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Pathology & Cytology Laboratories, Inc., and Chipps, Caffrey & Dubilier, P.S.C. are specialists in Anatomical Pathology, Cytopathology, Clinical Laboratory Consultations and Medical Directorships.

Founded in 1967 and located at 290 Big Run Road, Lexington, Kentucky, Pathology & Cytology Laboratories, Inc. provides the highest quality service and professional expertise, to private physicians, clinics and hospitals.



ACCREDITED & INSPECTED BY:

The American Society of Cytology
College of American Pathologists - Laboratory #16212-01
Commonwealth of Kentucky, Cabinet for Health Services - License #200072
U.S. Department of Health and Human Services Health Care Financing Administration
CLIA # 18D0648508


STAFF

· 21 Board Certified Pathologists
		Richard L. Lozano, M.D.
Patrick C. Crowe, M.D.
Jason A. Clark, M.D.
Christine A. Meece, M.D.
Edward J. Tanous, M.D.
Jessica Howard, D.O.
Jason Mull, M.D.
		George Kim, M.D.
Bradley Gibson, M.D.
Sarah Williams, M.D.
		Autumn Hammonds, D.O.
            Sheila Combs, M.D.
Jacob Edens, M.D.
Nicole Durie, M.D.
Alexander Smith, D.O.
Molly Smith, D.M.D.
Stephanie Weitzel, D.M.D.



· ASCP Registered Histotechnologists
· ASCP Registered Cytotechnologists
· Qualified Staff of Medical Transcriptionists
· ASCP Registered Consulting Medical Technologists available upon request for:
· Continuing Education
· Seminars, In-service programs
· Mock laboratory inspections - to aid laboratories in their preparations for:
· CAP inspection
· JCAHO inspection
· Medicare/State inspection
· Client Service Personnel Available To:
· Answer client questions related to technical procedures and laboratory services
· Maintain a library of audio-visual programs on current pertinent laboratory subjects.  These programs are available to clients on a loan basis.

CLIENT BENEFITS

· PCL provides supplies for the collection and transportation of specimens at no charge to the client
· PCL returns reports by courier, mail, internet or direct interface with client Electronic Medical Records.

[bookmark: _Toc503792547]INSURANCE AFFILIATIONS

· PCL is a participating provider with the following insurance carriers as well as others not listed:

· Medicare
· Medicaid (KY, WV, VA, OH)
· Anthem Blue Cross Blue Shield (All Plans)
· Humana (All Plans)
· Healthstar (PPO Next)
· Commonwealth Health Alliance - HMO/PPO
· Aetna
· Champus (Tricare)
· United Mine Workers
· KY Physicians Care
· Alternative Health GE Health Care
· Cigna
· TPN Contracts (The Physicians Network)
· Cumberland Health Care
· United Health Care
· Bluegrass Family Health
· Passport
· Private Healthcare Systems (PHCS)
· Community Care Network (CCN)
· The Initial Group
· First Health
· Norton One (OMCA)







































CONTACT INFORMATION

Prompt communication ensures the satisfaction of our clients and the well-being of our patients.

Telephone:			(859) 278-9513
KY Toll Free:			(800) 264-0514
Customer Service:		            (859) 685-0609
Pickup/Supply Requests:	                        (859) 685-0617
FAX number:		            (859) 277-6063
WEB: www.pandclab.com

Results Portal: https://portal.pclky.com
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[bookmark: _Toc503792548]GENERAL POLICIES
IMPORTANCE OF A GOOD SAMPLE
The manner in which specimens for cytology and histology are collected and handled is critical for valid results.  It is therefore important that those responsible for collecting specimens be thoroughly familiar with the specific instructions for the proper collection and handling of specimens.

AUTHORIZED SOURCES
Pathology and Cytology Laboratories will accept specimens from authorized sources only (persons authorized by law to collect specimens and use medical knowledge).

[bookmark: _Toc503792549]BASIC CRITERIA FOR ACCEPTANCE
Every specimen received in the laboratory must meet basic criteria.  These include:
A. Proper labeling which includes 2 forms of patient identification on each specimen container along with specimen source
B. Proper fixation
C. Patient demographics/billing information
D. Pertinent clinical information

· A specimen cannot be processed if the following information is not included on the requisition form. The specimen will be pulled, and your office will be called for the necessary information.
· Same name on specimen and requisition form
· Patient Date of Birth
· Social Security Number
· Date of collection or Date of Service
· Source of Specimen
· Billing Information
· Last Menstrual Period for gynecological specimens

Refer to sample Cytology Request Form (Addendum A), Tissue Request Form (Addendum D), Tissue Breast Request Form (Addendum K), Tissue Urology Request Form (Addendum L), Oral Pathology Request Form (Addendum M), and First Line Cancer Panel Request (Addendum N), in addendum of this manual.

