progestin-only method.
14. Resuming regular use of contraceptive after use of ECPs
a. Start using regular method immediately.  ECPS offer no lingering reliable protection

b. 
If missed OCs, restart day after ECPs taken (no need to catch up missed pills)
Combined (ESTROGEN and PROGESTIN) CONTAINING CONTRACEPTION

(Pills, Patch, Ring)

(continued)

15.  Initiation of Method

A.  Start the first pill of the pack the first day of next menstrual period.

B.  Start the first pill of the pack the first Sunday after onset of menses.  If menses starts on Sunday, begin that day.  Use back-up contraception for the next 7 days.  Sunday start can result in no menses on weekends.

C.  QUICK START:  Start the pill in the office regardless of time of cycle.  Use 7 days of back-up contraception.
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PROGESTIN ONLY ORAL CONTRACEPTIVES
(POP’s)

A.
Indications and usage


1.
Mechanism of action is prevention of ovulation and endometrial thinning.


2.
Recommended patient profile is women wanting contraception but are unable to



use Estrogen (i.e. > 35 years old and smoking).

B.
Prescribing Precautions: See Depo-Provera (progestin) Prescribing Precautions
C.
Patient Counseling/Evaluation


1.
Stress the need for compliance taking the pill at a consistent time daily

2.
Must be able to tolerate unscheduled uterine bleeding.
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NuvaRing®
(etonogestrel/ethinyl estradiol vaginal ring)

A. Indications and usage

1. NuvaRing® is a non-biodegradable, flexible, transparent, odorless to almost colorless, combination contraception vaginal ring containing two active components, a progestin (etonogestrel) and an estrogen (ethinyl estradiol

2. The flexible ring is made of ethylene vinylacetate polymer and is 5.4 cm. in diameter.

3. The ring is not removed for intercourse. Douching is discouraged but topical therapies are allowed.

4. The ring is inserted into the vagina by the woman herself, and remains in place for three weeks. (No special placement accuracy in the vagina is necessary; absorption will take place anywhere in the vagina.) After three weeks, the ring is removed by the woman for breakthrough bleeding, and replaced by a new ring one week, as close as possible, to the time after the seven days when the previous ring was removed. For instance, if the ring is removed at 10:00 p.m. on Sunday, it should be replaced the following Sunday about 10:00 p.m., even if the woman is still experiencing bleeding.
5. The recommended patient profile is the woman who desires long-term reversible contraception (but with a relatively quick return to restoration of fertility), and a person desiring contraceptive privacy. The woman who experiences difficulty in using a daily method, but who is committed to a monthly insertion/removal pattern may prefer this method. She must also be comfortable with self-vaginal insertion/removal.
B.   Prescribing Precautions (may refer to manufacturer’s package inserts for details) 

See Prescribing Precautions for Combined (Estrogen and Progestin) Containing      Contraception:

1. There are not convincing date that broad spectrum antibiotics increase the failure of COCs.
2. Hypersensitivity to any of the NuvaRing® components

3. Women with genital prolapse, severe constipation and/or frequent vaginal infection (i.e. recurrent yeast infection) may need closer follow-up.

C. Patient Counseling/Evaluation

1. The first ring should be inserted any time during the first five days of a normal menstrual period; use additional backup method, such as condoms, for the first seven days of ring use.

2. The NuvaRing® is removed at the end of three weeks of wear; then, after one ring-free week, the woman inserts a new ring.

3. The woman’s menstrual period occurs during the ring-free week.

4. No special accuracy is required for ring placement.

5. The ring is small and flexible, so most women will not feel pressure or discomfort; and it is not likely to be uncomfortable for a partner during intercourse.

6. The woman should always have two rings on hand, in case one is lost.
7. If the ring is left in place longer than three weeks, the user is still protected from pregnancy for up to 35 days by the same ring. The NuvaRing® remains effective for 
NuvaRing®
(etonogestrel/ethinyl estradiol vaginal ring)

(continued)

well beyond 21 days, thus allowing clinicians flexibility in how often they may tell women the ring must be replaced.
8. Provide FPEM-9.
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Ortho Evra® Contraceptive Patch

(norelgestromin/ethinyl estradiol transdermal system)

A. Indications and Usage

1. Ortho Evra® is the first birth control patch approved by the Federal Food and Drug Administration. It is a combination transdermal contraceptive patch (4.5 cm square) that contains 6 mg of norelgestromin and 0.75 mg of ethinyl estradiol. 

