[image: image1.jpg]i





FAMILY PLANNING PROGRAM
PAP TEST SCREENING PROTOCOL

Effective Date: February 2011 (revised)

I.
INTRODUCTION

The Michigan Department of Community Health Family Planning Program is issuing an updated Pap test protocol for all Title X funded agencies, as professional organizations have released varying guidelines.  All delegate agencies are required to initiate cervical cancer (Pap® test) screening according to the American College of Obstetrics and Gynecology (ACOG) or the American Cancer Society (ACS) effective immediately.
The Family Planning Medical Advisory Sub-Committee recognizes and promotes the use of cervical cancer screening recommendations from either the American College of Obstetrics and Gynecology or the American Cancer Society.  For the follow-up of abnormal Pap test results, the Family Planning Program will follow the American Society for Colposcopy and Cervical Pathology’s (ASCCP) 2006 Consensus Guidelines for the Management of Women with Abnormal Cervical Cancer Screening Tests and 2006 Consensus Guidelines for the Management of Women with Cervical Intraepithelial Neoplasia or Adenocarcinoma in Situ.  Guidelines are referenced in this document and may be found at http://www.asccp.org. 
II.
PAP SCREENING RECOMMENDATIONS

A.
Screening Tests
· Pap test and speculum exam should be used for routine cervical cancer 
screening.
· Testing for cervical cancer is performed using either Liquid-Based Cytology or 
Conventional (slide) Pap Test.   
B. Age to Initiate Screening: (Select One)
· ACOG---Screening for cervical cancer should begin at age 21




OR

· ACS----Screening for cervical cancer should begin at age 21 or 3 years after the onset of sexual activity, whichever comes first. 


C.
General Information
· The need for cervical cancer screening should not be the only basis for the 

onset of gynecological care. 

· Adolescents must be able to obtain appropriate preventative health care, including, but not limited to, an assessment of health risks, counseling for pregnancy and sexually transmitted disease (STD) prevention, contraception, and treatment of STD’s; even if they do not need a Pap smear.    
· For the purpose of these guidelines an adolescent is defined as 20 years of age or younger.

· Adolescents and young women who have received the HPV vaccine should continue cervical cancer screening according to the current guidelines.

· Clinical breast exam beginning at age 21 and at least every 3 years until age 40 then annually (see Initiation of the Clinical Breast Exam Memo dated 2-23-2011). 
· In the absence of endocervical cells, if a Pap smear is satisfactory and negative, then regular screening should be continued.
· Pelvic exams (speculum and bimanual) on females 13-20 years of age are no longer required unless medically indicated (i.e., symptoms or conditions related to sexually transmitted disease, vaginitis, abnormal vaginal bleeding, amenorrhea, pelvic pain, foreign body or pelvic mass). Pelvic exam should be performed at the same time as the pap test.
· If agencies have selected ACOG as their national standard, pelvic exam (speculum and bimanual) should only be preformed at the time of pap testing every two years (unless medically indicated).
· For Chlamydia STD screening and testing (when a pelvic exam is not indicated) CDC guidelines for the use of urine testing or vaginal self swab instead of a pelvic exam and endocervical sample, may be used. 
D.
ACOG Recommendations for Cervical Cancer Screening:
	Age to Begin
	Screening Exam
	Screening Interval

	 Age 21-29 


	Conventional Pap Test 

              OR

Liquid Based Cytology (LBC) 
	     Every two years



	Age > 30*  with three consecutive, negative cytology results
	Conventional Pap Test 

              OR

Liquid Based Cytology
	Every two to three years.

Frequency should be individualized using clinical judgment


 E.
ACS Recommendations for Cervical Cancer Screening:
	Age to Begin
	Screening Exam
	Screening Interval

	  Age 21 or 3 years after the onset of sexual activity through age 29


	Conventional Pap Test 
              OR
	Annual

	
	Liquid Based Cytology (LBC) 
	Every two years

	Age > 30*  with three consecutive, negative cytology results
	Conventional Pap Test 
              OR

Liquid Based Cytology
	Every two to three years.
Frequency should be individualized using clinical judgment



* HR-HPV (High-Risk Human Papillomavirus testing) as an adjunct to cervical cytology testing may be used for cervical cancer screening in women 30 years of age or older.  If both tests are negative, testing then occurs every three years.  For abnormal results, follow-up guidelines may be found on http://www.asccp.org.   However, HR-HPV is not a funded Title X family planning test.

F.
Contraindications for Pap Screening:
a. Visible cervical mass with bleeding

   G.
Relative Contraindications: (Temporary Deferral)
a.
Heavy menstrual bleeding

b.
Women less than 8 weeks post-partum (vaginal delivery) or 8 weeks post-
abortion.

