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CARE WITHIN REACH





Medical Protocol

DIAPHRAGM

Introduction

The use of a diaphragm with vaginal spermicide was approved as a contraceptive method by the United States Food and Drug Administration (USFDA) in the late 1970’s when the agency began requiring pre-market approval for medical devices.  The diaphragm is a dome-shaped shallow rubber cup with a flexible metal rim that is inserted into the vagina before intercourse.  When inserted properly, the diaphragm cup covers the cervix and the rim rests between the posterior fornix (the rear wall of the vagina) and the pubic bone.  A diaphragm is fitted by a clinician and cannot be obtained without a prescription in the United States.

Failure Rate

There are many ways to define effectiveness of a contraceptive.  The percentage of women experiencing an accidental pregnancy within the first year of use is eighteen percent for typical users of the diaphragm and six percent for perfect users.  The most important factor in diaphragm effectiveness, besides proper education and accessibility, is motivation.  The diaphragm has one of the highest reported contraceptive “drop-out” rates -- only 58% of diaphragm users continue using the diaphragm after the first year (Hatcher, et al., 1994).

Mechanism of Action

The diaphragm acts as a contraceptive in two ways:

1. as a barrier covering the cervix

2. as a device which hold spermicide against the cervix

Types of Diaphragms

Different types of diaphragms are defined by different rim styles such as arcing spring, coil spring, and wide seal rim.  The arcing spring rim has a double metal spring that arches when compressed.  It is a sturdy rim with firm spring strength.  This rim style is appropriate for both weak and strong vaginal musculature and may accommodate uterine anteflexion or retroversion, mild uterine prolapse and moderate cystocele.  

The coil spring rim is another sturdy rim with firm spring strength that folds flat when compressed.  It has the strength of the arcing spring without the flexibility.

Finally, the wide seal rim, which is available in both arcing and coil spring styles, has a flexible flange attached to the inner edge of the rim.  The flange serves two purposes: to hold spermicide more effectively and to potentially create a better seal between the diaphragm and the walls of the vagina.  The coil spring rim and the wide seal rim are not included in the Tapestry inventory.

The arcing spring diaphragm is the most popular rim style and the easiest for client insertion.  The arcing spring diaphragm is the initial choice for fitting.

Contraindications

Contraindications (though not absolute) to the diaphragm include: history of toxic shock syndrome; repeated UTIs with diaphragm use; temporary severe pelvic or introital pain for any reason (herpes, recent episiotomy, pelvic inflammatory disease, or a very narrow introitus); full term pregnancy delivered within the past six to twelve weeks; allergy to rubber or spermicide; inability to learn correct insertion and removal techniques (Hatcher, et. Al, 1994).

Advantages and Disadvantages

Advantages

· Comparatively few side effects

· Spermicide is available without prescription

· Protects against many sexually transmitted infections

Although the most effective protection against STIs is the use of a condom or abstinence, diaphragms offer some protection against sexually transmitted infections like chlamydia, gonorrhea, and trichomoniasis, but not against other infections like herpes or syphilis (Hatcher, et al., 1994).  Their use is also associated with a lower incidence of pelvic inflammatory disease, tubal infertility, anc cervical neoplasia.

Disadvantages

· Requires a high level of client motivation and involvement

· Muth be fitted by a clinician

Side Effects

There are few complications with a diaphragm that is properly fitted and correctly inserted.

Recurrence of urinary tract infections is a prevalent reason for discontinuing diaphragm use.  The reason for the increase in UTIs among diaphragm users is not fully understood.  Although some hypothosize that urodynamic factors (i.e. obstruction of the flow of urine) are the cause, research seems to indicate that the changes in the vaginal flora associated with spermicidal use may be of greater importance (Hatcher, et al., 1994).  Two factors which may predispose diaphragm users to have a significantly greater amount of vaginal Escherchia cola (E. Coli, the bacteria responsible for most UTIs) are:

1. It is hypothesized that pathogenic bacteria, E. coli, are introduced during insertion of the diaphragm from rectal contamination.