2. The recommended patient profile is the woman who desires long-term reversible contraception (but with a relatively quick return to restoration of fertility), and a person desiring contraception privacy. The woman who experiences difficulty in using a daily method, but who is committed to changing the patch on a weekly basis may prefer this method.

3. A patch is worn one week for each of three consecutive weeks, and then removed for a week to permit breakthrough bleeding. Following the completion of Week Four, a new cycle is undertaken, which would be the same as the day after Day 28.

4. The first day of application may be the first day of a woman’s menstrual period or a “Sunday Start,” by applying the first patch on the first Sunday after her menstrual period starts.  She must use back-up contraception for the first week of her first cycle.  (An exception to this rule is if the woman’s menstrual period begins on a Sunday; at which time the patch should be initiated, and no back-up contraception is indicated).  The day of patch change (Day 8 after initiation) will remain the same for every day of the week thereafter.

5. If the patch-free interval is more than 9 days (late restart), apply a new patch and use back up contraception x 7 days

B.  Prescribing Precautions 
See Prescribing Precautions for Combined (Estrogen and Progestin) Containing Contraception: 
1. Women weighing more than 198 pounds should be told that the patch may be less effective and they should consider using a back up method.  Some clinicians recommend using another method if woman is >198 pounds.

2. Hypersensitivity to any component of this product

3. Prescribing precautions for the patch are the same as those for combined pills (See COCs in Family Planning Section).  Bolded Warning issued Nov 2005 (Revised 9/06) advises “that women who use Ortho Evra® are exposed to about 60 percent more total estrogen in their blood than if they were taking a typical birth control pill containing 35 micrograms of estrogen.  However, the maximal blood level of estrogen (peak blood levels) is about 25% lower with Ortho Evra® than with typical birth control pills.  While the estrogen level with the patch remains constant for one week until the patch is removed, the peak blood levels with a daily birth control pill rapidly declines to levels that are lower than on the Ortho Evra®.”  The manufacturer advises healthcare providers to balance the higher exposure and the possible increased risk of VTE against the chance of pregnancy if the patch is not used; contraceptive options other than the patch should be considered for women with risk factors for thromboembolic disease.
C. Patient Counseling/Evaluation

1. Women who use hormonal contraceptives including Ortho Evra®, are strongly advised not to smoke.

Ortho Evra® Contraceptive Patch

(norelgestromin/ethinyl estradiol transdermal system)

(continued)

2. The foil pouch containing the patch may be opened by peeling the foil apart and opening flat.  Use a fingernail to lift a corner of the patch and peel off the foil liner with the clear 

cover. Then, peel off half of the clear plastic and avoid touching the exposed sticky area. Apply the exposed area to the skin and then remove the other half of the cover. Press the patch with the palm of the hand for ten seconds. Check for adherence by running the finger around the edge. Do not use a patch that has lost the sticky feeling, or has become stuck to itself or another area.

3. The patch is usually applied to clean, dry skin. Avoid areas that are reddened or cut. Do not use creams, oils, powder or makeup on skin where the patch is to be placed.

4. The patch is usually applied to the lower abdomen, buttocks or wherever tight clothing with not irritate. Never put the patch on breasts. Each new patch should be applied to a different area of the skin to avoid irritation. 

5. Do not use tape or wraps to hold in place.

6. If the patch results in skin irritation, that patch may be replaced with another in a new location until the next “Change Day.”

7. Only one patch at a time is worn.  A replacement patch should be on hand at all times. 

8. A woman can switch from the pill to the Ortho Evra® Patch any time in the cycle.  Do not wait to complete pack of pills.

9. Do not skip patches even if there is infrequent intercourse.

10. Certain medications, notably antibiotics, may interfere with absorption of the medicine, and a backup method may be considered.

11. Store at room temperate away from moisture and heat. Do not store in a refrigerator or freezer.

12. Provide FPEM-8.
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Implanon

Implanon is an optional contraceptive method and is not required to be offered at all Kentucky family planning clinics.  
A. Indications and Usage

1. Implanon is a single 4 cm long and 2mm in diameter implant that releases the progestin etonogestrel at a rate of 60 micrograms daily.  Implanon is placed under the skin of upper arm with a 16 gauge disposable, preloaded inserter.