[bookmark: _Toc503792550]REJECTION OF SPECIMENS  
Every effort will be made to process a specimen as received but the following situations will make the specimen unacceptable or suboptimal:
· Unlabeled slides or specimens
· Name on slide/specimen and request do not match.
· Slides broken beyond repair.
· Requisitions received with no slides or specimen.
· Specimen or slides received with no requisition.
· Acellular smears
· Thick smears
· Bloody smears
· Inflamed smears
· Tissue and non-genital cytology specimens not received in proper fixative.
· Any case not accompanied by pertinent clinical data is considered suboptimal for evaluation.
· Specimen submitted by an unauthorized source.

Specimens considered to be unacceptable, by recommended guidelines, for making a diagnosis will be reported to the proper authority with an explanation for rejection.

BILLING INFORMATION - 
The patient’s address must be included on all requisitions.  If you would like PCL to bill insurance for the test requested, please include a copy of the patient’s current insurance card (both sides of card) or complete the insurance section of the requisition.  You must include the insurance company name and address, subscriber name, subscriber policy number and group number.  THE PROVIDER MUST SIGN AND DATE EACH REQUISITION. THIS INCLUDES ADD ON TESTING (all electronic orders should have an electronic signature stating “electronically signed by” followed by the providers’ name
 
Medicare will cover one routine screening pap smear every 2 years.  A “screening pap smear” is one that is referred to the laboratory with no suspicion of current atypia, or the patient has no previous history of atypical findings.  A copy of a signed Advanced Beneficiary Notice must accompany the pap smear if the patient has had a screening pap smear within the last 3 years.  You may use the ABN form which is printed on the back of the cytology requisition. Padded copies of the forms are also available and may be obtained by calling the Client Service Department at PCL or by writing ABN on your red supply request card.  It is the responsibility of the Physician to obtain this waiver and explain to the patient that Medicare may not pay for the pap smear.  If Medicare denies the claim and there is not a signed ABN submitted with the pap requisition, PCL cannot bill the patient for this test.   If Medicare denies the claim and there is not a signed waiver, as a penalty, an assessment will be billed to the physician account.  If a patient has Medicare and Medicaid or any other secondary insurance, a signed ABN is still required.   

REPORTING
Gynecological
Pap smears are reported in descriptive terminology, along with recommended follow-up, in the Bethesda System 2001 format.  This allows for a more consistent reporting system from laboratory to laboratory.   Pap smear slides can be requested for review or to obtain a consulting diagnosis.  PCL will provide a consulting report on slides from other laboratories upon request by the client.  (Call Client Services for procedure.)

Non-Gynecological
All non-gynecological cytology smears are read and reported by a pathologist.  Most of these specimens will be processed and reported on the date of specimen receipt.  Specimens requiring a cell block procedure will be read and reported the day following receipt of the specimen.
Histological
· Our Board-Certified Pathologists are responsible for the gross and microscopic examination of specimens submitted and follow all standards dictated by the Health Care Financing Administration.
· Final reports are generated by the pathologist on the day following the gross examination of the specimen.
· In cases where decalcification or special examination is required an additional 24 hours is needed.
· There is continuous monitoring of results from frozen sections and surgical cases.
· Consultation and correlation of surgical cases from other institutions will be performed on request.
· In situ hybridization studies for papilloma virus subtypes are available upon request.


FIXATIVES
Immediate fixation of material is an essential first step for accurate interpretation.  It cannot be overemphasized that improperly fixed samples may result in inaccurate diagnosis.  For specific information regarding the proper fixative for a specimen, consult the genital cytology, non-genital cytology, or histology sections of this manual.  


[bookmark: _Toc503792551]SUPPLIES PROVIDED BY PCL
Supplies are provided for the collection and transportation of Pap smear and tissue specimens into our laboratory.  Supplies are to be ordered by completing the PCL “Supply Request” form and sending it to PCL via the same method you use for sending specimens to the lab (mail or courier).  If you cannot find a supply form, you can telephone your order by calling 859-278-9513 or 1-800-264-0514 and asking for the mail room or customer service.