2. Spermicidal agents may destroy lactobacilli which have been shown to protect the vaginal flora by interfereing with mucosal adherence of E. coi (Hatcher, et al., 1994).  

Unfortunately, it is not understood why UTIs are triggered in certain diaphragm users and not in others.

Instructions for the Clinician

At Tapestry, fittings are accomplished with actual diaphragms rather than with diaphragm fitting rings.  A correct fit depends on a woman’s pelvic architecture and not on height, weight, or number of children.  The diaphragm size should be the largest that fits comfortably in the vagina, since the vagina expands during intercourse.

The following are the classic steps that should be followed in order to fit a diaphragm.  More experienced clinicians, however, may not use the finger measurement method for approximating diaphragm size but may simply fit empirically, (i.e., beginning with a 75mm arcing spring and proceeding to a smaller or larger diaphragm if necessary).

1.   Before fitting, the client should have an empty bladder.  

2.   Approximate the size of the vagina with a finger measurement by inserting the index and middle fingers into the vagina and elevating the hand until the pubic arch is felt.  Mark the point beneath the inferior margin of the pubic bone with the thumb and withdraw the hand.  The length from the tip of the finger to the thumb indicates an approximate diameter or size of the diaphragm.

3.   Insert the above chosen diaphragm size.  Experiment with diaphragm one size larger and one size smaller.  A properly fit diaphragm will extend from the posterior fornix to behind the pubic arch and should fit tightly without much movement.  Remember the vaginal walls are flexible and a diaphragm that feels large initially may become more comfortable within minutes.  If the diaphragm is too large, the client may experience pressure on the bladder or rectum, back pain or cramping.

4.   Client should practice inserting and removing the diaphragm with the clinician present.  Clients should be able to feel the cervix through the cup of the diaphragm and should feel the front rim of the diaphragm behind the pubic bone.

Clients who have not previously used a diaphragm should be instructed to use a back-up method of contraception for the first ten acts of intercourse.  During this time, clients should be encouraged to have intercourse in all the positions that they generally use.  Clients should make a note of any discomfort in using the diaphragm.  Users new to the diaphragm may return for a two-week follow-up visit with their diaphragms inserted, at the clinician’s discretion.

Diaphragms used for fittings are soaked in a cleaning solution, manually cleaned of any patient material, and then heat sterilized in the autoclave.  

Follow-Up

Diaphragms should be replaced every two to three years.  Diaphragm size should be checked once a year or sooner if there has been a fluctuation in weight of ten pounds or more, an abortion, a vaginal delivery, cervical surgery, or any discomfort experienced by the user.  During the two-week follow-up or annual diaphragm review appointment, two factors need to be assessed:

1. the adequacy of diaphragm size

2. the client’s comfort level and proficiency with use.

Counseling

Inserting and removing a diaphragm are skills that can only be acquired through practice.  But once these skills are mastered, diaphragm insertion can be quick and simple and does not necessarily decrease the spontaneity of a sexual encounter.  The following are instructions for clients using a diaphragm: 

1. Before inserting a diaphragm, urinate, wash your hands, and check the diaphragm for holes by holding it up to the light.  

2. Prepare the diaphragm by filling the diaphragm cup with one application (about one teaspoon) of diaphragm spermicide; apply some extra spermicide around the entire rim of the diaphragm with your fingers, and (optionally) on the outside of the diaphragm cup.  The choice of spermicides (jelly, gel, or cream) depends on user preference.  Spermicidal jelly and cream are similar in active ingredients; however, jelly is water soluble and cream is not.  Due to the differences in inactive ingredients, jelly disperses more easily in the vagina but may be considered more messy than cream.

