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CARE WITHIN REACH





Medical Protocol

INTRAUTERINE DEVICES (IUDs)
Introduction

Currently, there are two IUD options are available in the U.S: the ParaGard and the Mirena.  Tapestry Health offers both contraceptive options.  The ParaGard IUD (a brand name for the Intrauterine Copper Contraceptive Model T38OA) has an approved duration of use for 10 years.  Unlike previous copper IUDs, the ParaGard contains copper on the arms of the T as well as on the stem, thus increasing its effectiveness by introducing more copper higher into the uterus.  Mirena (the brand name for the levonorgestrel intrauterine system, LNG-IUS) releases the progesterone levonorgestrel directly into the endometrial cavity at an initial rate of 20 mcg per day, and is approved for 5 continuous years of contraceptive use.  The frame of Mirena contains barium sulfate for visibility on X-ray.

Mechanism of Action

IUDs work primarily by preventing sperm from reaching and fertilizing an egg.  The ParaGard inhibits sperm migration, impairs sperm viability, and changes the transport speed of the ovum.  In addition, the Mirena suppresses the endometrium and thickens the cervical mucus.  (A very small percent of women will not ovulate as a result of the systemic absorption of levonorgestrel.)

Effectiveness

Both ParaGard and Mirena rival the effectiveness of tubal sterilization.  Less than 1% of women using the ParaGard or the Mirena experience a pregnancy during the first year of use.

Advantages /Disadvantages

Advantages:

· high rate of contraceptive efficacy

· not connected with the act of intercourse

· continuous contraception

· long acting

· reversible

· cost effective

Disadvantages:

· Cramping and pain at time of insertion

· Risk of expulsion (2%-10% within first year)

· Perforation (1 per 1,000 insertions or less)

· Altered bleeding patte

Contraindications

IUD insertion is contraindicated when one or more of the following conditions exist:

· Pregnancy or suspicion of pregnancy

· Congenital or acquired uterine anomalies which distort the uterine cavity (fibroids, endometrial polyps, cervical stenosis, bicornuate uterus, small uterus < 6 cm)

· Acute PID or a history of PID within the past 3 months

· Postpartum or post-abortion endometritis within the past 3 months

· Current STI or within the past 3 months (including cervicitis)

· Cervical cancer

· Endometrial cancer

· Malignant gestational trophoblastic disease

· Undiagnosed vaginal bleeding

· Hypersensitivity to any component in the IUD (copper, progesterone)

· Less than 4 weeks postpartum

The following are additional contraindications with the use of Mirena:

· Benign or malignant liver tumors, active liver disease

Exercise Caution

· Women at high risk for sexually transmitted diseases

·  Impaired response to infection (chronic steroid treatment, HIV infection or AIDS, leukemia)

Counseling

IUD candidates should be counseled like any initial-comprehensive or annual client.  IUD counseling should involve information about where and how the IUD is inserted, the benefits and risks associated with its use, and a copy of the Patient Information leaflet distributed by the manufacturer should be given to the client.  Informed consent for the IUD must be read and understood by the client.  The client must sign and date the informed consent. 

Important points to discuss with client:

1. With both the ParaGard and the Mirena, it is common to have irregular bleeding during the first several months of use.  Clients using the ParaGard IUD may experience a heavier, longer and more painful menstrual flow.  Irregular bleeding outside of the menses is also common during early use.  Clients using Mirena are likely to experience irregular bleeding and spotting which may last for days in the first months of use.  Menstrual periods may be irregular and lighten or stop over time.  Irregular bleeding is the main reason why women choose to discontinue the use of an IUD.  Anticipatory counseling regarding this common side effect is essential.

2. Although the actual rate of PID infection is low with IUD users, there is a slightly increased risk of upper genital track infection in the first month of use.  Signs of infection such as unusual discharge, fever, urinary burning, unusual bleeding or pelvic pain should be reported immediately.  Women in a non-monogamous partnership should be counseled to use condoms consistently.  