When you receive supplies from PCL, included with them will be a “Supply Request” form with your name and address stamped in the left-hand corner.  If any of the information is not correct, please contact Client Services and we will make the correction.  You will notice that the lines marked “ordered by” and “date” located in the right-hand corner of the card are left blank.  THE PERSON ORDERING THE SUPPLIES IS TO PUT THEIR NAME AND THE DATE ON THESE LINES.  This will give us a person to contact if we have a question regarding the supplies being ordered.

[bookmark: _Toc503792552]Pap Supplies:
1. ThinPrep Vials:  Vials of liquid fixative for collection of Pap using ThinPrep method of slide preparation.  
2. Collection Devices:  Be sure to circle the collection device you use whenever you order the ThinPrep vials.  The choice of collection device is the broom or the brush/scraper. Be sure to circle the type of collection device you want on the red supply card.

[bookmark: _Toc503792553]Non-GYN Supplies:
	These supplies are used for the collection of non-genital specimens such as FNA specimens and fluids for cytology. 

1. Tubes with Cytology Fixative:  Individual conical shaped plastic tubes with Cytolyte fixative.

Forms:
1. Cytology Forms:  Red and white requisition form to use for Pap smears.

2. Tissue Request Forms Non/GYN:  Yellow requisition form to use for all tissues and bone marrow specimens, FNA specimens and fluids for cytology.

Boxes:
1. Large or Small Boxes

[bookmark: _Toc503792554]Tissue Supplies:	
1. 1 oz to 17 oz biopsy bottles:	1 oz to 17 oz bottles filled with 10% buffered formalin for use on small tissue specimens removed in the physician’s office.
2. LEEP cassettes:  Plastic tissue cassettes to use for cervical/endocervical biopsies collected using the LEEP procedure.
3. 2 oz biopsy bottles: 2 oz biopsy bottles filled with 10% buffered formalin to hold the LEEP cassettes.
4. RPMI Tissue Media is to be used whenever flow cytometry is requested on lymph node biopsy.

[bookmark: _Toc503792555]Hospital Tissue Supplies:  These supplies are for use by hospitals only.
1. WhirlPak Bags:  Bags with a WhirlPak closure system to use for tissue specimens. (4 oz, 18 oz or 24 oz)
2. Specimen Buckets:	Plastic buckets and lids for transportation of large tissue specimens removed in surgery. (8 oz16 oz, 32 oz, 86 oz or 190 oz)
3. PCL Transport Bags:  There are Ziploc bags labeled with the name and address of Pathology & Cytology Laboratories.  The bag also contains the proper biohazard labels.  The bags are to be used for courier transport of paps and tissue specimens to PCL.
a) Large Bags: A 10" by 12" Ziploc bag to use when sending in 4 or more Pap smears.
b) Small Bags:  A smaller Ziploc bag to use when sending in 3 or less Pap smears.  Also, these bags are to be used for all tissue specimens being sent via courier to PCL.  Use one bag for each patient.  Multiple tissue specimens on a patient are to be put in the same small transport bag.

Mailing Supplies:  These supplies are for use by clients who mail specimens to PCL.
1. Plastic Slide Containers: Rigid plastic slide holder which protects the slide during transportation through mail.
2. Pre-addressed Postage-Paid Envelopes:  White envelopes to use for mailing plastic slide holders containing Pap slides.
3. Biopsy Bottle Mailing Container:  Pre-addressed cardboard cylinder for use in mailing biopsy bottles or Thin Prep vials.


Miscellaneous Supplies:
1. Patient Information Regarding Pap Smear Tests:  This is an information form that can be given to each woman having a Pap smear.  It provides information regarding when to have a Pap smear and factors that can interfere with the collection and testing process.
2. HPV, Chlamydia and Trichomonas patient information sheets:  These are supplied in both English and Spanish.  Please indicate your preference on the card.
3. PCL Labels
a) Box Labels:  Labels with our laboratory name and address.  To be used by clients whose specimens are transported in boxes via special couriers such as FedEx or UPS.
b) Tube Labels:  A label with space for patient name and type of specimen.  To be used to label WhirlPak Bags or Specimen Buckets that do not come with preprinted space for this information.
4. Supply Request Form:  Used when ordering supplies provided by PCL to its clients.
5. ABN Pads:  Advanced Beneficiary Notice Pads - An ABN must be signed by any Medicare patient having a routine pap smear.
6. Boxes:  Some courier systems require special packaging prior to transportation by their couriers.  Whenever PCL must use these methods of transportation of lab specimens, white boxes are provided to the account.  There are only two sizes of white boxes available.  Please specify the large or small size when ordering.
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Specimens sent through the mail to Pathology and Cytology Laboratories require special packaging and supplies.  Please review the following protocol for sending in tissue and Pap smears.  To order the additional supplies needed when mailing specimens, please consult your supply request form under the section “Mailing Supplies”.