2. Implanon is effective for at least 3 years.   

3. Progestin-only contraceptives are particularly important for women who cannot use a contraceptive that contains estrogen.

4. Return to baseline fertility is rapid upon removal, 94% ovulate within 3-5 weeks.

B. Mechanism of Action

1. The etonogestrel in Implanon suppresses ovulation, thickens cervical mucus within 24 hours of insertion and leads to an atrophic endometrium.

C. Prescribing Precautions 

See Prescribing Precautions for Depo-Provera (progestin)
1. Insertion and removal shall be performed by a medical provider with special training and manufacture recommendations.

2. Lack of protection from sexually transmitted infections, including infection with human immunodeficiency virus (HIV).  It is possible that vaginal thinning may increase a woman’s risk of acquiring HIV and may increase viral shedding if a woman has HIV disease.

3. Menstrual cycle disturbances, including menstrual irregularities. If bothersome may provide several cycles of low dose pills, patch or ring, or NSAIDs.

4. Initiating method: If insertion within 7 days of LMP, no back up needed. If later than 7 days from LMP, use back up for 7 days.  If has been on DMPA, insert at time next injection due.  No back up needed.

5. Arm pain after insertion: rule out nerve damage or infection, check dressing to assure not too tight, apply ice pack for 24 hours, and direct to take acetaminophen or NSAID.  If infection, do not remove if no abscess or cellulitis, clean insertion site with antiseptic, oral antibiotics for 7 days. Recheck in 24-48 hours for effectiveness of treatment and at end of antibiotic therapy.  If abscess or cellulitis present, remove implant and treat with antibiotic therapy and wound care.

D. Patient Counseling/Evaluation

1. IMPORTANT: Rule out pregnancy before inserting Implanon

2. Prior to Implanon insertion, the patient will have been counseled on the benefits, risks, side effects, and contraindications to the method.

3. The patient must be provided with the package insert and FPEM-7 with adequate time allowed for her questions to be answered prior to signing the consent.


4. A complete medical and social history shall be obtained to rule out contraindications.
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POSTPARTUM, BREASTFEEDING, AND CONTRACEPTIVES

Planning for postpartum (PP) contraception should begin during pregnancy and use of birth control should be initiated as early as possible. Encourage women to have a contraceptive plan.
· Initiate contraception 2-4 weeks after delivery because most couples resume intercourse within a few weeks after delivery.
· Spacing of pregnancies is important to maternal and child health.  Pregnancies spaced at least 18-23 months apart are less likely to have preterm delivery, low birth weight, and small for gestational age infants.
· Ovulation may precede first menses. Pelvic rest (no douching, no sex, and no tampons) is generally recommended for 4-6 weeks and/or lochia stops.  Lochia is normal uterine discharge of blood, tissue and mucus from the vagina.  Non breastfeeding women can become pregnant 3 weeks from delivery.  
· Encourage breastfeeding. Reinforce education about lactational amenorrhea, if patient is interested.  Pregnancy is possible 3 months after delivery even if fully breastfeeding.
· Refer to the CDC “US Medical Eligibility Criteria for Contraceptive Use 2010: Revised Recommendations for the Use of Contraceptive Methods During the Postpartum Period", MMWR July 8, 2011 http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6026a3.htm.
MATRIX FOR STARTING PP CONTRACEPTION
	Method


	NOT BREASTFEEDING
	BREASTFEEDING

	Condoms (Male & Female)
	May use to reduce risk of STI and for pregnancy prevention PP or as a backup when initiating a hormonal contraception
	No effect on breast milk.  
May use to reduce risk of STI and pregnancy prevention PP or as a backup when initiating hormonal contraception

	Cervical Cap, Diaphragm
	4–6 weeks PP, after cervix and vagina normalized (will need to be refitted PP)
	No effect on breast milk.  
May initiate 4-6 weeks PP, after cervix and vagina normalized (will need to be refitted PP)

	Progestin-Only Methods

· Depo-Provera

· Progestin-Only Pills

· Implanon
	· May initiate immediately PP
· Provide backup method as needed
	· May initiate 1 month PP
· No significant impact on milk quality or production but should be informed it may decrease production in some women
· Breast-fed children of DMPA users grow at normal rate

