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Cervical Cancer ScreeningTests

| TEST | DEFINITION | FDA-APPROVED TEST | GENOTYPE

Examination of the cells in a sample taken from the cervix un-
der a microscope to check for the presence of abnormal cells
(abnormal cells may be precancerous or cancerous cells)

A test to detect the DNA of oncogenic (high-risk) types of HPV
in a sample taken from the cervix

Cytology (also known as
Pap test or Pap smear)

cobas® HPV (approved 2014) HPV types 16 and 18

Primary HPV test
HPV types 16, 18, 45, 31, 51, 52,

HPV is the causal agents of almost all cervical cancers Onclarity HPV (approved 2018) 33458 35430168, 56459166

A test that combines cytology to look at cells under a micro-
scope and test for HPV DNA in the same sample taken from the||Digene HC2 (approved 2003) No

Cervix
Cervista HPV HR (approved N
2009) 0
Cotest (cytology and HPV
test administered together) ggg\gn)sta HPV16/18 (approved HPV types 16 and 18

| |/ Aptima HPV (approved 2011)  |[No

Aptima HPV16 and 18/45 (ap-
proved 2012)

| |lcobas HPV (approved 2011)  |HPV types 16 and 18

HPV types 16, 18, 45, 31, 51, 52,
Onclarity HPV (approved 2018) |[33+58, 35+39+68, and
56+59+66

HPV types 16 and 18/45

Abbreviations: Aptima HPV, human papillomavirus assay from Hologic, Inc; Cervista HPV HR, high-risk human papillomavirus test (Cervista; cobas HPV,
hman papillomavirus test (cobas; Digene HC2, hybrid capture 2 test (Digene; FDA, US Food and Drug Administration; Hologic, Inc); HPV, human papilloma-
virus; Onclarity HPV, human papillomavirus assay from Becton, Dickinson & Company; Pap, Papanicolaou; Qiagen); Roche Molecular Systems).

Adapted from: US Food and Drug Administration. FDA Executive Summary: New Approaches in the Evaluation for High-Risk Human Papillomavirus Nucleic

Acid Detection Devices. Prepared for the March 8, 2019 meeting of the Microbiology Devices Panel of the Medical Devices Advisory Committee (see FDA
2019).
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*Moisturizers and lubricants:

Replens, Me Again, Vagisil Feninine, Feninease, K-Y Silk-E
Water soluble, Astroglide, Slippery Stuff, K-Y Jelly

Silicone based — Pjur Eros, ID Millennium

Oil based- Elegance Women’s Lubricant
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- complete blood cell count(Hb,Hct,platelet)
- Protrombin
- partial thromboplastin time(PTT),PT
- iron profile
- serum creatinine
- TSH level
- factor VIII level
- von Willebrand factor antigen
- JL istocetin cofactor
- platelet aggregation studies
- Pap smear

- pregnancy test
- prolactin
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- Intravenous conjugated estrogens: 25 mg Premarin every 4-6 h - 24 h
- Combined oral contraceptives (monophasic 35-mg pill)* 1 tab 3 times a day for 7 d, then taper
- Oral norethindrone acetate 5-10 mg every 4 h until bleeding stops, then Taper
- Oral medroxyprogesterone acetate 10-4- 00 00000 f 0 00000 00000000 0O0OOO, 0OOO DOOOY)
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