3. If a woman becomes pregnant with an IUD in place, the IUD should be removed immediately and the woman advised that there is a 25-50% chance that the pregnancy will miscarry.

4. The client should check for the string prior to every act of intercourse until her six-week check-up visit, and once each month, (following menses) after that.  If the string is not felt, if it feels longer or shorter, or if the IUD itself is felt, she should use a back up method of birth control and call the clinic for an appointment.  The client should NEVER attempt to remove the IUD herself.

5. Since the IUD client is at highest risk for expulsion during her first menstrual cycle, a back-up method should be considered until her first six-week check. Between 2%-10% of IUD users spontaneously expel their IUD within the first year.

6. The ParaGard is immediately effective upon insertion.  The Mirena is immediately effective only if inserted within 7 days from the start of the last menses.  If the Mirena is inserted outside of this time, it will take 7 days to become effective.

7. Perforation of the uterus at the time of insertion is rare, yet the client should be informed of this risk.  Occurrence is approximately 1 per 1000 insertions or less. 

8. ALL risks and contraindications should be carefully reviewed with the client.
Insertion Visit Guidelines
1. The medical history form must be updated (within the past year) and complete.
2. All IUD candidates must have a Pap smear result documented within the past year.  
3. A Chlamydia and gonorrhea test must be done at the time of the IUD insertion. (It is unnecessary to test prior to the insertion visit.) 

4. A urine pregnancy test must be done if there is any risk of pregnancy.  
5. New clients requesting an IUD will have an initial exam before insertion.  
6. All lab work for IUD clients should be marked “STAT” in order to expedite results.  
7. Informed consent should be reviewed, signed and witnessed.  
8. Clients should be advised to take 800mg of Ibuprofen, two Aleve or two extra strength Tylenol one hour prior to the IUD insertion.  
Insertion

Only clinicians with proven proficiency in IUD insertion will be allowed to perform insertions at Tapestry Health.  (This includes a formal training in ParaGard and Mirena insertion and 5-10 observations by a skilled clinician in IUD insertions.)  
· Explain the steps of the IUD insertion procedure to the client.

· Perform a bimanual examination to determine the size, shape, and position of the uterus.  
· Insert a warm, moistened speculum.

· Cleanse the cervix with an antiseptic solution using 3 scoppettes or more (one for each sweep of the cervix).
· Open the sterile insertion instruments without touching the inside of the packet and place within easy reach.

· Remove the tenaculum by its handle and grasp the anterior or posterior lip of the cervix.  Close gently to the first notch.  Having the client cough while the tenaculum is being attached can ease the pinch.
· Apply gentle traction with the tenaculum to straighten the canal.  
· Remove the sound by its handle and gently insert to measure the depth of the uterus.  Do not apply great force if there is resistance.  Apply further traction to the tenaculum and attempt to re-insert the sound at a different angle.  Once the sound is inserted and removed, note the depth of the uterine cavity.  The client can expect to feel cramping as the sound is inserted and withdrawn.  
· Open the IUD pack without touching its contents.  

· Put on sterile gloves.

· Load the IUD and insert it into the uterine cavity according to the manufacturer instructions.  As the IUD is inserted through the cervix into the uterus, the patient may have pain and cramping similar to strong menstrual cramps.
· Gently remove the tenaculum.  Tamponade any bleeding from the tenaculum site until it is resolved.

· Trim the strings of the IUD to 3-4 cm in length and note the string length.  Avoid cutting the strings too short.  If the client or her partner becomes aware of the threads, they may be cut shorter in length at the follow-up visit.

· Remove the speculum and assess the client.
Some clients will experience a vasovagal reaction due to the manipulation of the cervix or due to anxiety.  Symptoms of a vasovagal reaction include bradycardia, weakness, lightheadedness, perspiration, nausea/vomiting or syncope.  Place the client in a Trendelenberg position on her back with legs raised, place a cold compress on her forehead or neck and attempt to keep her stimulated and awake.  The reaction is usually of short duration and self-limiting.  (Please refer to the Medical Emergency Protocol.)