	Combined Hormonal Methods

•Pills 

•Patch

•Vaginal Ring
	· Should not be used < 21 days PP  

· May start 21-41 days PP but must consider risk factor of VTE (such as age > 35 years, previous VTE, immobility, thrombophilia, transfusion at delivery, 

BMI  > 30, postpartum hemorrhage, postcesarean delivery, preeclampsia, or smoking) 
· > 42 days, Category 2

· If risk of VTE, do not use
· Provide backup method as needed
	· Should not be used < 21 days PP 

· May start 21-41 days PP but  must consider risk factor of VTE (such as age > 35 years, previous VTE, immobility, thrombophilia, transfusion at delivery, BMI  > 30, postpartum hemorrhage, postcesarean delivery, preeclampsia, or smoking) 
· > 42 days, Category 2
· If risk of VTE, do not use 

· Estrogen can affect the quality and quantity of breast milk may be diminished if used prior to establishment of lactation  
· After lactation establishment, these methods have no significant impact but should be informed it may decrease production in some women 

	IUD:

· Copper

· Levonorgestrel
	· Usually await uterine involution to insert (4–6 weeks)

· May insert Copper or LNG IUD within first 20 minutes after delivery of placenta 
	No effect on breast milk.  ParaGard- same as Progestin only methods
· Usually await uterine involution to insert (4–6 weeks) 

· May insert Copper or LNG IUD within first 20 minutes after delivery of placenta

	Tubal Sterilization
	Usually done in first 24–48 hours PP, or await complete uterine involution for interval tubal sterilization (> 6 weeks PP)
	No effect on breast milk.  Usually done in first 24–48 hours PP, or await complete uterine involution for interval tubal sterilization (> 6 weeks PP)

	Vasectomy (Male)
	Anytime
	No effect on breast milk

	Natural Family Planning or Fertility Awareness Method (FAM )
	Await resumption of normal menstrual cycles for at least 3 months.
Provide backup method as needed
	No effect on breast milk. 
Await resumption of normal menstrual cycles for at least 3 months
Provide backup method as needed

	Lactational Amenorrhea Method (LAM)
	Not applicable
	Baby is less than six months old,
no menstrual cycle, and baby is exclusively breastfed (with no pacifiers, supplemental bottles, or solid foods) and nurses on demand both day and night May use back up method
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STERILIZATION
Sterilization of persons in federally assisted family planning projects must meet the requirements of Chapter 1 Title 42 Subpart B 50.201 through 50.209 of the Public Health Service Act.  Required consent forms for sterilization and “Information for Men” and “Information for Women – Your Sterilization Operation” booklets are available from the U.S. Department of Health and Human Services.  (Federally required consent forms available in PDF form from http://www.hhs.gov/forms/publicuse.html or by mail order from the Office of Population Affairs Clearinghouse – P.O. Box 30686, Bethesda, MD 20824-0686, or call 866-640-7827, Fax: 866-592-3299).
Programs or projects to which this subpart applies shall perform or arrange for the performance of sterilization of an individual only if the following requirements have been met:

· The individual is at least 21 years old at the time consent is obtained.

· The individual is not mentally incompetent.

· The individual has voluntarily given his/her informed consent.

· At least 30 days but not more than 180 days have passed between the date of informed consent (day one begins the day after consent) and the date of the sterilization procedure, except in the case of premature delivery or emergency abdominal surgery.  An individual may consent to be sterilized at the time of a premature delivery or emergency abdominal surgery, if at least 72 hours have passed after the individual gave informed consent to the procedure.  The informed consent must have been given at least 30 days before the expected date of delivery.  Consent must not be obtained when the patient is:

· In labor or childbirth;

· Seeking to obtain or obtaining an abortion; or

· Under the influence of alcohol or other substances that affect the individual’s state of awareness.

Informed consent does not exist unless the federally required consent form for men or women is completed voluntarily and in accordance with Federal Regulations.  A person who obtains informed consent for a sterilization procedure must offer to answer any questions the individual to be sterilized may have regarding the procedure.  Provide a copy of the consent form and tell the patient the following:

· Advise that the individual is free to withhold or withdraw consent to the procedure at any time without affecting his/her right to future care or treatment and without loss or withdrawal of any federally funded program benefits;

· A description of available alternative methods of family planning and birth control;

· Advise that the procedure is considered to be irreversible;

· A thorough explanation of the specific procedure;

· A full description of the discomforts and risks that may accompany or follow the procedure; including an explanation of the type and possible side effects of any anesthetic used; and

· A full description of the benefits/advantages of sterilization.

