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PACKING SLIP
XYTEX CORPORATION Customer Name:
1100 Emmett Street
Augusta, GA 30904 Date:

XYTEX SEMEN PRODUCT INFORMATION

Donor Lot# Count Pre-Freeze | Post-Freeze | Freeze Date Number Type ABO/Rh
(M/ml) Motility Motility Vials Washed/
Unwashed

Summary of Records

This donor was tested initially, found to be negative or normal for the tests listed below and
classified as eligible. Additionally, all donors are initially tested for cystic fibrosis,
chromosome analysis and if ethnic background indicates, Thalassemia, Sickle Cell trait,
Canavan, Gaucher & Tay Sachs and must be negative or normal. The donor is re-tested at
regular intervals and continues to be negative or normal for:

NogahscwdNE

HIV 1 & 2 antibodies 8. RPR (Treponema pallidum)

HIV/HCV NAT (as of 05-25-05) 9. TP-PA or FTA-ABS (Treponema pallidum)
Hepatitis B Surface antigen 10. Gonorrhea

Hepatitis B core antibody 11. Chlamydia

Hepatitis C antibody 12. Trichomonas

HTLV I/l antibodies 13. Genital Pathogens

CMV Total assay

All tests were performed by CLIA licensed facilities using FDA approved tests

With the above lab tests, coupled with current medical/social history, it has been determined that the
donor continues to be eligible according to the FDA current regulations 21 CFR part 1271. All screening
and testing is reviewed by our medical director (J. Todd Spradlin, M.D.). Samples are quarantined for at
least 180 days before retesting for release.

In addition, at each semen donation, the donor is asked the following questions. If he answers yes, he is
referred to the Donor Counselor and if needed, the medical director, for further evaluation.

1.
2.
3

4,

Do you have a new sexual partner?

Have you engaged in any high risk behavior?

Have you had a fever with a headache for a week, been diagnosed with West Nile, encephalitis or
meningitis?

Have you had any urethral discharge or ulcers, genital warts or a contagious skin disease?

All Xytex donors have been screened for symptoms of West Nile Virus and SARS at each donation and
on the medical history questionnaire.
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DESCRIPTION OF PRODUCT

Cryopreserved human semen provided by a compensated donor

Volumel/vial = 0.5 ml; sample color = yellow

Semen analysis performed according to WHO Laboratory manual for the examination of

human semen and sperm-cervical mucus interaction; 4" Edition;

Quality commitment: Minimum of 30 million motile sperm cells/ml

Expiration date: No “shelf-life” has been established for this product stored at
temperatures < -140°C or colder. Maintain tissue at below -140°C until tissue is
used.

Xytex semen is cryopreserved in sterile-filtered Test Yolk Buffer™ (Irvine Scientific, Santa
Ana, CA), composed of buffers (TES and Tris), sodium citrate, fructose, gentamicin
sulfate, glycerol and heat-inactivated egg yolk from specific pathogen-free laying flocks.

Semen cryopreserved before lots numbers listed below have penicillin-G and
streptomycin sulfate.

Donor numbers in 4000’s and 6800’s: lots B127 and earlier
Donor numbers in 9000’s and 6600’s: lots B096 and earlier
Donor numbers 2873 and higher: lots C197 and earlier

Pre-washed units (IUl-ready) have also been washed in sterile Sperm Washing Medium
(Irvine Scientific) which contains human albumin.

Vials are labeled with: a) donor number (4 digits)
b) lot number (a letter and 3 numbers), letter indicating collection
year and numbers indicating Julian date
c) pre-washed vials are labeled “IUI” and/or with green mark in
the cap

Important Information Concerning These Samples
e After thawing, product should be inseminated within 30-45 minutes.
e Insemination procedures should only be performed by a licensed medical provider.

e Although screened and tested, a sample may transmit infectious or genetic
disease.

e Possible adverse reactions may occur at the time of insemination (but are not limited
to):
a) Allergic reaction
b) Uterine cramping as a result of seminal plasma and/or catheter insertion in the
uterus.

o All adverse reactions must be promptly reported to Xytex Corporation at (706) 733-
0130.

e ltis the responsibility of the inseminating medical provider to maintain accurate
records should subsequent infectious or genetic problems occur associated with the
use of this product.
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