Tissue Specimens
Additional Supplies Required: “Small biopsy bottle, mailing container (2 metal cylinders, where one is smaller and fits inside the larger pre-addressed cylinder) or mailing box.

1. Tissue specimen must be placed in a small formalin bottle.  (Check to see that formalin bottle will fit into the smaller mailing cylinder before collecting specimen.)
2. Label bottle with 2 identifiers (patient name and 2nd form of identification and source of specimen.)
3. Place biopsy bottle in the inner (smaller) metal cylinder.  Put a paper towel or tissue on top of the biopsy bottle to limit movement in the cylinder.  Screw the cylinder lid on tightly.
4. Complete a PCL histology requisition form. Fold the form so that it will wrap around the outside of the smaller metal cylinder. Slip the smaller cylinder and form down into the pre-addressed outer mailing container.  Screw the lid on tightly.


PROCEDURE FOR MAILING THIN PREP VIALS TO PCL

PRINCIPLE:	The Department of Transportation and the Public Health Service have developed guidelines for classifying materials as “infectious substances” or “etiologic agents.”  Based on the classification of the material, there are specific regulations regarding packaging, labeling and shipping of these substances via the US Postal Service.  The following PCL protocol meets Federal Guidelines and must be stringently adhered to whenever Thin Prep vials are to be mailed to our laboratory. 

SUPPLIES:
· Cardboard Boxes
· Small and Large PCL Zip Lock Transport Bags
· Original Thin Prep Vials 
· Absorbent Pad
· Prepaid PCL Mailing Labels
· Orange Biohazard Stickers
· Packaging Tape




PROTOCOL:
1. Following collection of the pap smear, the lid on the ThinPrep vial must be tightened securely with the black line on the lid always past the black line on the vial.  Screw lid until it will not turn easily but do not tighten it to the point it cannot be unscrewed manually. The Thin Prep Vial must be labeled with 2 identifiers (patient’s full name and 2nd identifier) using a permanent marking pen or other ink that will not smear.
2. A completed PCL cytology requisition form must accompany every patient’s ThinPrep sample. 
3. Place ThinPrep Vial(s) into a small PCL Ziploc transport bag until you have a maximum of 4 vials in each small bag.  Press the slides of the bag together to remove all the excess air and securely zip the end of the transport bag.
4. Take a large PCL Transport Bag and put one (1) absorbent pad into the bag.  Place the small, sealed bag containing up to 4 ThinPrep vials into the large transport bag, squeeze out excess air and securely close the large bag using the Ziploc seal.
5. Place the large bag containing the pad and small bag with ThinPrep vials into a small cardboard box. If more than 4 ThinPrep vials are being sent, place vials 5-8 into a second small transport bag.  Both small transport bags are then put into the large bag that contains an absorbent pad.  When more than 8 ThinPrep vials are being sent, a large cardboard box must be used in place of the small box.
6. The PCL requisitions that correspond to the ThinPrep patient samples should be folded in half and placed into the cardboard box.  (Forms will lie in a semi-circle over the top of the double-bagged ThinPrep vials.
7. Close the box lid and secure it with a single piece of packing tape.  Tape should start at the bottom of the backside of the box, go over the top and end at the bottom of the front of the box.
8. Put an orange Biohazard Sticker on the upper left-hand corner of the box where the return address normally goes.
9. Affix a preprinted mailing label to the middle of the box top.
10. Mail to PCL via the US Postal Service. 
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GYNECOLOGICAL PAP SMEARS

INTRODUCTION
In the United States, 41 million women are screened for cervical cancer every year, resulting in the detection of 40,000 - 50,000 cases of dysplasia.

In 1988 there were 13,000 cases of invasive cervical cancer and 6,800 deaths from cervical cancers. The rate of cervical cancer in the screened population is 5/100,000; in the unscreened population 30/100,000.  National studies show a single Pap smear may not pick up lesions in more than 16% of the cases.  If a Pap smear and thorough pelvic exam are done once every year for three consecutive years, the incidence of false negative smears drops to 0.4%.  

Approximately 10% of patients will need their Pap smears repeated.  This may be due to infections, inflammation or blood which can hide abnormal cells.  Whenever a pap smear must be repeated, DO NOT REPEAT FOR APPROXIMATELY THREE MONTHS FROM THE DATE OF LAST PAP.  If a small lesion was scrapped off when collecting the initial pap smear, you should allow time for the cells to regenerate before taking a second sample.  Repeating a pap smear too quickly is one of the primary causes of false negative pap smears.