STERILIZATION

(continued)

Sterilizations paid for with funds earmarked for family planning services must first be made available to patients without another source of payment.  Spousal consent shall NOT be required for sterilization.

Patients who have had a sterilization either provided or “arranged for” must have a medical record on file showing the date of counseling and consent, the date of the procedure, and any indicated follow-up.  The individual patient’s medical record must contain a copy of the completed consent form and the operative report from the physician performing the procedure.

The following definitions are found in the Public Health Services Act, Subpart B – sterilization of persons in Federally Assisted Family Planning Projects – 50.202.

· “Arranged for” means to make arrangements (other than mere referral of an individual to, or the mere making of an appointment for him or her with another healthcare provider) for the performance of a medical procedure on an individual by a healthcare provider other than the program or project.

· “Mentally incompetent individual” means an individual who has been declared mentally incompetent by a Federal, State, or local court of competent jurisdiction for any purpose unless he or she has been declared competent for purposes, which include the ability to consent to sterilization.
Women who use Depo-Provera Contraceptive Injection (CI) may lose significant bone mineral density.  Bone loss is greater with increasing duration of use and may not be completely reversible.  


It is unknown if use of Depo-Provera CI during adolescence or early adulthood, a critical period of bone accretion, will reduce peak bone mass and increase the risk for osteoporotic fracture in later life.  


Depo-Provera CI should not be used as a long-term birth control method (e.g. longer than 2 years) unless other contraceptive methods are considered inadequate.  				Revised by FDA 10/2010








Last menstrual period started < 5 days ago?








NO





YES





Unprotected intercourse since last menstrual period?





Inject DMPA or start new method. No backup needed.





NO





YES





NO





Consider pregnancy test





Result of UCG pregnancy Test





Negative





Positive





Inject DMPA or start new method. Use backup for 7 days





Unprotected intercourse < 5 days ago?





No Method. Counsel on pregnancy options





No





YES





Advise that negative pregnancy test not conclusive, but DMPA and other hormonal methods won’t affect fetus





Offer EC





Patient desires DMPA now





NO, concerned that she could be pregnant





YES





Inject DMPA now, use backup for 7 days





Offer barrier method or new method for 14 days





Inject DMPA or start new method with backup x 7 days





Return for next shot in 11 to 13 wks





Injection given 2 wks ago?





No Method; counsel on options





NO





YES





Negative





Positive





Repeat pregnancy test in 2 weeks





Positive





Negative (or, deferred pregnancy test)








DO NOT GIVE ECP–Refer to Pregnancy Test Matrix


(No benefit, no dangers)





Counsel patient on potential side effects and need for reliable, consistent contraception (FPEM-2)








For a list of FDA approved COC’s for emergency contraception and dosage guidelines see: �HYPERLINK "http://ec.princeton.edu/questions/dose.html"�http://ec.princeton.edu/questions/dose.html�.  





Advise patient to drink a glass of milk and/or eat a snack with each dose.  May also recommend over the counter (OTC) medication (e.g, Dramamine) if using COC’s for nausea.  If patient vomits within one hour of the dose, repeat the dose.





Provide patient with barrier method of contraception, routine COC, patch, ring or DMPA injection (defer exam), and an appointment for Family Planning Clinic, if desired.  








Menstrual period within 21 days?





 Yes





No





If not already done, counsel patient to initiate the contraceptive of her choice––a method she will use consistently and correctly





Advise patient to see clinician and have pregnancy test





The questions to ask are as follows:


Has a close family member (parents, siblings, grandparents, uncles, aunts) ever had unexplained blood clots in the legs or lungs?


Has a close family member ever been hospitalized for blood clots in the legs or lungs?  If so, did this person take a blood thinner?  ( If not, it is likely that the family member had a nonsignificant condition such as superficial phlebitis or varicose veins)


What were the circumstances in which the blood clot took place (e.g. cancer, airline travel, surgery, obesity, immobility, postpartum, etc.)? [Grimes – 1999]





“If the family history screening is positive – one or more close family members with a definite strong VTE history (young first – or second – degree relatives with spontaneous VTE) clinician might consider further laboratory screening for genetic conditions.  Another alternative is to suggest progestin-only OCs or another non-estrogen-containing birth control method.” [Grimes – 1999]
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