Post-Counseling

During post-counseling, the client will receive instruction on checking for the string, what to expect in the first several months of use, when to use a back up method of birth control, and when to call the clinic if symptomatic.  The likelihood of irregular uterine bleeding for the first 3 months or greater should be emphasized.  It should be noted that the IUD does not contribute to the prevention of any STIs, including HIV.  The use of condoms should be strongly encouraged. 
Six-Week Follow-Up Visit

Clients should be re-examined and evaluated within six weeks after the IUD insertion.  The following information should be obtained:

· LMP/character of menstrual period

· Spotting or irregular bleeding

· Cramping

· Abdominal pain/tenderness

· Fever

· Dyspareunia (client/partner)

· Symptoms of vaginal/pelvic infection

Management of Cramping/ Irregular Bleeding
Evaluate the extent of pain and bleeding.  If within normal limits, promote the use of NSAIDs at the highest recommended dose.  If severe or prolonged, the client should be evaluated for partial expulsion, perforation or PID. 
Management of Missing Strings

Rule out pregnancy.  Use a cytobrush to probe for the strings in the cervical canal.  If the strings are not located, obtain an ultrasound to confirm the presence of the IUD in the uterus.  If the IUD is in place, the client can continue with her contraception until removal is due.  Refer to GYN for removal.

Inability to Penetrate Cervix

If the clinician is unable to penetrate the cervix in order to enter the uterine cavity, the client can return to the clinic at another point in her cycle (during ovulation or menstruation) and the clinician can re-attempt insertion.  The clinician can also choose to order misoprostol.  The client should be advised to take misoprostol 400 mcg (200 mcg tablets #2) dissolved in each cheek 1-2 hours prior to insertion.  If insertion remains unsuccessful, the client should be referred to a GYN provider so further assistance may be offered.
Postpartum and Post-Abortion Insertion

There is an increased risk of perforation with IUD insertions done after 48 hours and up to 6 weeks postpartum.  Therefore, Tapestry clinicians will only insert IUD’s in clients who are least 6 weeks postpartum.  IUD’s may be inserted immediately after a first or second trimester abortion.

Positive Gonorrhea or Chlamydia Test Result

If a client receives a positive Chlamydia or GC test result, they should return to the clinic for a pelvic exam and treatment.  Partner treatment is necessary and should be completed before the client resumes sexual relations.  There is no need to remove the IUD unless there is evidence of PID.  A repeat Chlamydia and gonorrhea test is advised in 3 months.

Expulsion

Partial or unnoticed expulsion may present as irregular bleeding, the client feeling the IUD during a string check, and/or pregnancy.  Risk of expulsion is highest during the first month post insertion and when insertion has occurred at the time of menses.  The IUD should be removed and a new IUD inserted if there is no risk of pregnancy.

Management of Perforation at Insertion

If perforation occurs at insertion, remove device and monitor for excessive bleeding.  If stable, provide an alternative method of contraception and offer a new IUD insertion following the next menses.  If any symptoms of excessive bleeding or shock are present, call for emergency services.
Annual Exam

Each IUD client should have an annual exam.  The ParaGard IUD needs to be replaced after 10 years of use.  The Mirena needs to be replaced after 5 years.  A clinician experienced in IUD insertion and removal can do removal of an IUD.

Following an IUD removal, the uterus returns to its normal state and fertility is restored.  If the IUD is not replaced at this time, discussion of an alternative contraceptive method, if appropriate, should occur.

Actinomyces on Pap

Actinomyces is a bacterium that exists normally in the female genital tract.  Actinomyces reported on cytology is very insensitive and does not predict clinical illness.  If the client has NO SYMPTOMS, nothing needs to be done.  If the client is SYMPTOMATIC, remove the IUD and treat the infection.  Once a repeat Pap shows the absence of Actinomyces, a new IUD may be inserted.
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