PURPOSE
The primary purpose of obtaining a sample of cells for a Pap smear is to detect cervical cancer and its precursors.  Secondarily, other infectious agents or abnormalities of the reproductive tract may be detected.

PATIENT PREPARATION
Preferably the woman should be tested two weeks after the first day of her last menstrual period and definitely NOT when she is menstruating.  The number of pap smears that will be unsatisfactory or limited by interfering substances will increase if the specimen is taken at other times during the cycle.  Women should not use vaginal medication or douches during the 48 hours prior to the appointment.  Intercourse is not recommended the night before the examination.  (See addendum B - patient information regarding Pap smear test.)

[bookmark: _Toc503792558]CYTOLOGY REQUISITION FORMS - (Addendum A)
A properly completed cytology requisition form should accompany each specimen.  All requisition forms must include:
Required Information
· Name of patient 
· Social security number
· Date of birth 
· Date of collection
· Source of material (cervical, endocervical, vaginal)
· Status of Pap smear - Routine or Diagnostic? (If diagnostic, you must give the ICD-9 code which indicates why pap smear is diagnostic)
· Last Menstrual Period
· Patient Address
· Billing information
· Advanced Beneficiary Notice on all Medicare Patients

Failure to submit any of the above information will result in a delay in processing the specimen.  Your office will be contacted by FAX or telephone and asked to supply the necessary information before the pap will be accessioned into the laboratory.  Any specimen received without a patient name will be returned to the physician.  PCL cannot accept unlabeled or mislabeled specimens.  

ADDITIONAL CLINICAL INFORMATION
In addition to the information required to process the specimen, additional pertinent clinical information should also be documented on the requisition form.  Remember that a complete patient history allows PCL to provide you with the highest quality diagnosis for your patient.  Examples of additional information are:

· Hormonal status (gravid, post-menopausal)
· Exogenous hormone therapy (including birth control pills, treatment for endocrine responsive malignancy, estrogen creams)
· Presence of or recent removal of an IUD
· DES exposure
· History of cervical intra epithelial neoplasia, cervical malignancy, or any extra genital malignancy
· History of systemic chemotherapy
· History of radiotherapy
· History of gynecologic surgery, cryosurgery, electrocautery, or laser surgery with dates of any previous abnormal cytology reports
· Date of last gynecological smear and history of any previous cytology reports
· Any current abnormal findings or patient complaints
UNIVERSAL PRECAUTIONS 
It must be emphasized that the practice of Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

[bookmark: _Toc503792559]FIXATIVE
PreservCyt for ThinPrep Pap Test ThinPrep Pap Test is a liquid based collection system for pap smears.  Immediately following collection of the specimen using either a broom or brush and spatula, the collection tools are to be thoroughly rinsed into the PreservCyt vial.  If you are using the broom, retrieval of endocervical cells is enhanced when the broom is pushed along the bottom of the vial at least 10 times, allowing the fingers to completely separate.  Twirl the broom vigorously throughout the process to further release material.  When using a brush and spatula, each tool should be swirled in the fixative and the brush pushed against the PreservCyt vial wall.  You may increase the amount of material transferred by gently scrapping all sides of the brush with the end of the spatula, periodically rinsing the brush and spatula during the process.

[bookmark: _Toc503792560]SPECIMEN LABELING
If a ThinPrep vial is not properly identified, it will be returned to the physician.   If the ThinPrep Pap Test is being performed, the patient’s full name must be printed on the label located on the outside of the PreservCyt vial.  We also require a 2nd means of patient identification on each sample submitted.  Statistics are kept on clients that are only including one means of identification and letters are periodically sent to those clients who repeatedly show up as top “offenders”.

USE OF LUBRICANT
SEE MEMO AT END OF THIS SECTION!!  The use of lubricant on the vaginal speculum should be held to a minimum or eliminated if possible.  Lubricant clogs the filter on the ThinPrep pap processor and causes an unsatisfactory pap test result. 

PREPARATION FOR TRANSPORT
Send the specimen to the laboratory with a completed Cytology Requisition Form.

IMPORTANT: PLEASE DO NOT PUT CERVICAL BIOPSIES AND PAP SMEARS IN THE SAME TRANSPORT BAG.

Histology fixative and histology fixative vapors will destroy the cells of a Pap smear:
1. Put the biopsy specimen in the zip-lock side of the transport bag and seal.
2. Place bag with biopsy into a second transport bag pouch with the Pap smear and seal.
3. Put both specimen requisitions in the outside flapped pouch.