3. Insert the diaphragm by compressing the rim of the diaphragm and sliding it down and back into the vagina as far as it will go.  Positions that facilitate insertion are standing with one foot up on a chair, squatting down, or lying down with knees raised.

4. After insertion, check to make sure the front of the diaphragm rim is behind the pubic bone and the rubber cup is covering the cervix.

5. Remove the diaphragm by hooking a finger behind the front rim of the diaphragm and pulling down and out.  Suction is sometimes created within the diaphragm, making it difficult to remove.  In this case, insert a finger between the diaphragm and the pubic bone in order to break the suction and follow the directions for removal.  Bearing down also facilitates removal.

There are a few simple but crucial rules to remember when using a diaphragm: A diaphragm must be inserted either directly before intercourse, or within six hours before intercourse (if the diaphragm has been in longer than six hours before intercourse, remove and reinsert with fresh spermicide or insert a dispenser full of spermicide into the vagina, leaving the diaphragm in place).  It must remain in place for at least six hours after intercourse.  Do not douche during this time.  If intercourse is repeated within six hours “after intercourse”, an additional dispenser full of spermicide must be inserted into the vagina before each repeated intercourse.  The diaphragm should be removed at least once every twenty-four hours to decrease the potential for growth of certain vaginal bacteria associated with toxic shock syndrome (TSS).  All diaphragm users should be aware of the symptoms of TSS, i.e. sudden fever, diarrhea, vomiting, muscle aches, and a sunburn-like rash.  Remove the diaphragm and consult with a health care facility immediately if two or more symptoms of TSS arise.

The diaphragm is quite simple to care for since the rubber is relatively sturdy; instructions for care are aimed at keeping the device clean and decreasing the possibility of deterioration of the rubber.  The diaphragm should be kept clean and dry at all times.  After the diaphragm is removed, it should be rinsed with warm water (do not expose the diaphragm to extreme temperatures) and a mild soap used to clean it.  The diaphragm should be dried thoroughly and stored in a clean and dry place; it may be coated with cornstarch to keep it dry.

Whether the diaphragm can be used during a menstrual period remains controversial.  Before the 1980’s, one perceived advantage to using a diaphragm was the ability to have intercourse during a period while the diaphragm cup held the menstrual blood.  However, once toxic shock syndrome was identified, diaphragm users were discouraged from using the diaphragm during menses.  Tapestry Health advises users to be aware of the symptoms of TSS if they plan to use the diaphragm during menses, and to remove the diaphragm immediately of two or more symptoms of toxic shock syndrome occur, as stated above.

Some diaphragm users will experience recurrent urinary tract infections (UTIs).  In this case, this clinician should reevaluate the size and rim style of the diaphragm.  If the client continues to get UTIs even after the diaphragm size is confirmed as appropriate or after being refit with a different size or rim diaphragm, then a new method of birth control should be chosen.  The client might consider the cervical cap as a method that is shown to be associated with lower incidence of UTIs.  Tips for prevention of a UTI include urinating whenever the urge is felt and urinating before and after sex.  If the client has more than three UTIs in one year, the client should be referred to a urologist.

Protection Against STDs and HIV Infection

This visit is an opportunity to discuss prevention of sexually transmitted infections (STIs).  Advise clients that consistent and correct use of latex barriers (dental dams, condoms, gloves) may help prevent STIs.  Inform clients that spermicides (foam, cream, jellies, etc.) have an antibacterial action and so the use of these agents may also provide some protection against acquiring STIs.

In several clinical studies, vaginal use of nonoxynol-9 reduced the incidence of gonorrhea and chlamydia infection (Pollack and Moore, 1994).  No reports indicate that nonoxynol-9 used alone without latex barriers is effective for preventing sexual transmission of HIV (U.S. Department of Health and Human Services, 1993).  However, by reducing the risk of gonorrhea and chlamydia, it may reduce the risk of HIV infection.  Spermicides may cause vaginal irritation and increase the susceptibility to HIV infection.
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