PLEASE NOTE:  Pap testing should not be deferred if vaginal discharge or signs and symptoms of vaginal infection are present.
III.
CLIENT INFORMATION/EDUCATION


A.  Regular cervical cancer screening (Pap test) is viewed as an important 
component of routine preventive care.   Screening (via patient history) and 
testing for sexually transmitted infections, if indicated, should occur at the 
annual visit even if cervical cancer screening (Pap test) is not done.


B.
Discuss the importance of cervical cancer screening which includes: 

· Frequency of cervical cancer screening is based on recommendations from a nationally recognized professional organization, a woman’s age and her Pap test history.

· Cervical cancer screening test is a Pap test. (Frequency of Pap testing is dependent on previous Pap test results). 
· Possible testing for HPV and STD.



C.  Discuss limitations of screening procedures

· Normal results on a screening exam do not necessarily indicate absence of disease.

· No screening test is 100% accurate; therefore, some cases of the disease may be unavoidably missed.

· Normal results never rule out the later development of the disease, which is why regular screening is so strongly recommended.

· The detection of an abnormality does not mean the abnormality is cancerous.  Only some women with abnormal screening results will, after further evaluation, be diagnosed with disease.
IV.
 MANAGEMENT OF WOMEN WITH SPECIAL CONDITIONS
A.  Special Considerations:

· Women with a histologically-confirmed HSIL, whether or not they receive treatment - continue cervical cancer screening on a regular basis, for 20 years.
· Women who are HIV+, immunocompromised, or had in utero DES exposure – continue ANNUAL cervical cancer screening regardless of the testing method. 
· For women whose cytology exam is satisfactory but obscured or partially obscured by inflammation – repeat the Pap test in 12 months.  Repeat the Pap test in 6 months if the client has any of the following:
· history of an abnormal Pap (atypical squamous cells of undetermined

significance or worse) without 3 subsequent negative Paps
-
previous Pap with unexplained glandular abnormality
· history of a positive High-Risk HPV test within the past year
· is immunosuppressed

· similar obscuring factor in previous Pap test

· has not had a Pap test at least every two years
· clinician’s inability to clearly visualize the cervix or sample the endocervical

canal
· Women whose cytology exam is unsatisfactory need a repeat cytology exam within the next 2 to 4 months.
· Per the ASCCP guidelines, adolescents and pregnant women are also given special consideration.  See guidelines for details at http://www.asccp.org
· Endocervical curettage is unacceptable in pregnant women
· Colposcopy may be deferred until the postpartum examination  
· Invasive cancer is the only indication for treatment during pregnancy

B.  Provision of Screening and Diagnostic Services for Family Planning Women with Abnormal Pap Tests 

1.
Women <40 years of age seen in any Family Planning/Title X clinics who have an abnormal Pap test result requiring immediate follow-up for the abnormality can be referred to BCCCP for diagnostic services only to confirm or rule out a cancer diagnosis. 

(NOTE:  HPV testing should be discussed and recommended to the client; however, Family Planning or BCCCP funds cannot be used to pay for HR-HPV testing for <age 40 clients with screening Pap test results of ASC-US).

2.
Women age 40-64 seen in Family Planning/Title X Clinics for cervical services may be referred to BCCCP for breast screening and diagnostic services (if needed).  
V. MANAGEMENT OF ABNORMAL PAP TEST RESULTS

A.
Follow-up Process for Abnormal Pap Test Results:

1. Clinicians should develop and implement a tracking system that will notify women of cervical screening results and follow-up diagnostic testing that is required. A method of contacting women without violating their confidentiality must be established at the first visit.

2. Documentation must be maintained in the medical record of all phone calls and letters to clients.  If the pap results are HSIL, AGC, Squamous CC, or AIS, a certified letter should be sent to the client.  

3. Title X requires that all women with an abnormal pap be notified within 6 weeks of obtaining the Pap test.  Please note that the collaborative relationship with the Michigan Breast and Cervical Cancer Control Program (BCCCP) requires that the colposcopy be completed within 90 days of performing the pap test, therefore it is recommended that follow-up be initiated as quickly as possible.
4. HR-HPV testing is for follow-up of ASC-US pap ONLY to determine management for either referral for colposcopy or return to annual screening. (NOTE:  HR-HPV testing is not a Title X Family Planning service).  

B. Clinical Management of Pap Testing Results

1.  ABNORMAL pelvic examination (abnormal gross appearance of cervix), 
NORMAL Pap test

a.   Notify the patient of the results of her pelvic examination and its 


implication.  This information should include:

· The nature of the suspected disease and differentiation between a cervical lesion or other pelvic abnormality (ovarian mass) and implications for coverage by BCCCP, etc. 