CRITERIA FOR REJECTION
Every effort will be made to process the smear as received.  The following situations will make the specimen unacceptable or suboptimal:

· Unlabeled ThinPrep Vial
· Name on ThinPrep vial and request do not match.
· Slides broken beyond repair.
· Requisitions received with no specimen(s).
· Specimens received with no requisition.
· Unfixed smears
· Acellular smears
· Bloody smears
· Inflamed smears
· Any case not accompanied by pertinent clinical data is considered suboptimal for evaluation, i.e., date of birth, last menstrual period.
· Specimen submitted by an unauthorized source.

DEFINITIONS: Explanation of frequently misinterpreted cytology terms:

1.  High Risk Patient: 
a) The patient is of childbearing age and has had an examination that indicated the presence of cervical or vaginal cancer or some other abnormality during any of the preceding three years; or
b) Regardless of the patient’s age, she is considered to be at high risk of developing cervical or vaginal cancer due to at least one of the following factors:
· early onset (under 16 years of age) of sexual activity.
· multiple sexual partners (five or more to date)
· history of a sexually transmitted disease (including HIV infection)
· fewer than three negative PAP smears within the previous seven years; or
· mother took DES (diethylstilbestrol) during pregnancy with patient.
2. Hysterectomy:
a) Total Hysterectomy - Patient has had the entire uterus removed.
b) Partial Hysterectomy - Patient still has part of the uterus (usually a cervical stump) left.
c) Total Oophorectomy - Patient has had ovaries removed but still has fallopian tubes and uterus.

[bookmark: _Toc503792561]3.  Diagnostic Pap Smear vs. Routine Pap Smear:
Diagnostic testing is approved and medically justified under the following conditions:
a) Previous cancer of the cervix, uterus, or vagina that has been treated or is presently benign.
treated.
b) Previous abnormal pap smear.
c) Abnormal findings of the cervix, uterus, vagina, ovaries, or adnexa upon physical
examination.
d) Significant complaint by the patient referring to the reproductive system.
e) Signs or symptoms that may reasonably be associated with a gynecologic disorder. The ICD-10 code related to each of these conditions must be reported on the requisition.
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Pathology and Cytology Laboratories
290 Big Run Road
Lexington, KY 40503
(859) 278-9513
1-800-264-0514, Fax: 859-277-6063

TO:		Physician Clients
FROM:		T.L. Sanderson, M.D., M.S.P.H.
DATE:		May, 2002
RE:		Pap Smear Technique
Pap smears have decreased cervical cancer 80% over the past 40 years.  No other test in medicine has this success rate.  The Pap smear is dependent upon frequent and repeated use for this success rate.  A single Pap smear may not pick up lesions in over 16 % of cases.  If the Pap smear is negative every year for three consecutive years then the false negative rate drops to 0.4%.
Physicians can improve the accuracy of Pap smears with good technique.
A. Biopsy all visible lesions even if Pap smear is negative for the following reasons:
1. Pap smears taken on cervical cancer lesions have a 75% false negative rate.
2. Normal cells, hyperkeratosis, inflammation and/or blood can be overlying cancer  cells that are present.
3. Tumor cells grow down below the basement membrane (dysplastic cells grow to the surface epithelium).
B. Repeat Pap smears three to six months after previous abnormal Pap smear - 60% false negative rate if repeated too early (takes time for abnormal cells to reach surface epithelium).
C. Take smears mid cycle (day 12-22); decreases inflammation, obscuring blood; decreases cytolysis; decreases histiocytes and endometrial cells which can be confused with high grade lesions.
D. Do Pap smear prior to bimanual examination.
E. Do not contaminate sample with lubricant.
F. Visualize entire cervix.
G. Gently remove mucus plug from endocervix.
H. Do ectocervical scraping first and then endocervical sample by gently rotating brush only 90 degrees (to reduce bleeding from brush).
I. Rapid fixation.  If using spray fixative, hold at least 20 inches away from slide to prevent dispersal and destruction of the cells by the propellant.
J. Small amounts of blood will not interfere with cytologic evaluation, but large amounts preclude cytologic examination.  
K. If using Thin Prep technology, be sure to actively disengage mucus and cells from brush/broom into Cytolyte solution.
Patient behavior will affect the adequacy of the specimen.
A. 10 % of patients will need their Pap smears repeated due to inflammation or blood which will hide cells (decreased if Pap smear is taken between day 12-22)
B. 24 hours before a Pap smear patients should not have intercourse, douche or put anything into the vagina, i.e., cervical caps, vaginal medications, tampons, diaphragms, sponges, etc.
C. Reschedule the appointment if menstruating.

