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HIV-Discordant Intrauterine Insemination Patient Enrollment

This study will enroll couples who wish to have a child in which the man is HIV-seropositive and the woman is HIV-seronegative (hereafter referred to as HIV-discordant).  Subjects are patients of Dr. Schust, referred to MU Reproductive Medicine & Fertility by an outside practitioner or self-referred. 

The couple is counseled about their reproductive options, with strong encouragement to consider the safer options of donor insemination or adoption and the option of in vitro fertilization (IVF), which has a much greater pregnancy rate per cycle of treatment.   Patients will provide informed consent before enrollment. 
Before enrollment in the study: 
The woman has a fertility evaluation (www.fertilitymissouri.com/Infertility_Evaluation.html) and infectious disease testing (HIV, gonorrhea, chlamydia, syphilis, CMV, HTLV, hepatitis B and hepatitis C), and is judged to be a candidate for intrauterine insemination (IUI; www.fertilitymissouri.com/IUI.html ).  Testing typically include hormone tests and a hysterosalpingogram to test for open Fallopian tubes (www.fertilitymissouri.com/Hysterosalpingogram.html).  
The man has infectious disease testing (gonorrhea, chlamydia, syphilis, CVM, HTLV, hepatitis B and hepatitis C).  He has a semen analysis (www.fertilitymissouri.com/SA.html) and is found to have semen adequate for IUI (> 10 million motile sperm).
Before enrollment the couple is asked to sign an attestation document stating that they are using safe sex practices.

Participants are treated with intrauterine insemination (IUI).  To reduce transmission of HIV, we will use a two-step sperm washing procedure, developed for HIV-discordant couples, and test the sperm sample for HIV before using it for insemination of the woman.  Although the risk of HIV transmission to the woman is presumably not zero with this method, over 4000 inseminations reported world-wide have not resulted in infection of any female patients or resulting children.

The patients are informed that the major risk involved in participation in this study is the potential for HIV transmission from the infected man to the woman receiving intrauterine insemination with his semen.  We believe that this risk is very small but not zero.  Other risks are those associated with standard infertility evaluation and treatment, and patients are counseled following our clinical protocols.

Patients are offered a visit with a social worker not associated with our practice but who is familiar with fertility concerns.

All costs are the responsibility of the patient.
 

In order to be eligible for enrollment into this study 

Couple must:

· attest to safe sex practices

· know the HIV-status of his/her partner

· have negative tests for gonorrhea, chlamydia, syphilis, CMV, HTLV, hepatitis B and hepatitis C

· be informed of risks of this procedure and alternatives, including IVF-ICSI and donor insemination

· have the ability to provide informed consent

· been referred or self-refer to Dr. Schust for infertility treatment

Woman must:

· be 18-38 years of age

· be HIV-seronegative

· have a complete infertility evaluation including testing for ovulation status, tubal patency, and an endocrine evaluation; she must be judged a good candidate for intrauterine insemination

Man must:

· be at least 18 years of age

· be HIV-seropositive

· be under the care of an infectious disease specialist

· disease must be under control without evidence of acquired immunodeficiency syndrome (AIDS), with viral load <50,000 copies/mL and CD4 count > 250 cells/mL for the preceding 6 month period 

· have semen quality adequate for intrauterine insemination (> 10 million motile sperm)
Follow-up After IUI and Repeat IUIs
If the couple does not become pregnant, the female patient will return to the clinic for HIV viral load testing at 1 month, and for HIV Ab testing at 3, 6 and 12 months after her IUI.  

If the couple does not achieve pregnancy after IUI, they may continue in the study for a total of 6 cycles with IUI.  Before each cycle of IUI, the woman must have one normal menstrual cycle and the couple must sign an attestation statement that each of them is following safe sex practices.  Also before each IUI treatment, the male and female patient will each have repeat testing for sexually-transmitted infections.

If the woman misses her period after the IUI, she will come to the clinic for a blood pregnancy test 16 days after the IUI was performed.

If she becomes pregnant, she will be followed by Dr. Schust for the first 8 weeks of pregnancy and then by the OB-GYN of her choice.  This doctor will be told about her method of conception and her potential additional risks.

If the patient gives birth as a result of this procedure, the baby will be tested for HIV with a serology test when he or she is 3 months old. 
Visits Required to Our Clinic and Testing that Can be Done at an Outside Clinic
For patients who are traveling to Columbia, Missouri, some testing can be done at a fertility clinic of their choice closer to their home.  The treating physician would then send the test results to Dr. Schust at our clinic.  The couple would need to make one visit to Columbia for the initial consultation with Dr. Schust, and one trip for each IUI treatment.  Following is a summary of the procedures required for the study.  Estimated costs of procedures required at our clinic are given.  Remember there may be other significant costs, for example, if drugs are required each cycle for ovarian stimulation (http://www.fertilitymissouri.com/Ovarian_Stim.html).
Underlined procedures must be performed at our clinic in Columbia, MO.

Initial Eligibility Screening

1.
Man and Woman have a consultation visit with Dr. Schust, are and then provide informed consent (consult visit approximately $300)
2.
Man has a semen analysis ($70)
3.
Woman has an infertility examination for ovulation status, tubal patency, and endocrine evaluation at  our clinic or an outside fertility clinic in consultation with Dr. Schust. § 
4.
Woman has tests for infectious diseases (please contact us for a requisition for an outside lab: gonorrhea, chlamydia, syphilis, HIV, HTLV, CMV, hepatitis B and hepatitis C). §
5.
Man has tests for infectious diseases (please contact us for a requisition for an outside lab: same as for woman but without HIV tests), HIV viral load and CD4 count and is under the care of an infectious disease specialist . §
Each Intrauterine Insemination Treatment

1.
Woman has repeat tests for the infectious diseases above. §
2.
Man has tests for the infectious diseases given above, HIV viral load and CD4 count and is under the care of an infectious disease specialist in consult with Dr. Schust.  §
3.
Woman and her care provider monitor her cycle with ovarian stimulation if needed. § 

4.
Semen collection for IUI (early morning on day of IUI) (the semen preparation and testing will cost approximately $600)
5.
Intrauterine Insemination (IUI) (late afternoon) (IUI cost approximately $60)
6.
Pregnancy test if no menses. §
7.
Female HIV testing at 1, 3, 6 and 12 months after IUI (if IUI is repeated, the times of these follow-up tests will reset for the new cycle. §
§ These tests and procedures can be performed by a clinic near you with the results sent to Dr. Schust.  Cost will depend on where the testing is done.