· Refer immediately for colposcopy with biopsy as indicated.                  Do not rely on cervical cytology results alone.

b.
Notify the patient's primary provider (if any).

· The physical exam findings and screening test results

· BCCCP role/action taken

 2.
UNSATISFACTORY cervical cytology specimen
Repeat Pap smear in 2-4 months.  If second Pap test is unsatisfactory, refer             for colposcopy.

3.
ABNORMAL cervical cytology report
a.
Notify the patient of the results of the Pap test and its implications as 
soon as possible but within 6 weeks of receipt of abnormal findings, 
including:

· The nature of the suspected disease

· What a precancerous lesion is and that it is 100% curable

· The need for further testing for definitive diagnosis before treatment

· Treatment options available, benefits and risks of each

b.
Refer/arrange for repeat Pap test and/or diagnostic work-up and 
treatment based on Pap test results. 

4.  FOLLOW-UP OF ABNORMAL CYTOLOGY RESULTS:

a. 
The website http://www.asccp.org contains algorithms on the:

· Follow-up of ASC-US cytology results for all women
· Management of adolescent women with HSIL results, ASC-US or LSIL cytology

· Management of pregnant women with LSIL results
· Management of HSIL, ASC-H and LSIL cytology for all women

· Management and follow-up of AGC cytology.

 b.   A diagnostic excisional procedure is recommended for women with 
HSIL and an unsatisfactory colposcopy, except when pregnant.

c.   A diagnostic excisional procedure is recommended for adolescents and 
young women with HSIL when CIN of any grade is identified on ECC.
VI. ADDTIONAL INFORMATION

A.
Indications for Referral to a Qualified Colposcopist:

· Women age 20 and under requiring treatment for CIN2/3 (if using the ACS screening recommendations).
· Pregnant women with HSIL cytology. 
· Women with a significant cervical lesion in which “see and treat” may be indicated.
· Women desiring fertility who, after excisional treatment, have recurrent or persistent cervical dysplasia.
· Women who have had two “unsatisfactory for evaluation” tests 2-4 months apart.
· Women with AGC (Abnormal Glandular Cells) or AIS (Adenocarcinoma in situ) on cytology.  Management follows the algorithm found at http://www.asccp.org.
· Women with any gynecologic cancer should be referred to a Gynecologic Oncologist.
Reference:
American College of Obstetricians and Gynecologists--Obstetrics & Gynecology, Practice Bulletin #109 "Cervical Cytology Screening".  December, 2009
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Brent Davidson, M.D.  FACOG
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Family Planning Medical Director, Consultant



LISTING OF ALGORITHMS
Note:  To access algorithms, please go to:  http://www.asccp.org
1)
Management of Women with Atypical Squamous Cells of Undetermined Significance (ASC-US)
2)
Management of Adolescent Women with Either Atypical Squamous Cells of Undetermined Significance (ASC-US) or Low-grade Squamous Intraepithelial Lesion (LSIL)

3)
Management of Women with Atypical Squamous Cells: Cannot Exclude High-grade SIL (ASC-H)

4)
Management of Women with Low-grade Squamous Intraepithelial Lesion (LSIL)*

5)
Management of Pregnant Women with Low-grade Squamous Intraepithelial Lesion (LSIL)

6)
Management of Women with High-grade Squamous Intraepithelial Lesion (HSIL)*

7)
Management of Adolescent Women (20 Years and Younger) with High-grade Squamous Intraepithelial Lesion (HSIL)

8)
Initial Workup of Women with Atypical Glandular Cells (AGC)

9)
Subsequent Management of Women with Atypical Glandular Cells (AGC)

10)
Use of HPV DNA Testing* as an Adjunct to Cytology for Cervical Cancer Screening in Women 30 Years and Older

11)
Management of Women with a Histological Diagnosis of Cervical Intraepithelial Neoplasia Grade 1 (CIN 1) Preceded by ASC-US or LSIL Cytology


12)
Management of Women with a Histological Diagnosis of Cervical Intraepithelial Neoplasia – Grade 1 (CIN 1) Preceded by HSIL or AGC-NOS Cytology

13)
Management of Adolescent Women (20 Years and Younger) with a Histological Diagnosis of Cervical Intraepithelial Neoplasia – Grade 1 (CIN 1)

14)
Management of Women with a Histological Diagnosis of Cervical Intraepithelial Neoplasia – (CIN 2,3)*
15)
Management of Adolescent and Young Women with a Histological Diagnosis of Cervical Intraepithelial Neoplasia – Grade 2,3 (CIN 2,3)

16)
Management of Women with Adenocarcinoma in-situ (AIS) Diagnosed from a Diagnostic Excisional Procedure
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