D:  Blood will interfere with Molecular Testing































[bookmark: _Toc503792562]METHODS OF COLLECTION FOR
THINPREP PAP TESTS


There are several acceptable methods to obtain a Pap smear, depending upon the preferred method of the clinician.  
	
The conventional pap smear is the method where cervical and endocervical material is spread directly onto a glass slide and then sprayed with a cytology fixative.  

The ThinPrep Pap Test is a testing method where the specimen is placed into a vial of liquid fixative and sent to the laboratory.  After centrifugation and filtration using an automated system called the ThinPrep Processor, a monolayer slide is prepared.  The liquid fixative which dissolves blood and mucus improves the adequacy of the specimen.  The fixative cost and additional technical preparation required by the ThinPrep Pap Test makes this method more expensive than the conventional smear. 

THINPREP PAP TEST:

The ThinPrep Pap Test is an alternative to the conventional pap smear method.  ThinPrep was developed to improve the quality of Pap smear samples.  Instead of smearing the sample onto a slide, the physician rinses the cells into a vial filled with PreservCyt cytology fixative.  When the laboratory receives the vial, it is placed on an instrument which separates the cells from extraneous matter, such as blood and mucus, which can hide cells.  The instrument then places a thin monolayer of cells onto a slide for staining and examination.  

Two types of collection devices are available for use with the ThinPrep Pap Test - “the endocervical brush and spatula” and the “broom”.  Both types of sampling devices are available from PCL.  Be sure to mark the tool you wish to use when ordering the vials of ThinPrep preservative.  

NOTE: The same patient information must be provided on the requisition regardless of whether you perform a conventional pap smear or a ThinPrep pap test.  Remember, all conventional slides and ThinPrep vials must be labeled with 2 Identifiers.

The following pages provide an illustrated step by step procedure for obtaining a ThinPrep Pap Test using each type of collection tool.  A memo from PCL outlining helpful hints for specimen collection is also included.


PCL has available a video you may borrow which shows the correct collection method for ThinPrep Pap Tests. You are encouraged to view this video and talk with our client service department before utilizing this method of screening.
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MEMORANDUM


TO:		Physician Clients Using Thin Prep Pap Test

FROM:	Tamara L. Sanderson, M.D., Director of Cytology

RE:		Collection of Thin Prep Pap Test

DATE:		May 1, 2002


A gentle swish and discard technique for collection of thin prep specimens is not appropriate for dislodging endocervical components from the brush, spatula or broom apparatus.  These cells are often caught in the mucus strands and careful attention must be paid to scraping and rubbing the cells off the collection device.  If you have noticed an increase in reports showing lack of endocervical components on your thin prep test, it may be helpful to review the process used in removing the specimen from the collection tool.  Remember that removal of the mucus plug before taking a pap smear is essential to obtaining endocervical component, regardless of the collection system used.

If you are using the broom, retrieval of endocervical cells is enhanced when the broom is pushed along the bottom of the vial at least 10 times, allowing the fingers to completely separate.  Swirl the broom vigorously throughout the process to further release material.

When using a brush and spatula, a slightly different technique should be used.  Following the collection of the specimen, each tool should immediately be vigorously swished in the vial.  















[bookmark: _Toc503792563]HUMAN PAPILLOMAVIRUS and HPV TYPING



It has been proven that genital types of human papillomavirus (HPV) can cause cell changes on the cervix that increase a woman’s risk for cervical cancer.

“Low-risk” types of HPV - HPV types 6 and 11 are the most common types found in genital warts and can be 
found in some low-grade SIL or CIN1.  Because they are almost never found with cervical cancer, they are considered “low-risk.”

“High-risk” types of HPV - HPV types 16 and 18/45 are the most common types that put women at risk for developing cervical cancer.  There are 13 or more types of HPV that are associated with cervical cancer.  Because of their connection with cervical cancer, these types are called “high-risk.”  These types may be found in both   low-grade SIL (CIN1) and in high-grade SIL (CIN 2-3).


PCL is performing “High Risk” HPV testing using the Hologic Panther.  The Panther HPV GenoType assay is a qualitative multiplex assay that provides specific genotyping for HPV types 16 and 18/45 while concurrently detecting the other 12 high risk HPV types in a pooled result (31, 33, 35, 39, 51, 52, 56, 58, 59, 66 and 68)

COMPLETE PROCEDURE FOR COLLECTION OF SPECIMENS FOR HPV TESTING IS LISTED BELOW.

