PROGRAM OVERVIEW

Pharmacy Access to Hormonal Contraception in California

Pharmacy Access Partnership, a center of the Pacific Institute for Women’s Health

Bill Proposal Summary: This bill would allow pharmacists in California community pharmacy settings to initiate or modify hormonal contraception therapy (oral contraceptives, vaginal ring, contraceptive patch) for healthy women with uncomplicated medical histories who meet the established medical eligibility screening criteria and want to use the pharmacist for access to hormonal contraception.  

How the program would work, including medical eligibility: 

· Women requesting a prescription for hormonal contraception at a participating pharmacy would complete a validated screening form.
 
· Participating pharmacists would assess the information provided on the form as well as take weight and blood pressure to determine medical eligibility using conservative evidenced-based standards following the World Health Organization 2000 guidelines, category 1 and 2 and/or the criteria established by a collaborative protocol with a physician.  
· For women eligible under the protocol, the pharmacist would provide counseling before dispensing hormonal contraception.  Pharmacists may provide a 3 month supply and instruct women to return for additional blood pressure and weight measurements to ensure safe use for the remainder of the year.  

· In addition to receiving hormonal contraception women will be provided written referrals and encouraged to seek care for other reproductive health services at local providers.  

· Women who do not meet criteria established for pharmacist-initiated hormonal contraception will be referred to the collaborating provider or local providers.  Examples of contraindications to pharmacist-provided hormonal contraceptive methods under this program include:  

· Blood pressure reading equal to or greater than 140/90

· Cannot get pregnant

· Breast cancer

· Pregnancy or no regular monthly periods or undiagnosed vaginal bleeding

· Liver disease or jaundice

· Pills for tuberculosis, fungal infections, seizures -- or if any other chronic medications verify whether OCP use is contraindicated

· Allergy to any of the components in the method prescribed, i.e. iodine in pills for tinting/coloring

Additional absolute contraindications to any combined method (containing estrogen) of birth control include:
· Smoking greater than 15 cigarettes per day or any smoking for women ≥35 years old 

· Migraines and headaches as described in the screening checklist

· Breastfeeding a baby under 6 months of age

· A pregnancy of more than 5-6 months (24 weeks gestation) ending less than 4 weeks prior because of the risk of blood clots

· Hypertension, even if controlled by antihypertensive medication

· Diabetes mellitus

· Gallbladder disease

· History of stroke, blood clots, MI or other heart disease

· Family history of blood clots (as described in the screening checklist)

· Wheelchair bound

· Planning to have surgery in the next 4 weeks
· Been told by medical professional not to take hormones
· Report of a chronic medical condition not listed on the screening form but is listed in the text or in the package labeling (may consult or refer to MD)

Pharmacist training: The bill would require that a pharmacist shall have completed a training program (ACPE, CME or a curriculum-based program within a college of pharmacy) on hormonal contraception, which includes, but is not limited to, contraceptive management, conduct of sensitive communications, quality assurance, making appropriate referral to additional services and documentation.

Documentation: Each prescription authorized by the pharmacist under collaborative protocol will be documented in a patient profile as required by law.  The self-administered screening form questionnaire will also be used to inform the profile and will be retained at the pharmacy as a patient record for reference by the pharmacist in managing the patient. 
Product Selection: The pharmacist will only provide products that are FDA approved for hormonal contraception.  Pharmacists will start patients who choose an oral contraceptive with the lowest estrogen content possible and with preference to monophasic over multiphasic formulations. Patients currently taking a hormonal contraceptive when they present to the pharmacy and patients who have taken hormonal contraceptives within the prior 6 months without complication and who desire to continue or re-start on the same contraceptive brand may continue with current and recently used (within past 6 months) products if medically eligible, and if the pharmacist and patient mutually agree to their use.

Physician-Pharmacist Relationship: On a quarterly basis, the authorizing prescriber and the pharmacist will perform a quality assurance review of the prescribing decisions with respect to appropriateness of method selected. Individual physicians and pharmacists may also agree under the protocol to review pharmacist documentation forms on a weekly basis for any potential protocol violation.
Protocol Expiration: As with collaborative agreements for pharmacy access to emergency contraception, the prescriptive authority outlined in the protocol does not expire, unless rescinded in writing by either the authorizing prescriber or the pharmacist.

Summary Highlights of Precedent Program in Washington State: In Washington State, the Direct Access program currently allows women to get hormonal contraception directly from participating pharmacies using a self-assessment tool reviewed by the pharmacist. The pilot project for this program, funded by the National Institute of Child Health and Human Development, demonstrated patient satisfaction and safety with pharmacist-delivered services. The majority of women who sought hormonal contraception from the pharmacist did so because the pharmacy was a convenient point of access and/or they did not have a regular provider.

Between June 2003 and December 2005, 195 of 214 women (91%) enrolled in the pilot study were prescribed hormonal contraception under protocol by 26 participating pharmacists in 8 community pharmacies. Most women (87%) were experienced users of hormonal contraception and one half reported using such hormonal contraception at the time of their first visit to the pharmacy. Ineligible women differed from eligible women predominantly with respect to health risk factors for safe use of hormonal contraceptives. Hormonal contraception continuation rates were 80% at 6 months and 70% an 12 months.  Women were very satisfied with their experiences with the pharmacist, with nearly all women (97.1) reporting they would recommend the pharmacist to a friend.

Women Best Served by Pharmacy Access to Hormonal Contraception: Results from Washington’s Direct Access program indicate that women best served from pharmacy access to hormonal contraception are experienced hormonal contraceptive users without a current physician, between prescribers and prescriptions, new to or passing through the area and for whom convenience is important.  For uninsured women, cost was perceived as an advantage because pharmacist services were less costly than the physician visit. 

Getting Routine Gynecological Care, Care Not Compromised: Changes in medical guidelines open the door for safe pharmacy based initiation of pharmacy based initiation. While research has shown that a Papanicolaou (Pap) smear and pelvic examination are not medically necessary to assess appropriate candidacy for HC, some providers make them a prerequisite for prescribing hormonal contraception.  Although these exams are indeed important to women’s health, they should not be used as roadblocks to access contraceptives.
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  In fact, the American College of Obstetricians and Gynecologists, the World Health Organization, the US Food and Drug Administration and Planned Parenthood Federation of America have all published guidelines or recommendations stating that a Pap smear and pelvic examination are not  necessary prerequisites to prescribing hormonal contraception and that these exams are no longer required annually for many women.
,
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Within 6 months of pharmacist provided hormonal contraception, 20% of women interviewed reported having visited a health provider for pelvic or breast examinations or screenings for sexually transmitted infections in the previous 3 months; by 12 months nearly 40% of respondents reported seeing a health care provider. Most reported that they would not be comfortable continuing hormonal contraception without a gynecologic exam within 3 years.  This suggests women are able to separate contraception seeking behavior from gynecologic visits and that pharmacist provided hormonal contraception would not result in women failing to seek evaluation for other needed or routine preventative services.  

This bill would require the pharmacist to provide the recipient of hormonal contraception with written information about the need for routine gynecological screening (breast exam, pelvic exam, Papanicolaou test, sexually transmitted) and related referrals, including local providers.

Payment/Insurance Coverage: This program would not be government funded or mandated. Women would pay out of pocket for pharmacist services and supplies. Results from Washington’s Direct Access pilot study indicate a willingness to pay out of pocket, even when sixty percent of women prescribed hormonal contraceptives provided insurance information. In fact, more than eighty percent of eligible women paid for the screening and prescribing consultation out of pocket and nearly one-half of women prescribed hormonal contraceptives paid out of pocket for their supplies. However, we hope to collaborate with third party payers in California to cover contraceptive supplies prescribed by the pharmacist and compensate participating pharmacists for their evaluation and counseling.  

For questions or additional information, please contact: 

Sharon Landau, Director Pharmacy Access Partnership (Sclandau@gmail.com) 
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