NOTE:  HPV typing is a covered service for most insurance carriers if the patient has a previous cytology result of ASCUS, including Medicare and Medicaid.

HPV TESTING

NOTE:  Collect Pap smear specimen before application of acetic acid or iodine if a colposcopy will be performed. 

[bookmark: _Toc503792564]HPV reflex testing in conjunction with ThinPrep Pap 
1. One specimen may be used to provide samples for both the ThinPrep Pap Test    and 	HPV typing.
2. The specimen is collected and placed into a ThinPrep (PreservCyt) solution.
3. The properly labeled ThinPrep vial (with 2 patient identifiers) is submitted to PCL
4. Submit a completed PCL requisition form giving all required pap smear 	information.  To order HPV reflex testing, mark the box “ThinPrep with HPV if 	Ascus”.  To order HPV testing regardless of the diagnosis, check the “ThinPrep 	with HPV Regardless” box.

HPV Testing without pap smear
1. Collect any HPV specimen in a ThinPrep vial (using the same method that you 	collect a pap test).  
2. Mark “HPV Only” on the requisition and note on the requisition that a pap test 	is NOT to be performed.  

[bookmark: _Toc503792565]HPV Testing on Tissue specimens
1. Collect biopsy tissue for HPV by routine colposcopic methods.
2. Place tissue into 10% formalin.
3. Label formalin bottle with 2 patient identifiers and site.
4. Complete a PCL yellow histology form and note HPV on the requisition at the 	bottom of the page.






























[bookmark: _Toc503792566]Chlamydia trachomatis & Neisseria gonorrhea Screening

CT/NG nucleic acid is detected utilizing the Hologic Panther. The Hologic Panther CT/NG test uses real-time PCR amplification of target DNA sequences for both CT and NG.

Note:	Collect DNA amplification specimen prior to application of acetic acid or iodine if a colposcopy will be performed.

WHEN REQUESTING BOTH PAP CYTOLOGY SCREENING AND CT/GC SCREENING:
1. Collect the ThinPrep Pap smear and mark the desired ThinPrep pap test needed 	and then mark the appropriate CT/GC box to order both tests. (NOTE: 
      CT/NG has to be ordered together)
2. Label container and send to PCL as normal.

WHEN REQUESTING CT/GC SCREENING WITHOUT A PAP SMEAR:

1. Collect the CT/GC as though a Pap smear was being collected.
2. Mark the appropriate CT/GC box to order CT/NG (NOTE:  CT/NG has to be              ordered together). Please note “NO PAP” on the requisition.
3. Label the container and send to PCL as normal.

** A Hologic Aptima swab collection swab may be used for collecting CT/GC testing samples. This method however does not allow a pap smear to be performed.


NOTE – IT IS PREFERRED THAT YOU STILL USE A THINPREP COLLECTION VIAL AND THE SAME TECHNIQUE WHEN COLLECTING A CT/GC.  IT MUST BE NOTED ON THE REQUISITION THAT A PAP TEST IS NOT TO BE PERFORMED.
















[bookmark: _Toc503792567]HERPES SIMPLEX VIRUS SCREENING

The Hologic Panther test is a multiplex polymerase chain reaction (PCR) assay that permits the amplification of Herpes Simplex internal control DNA.

WHEN REQUESTING BOTH PAP CYTOLOGY SCREENING AND HSV SCREENING:

1. Collect ThinPrep Pap smear and mark the desired ThinPrep pap test box to order the pap and then mark the HSV box.   The HSV should be collected with the 
Hologic Aptima swab and will be run at PCL.   **The HSV sample can
be aliquoted from the Thin Prep vial and sent to a reference lab for testing**
2. Label container and swab and send to PCL as normal.

WHEN REQUESTING HSV SCREENING WITHOUT A PAP SMEAR:

1. Collect the HSV as though a Pap smear was being collected or collect with a 
Hologic Aptima swab
2. Mark the HSV box to order the test. Please note “NO PAP” on the requisition.
3. Label the container or swab and send to PCL as normal.

















[bookmark: _Toc503791798][bookmark: _Toc503792568]MOLECULAR PANEL(S) SCREENING
Leukorrhea Panel (Chlamydia, Gonorrhoeae, Trichomonas) is performed utilizing the Hologic Panther.  The Hologic Panther (Thin Prep Method and Hologic Aptima swab) tests uses real time PCR amplification.   Bacterial Vaginosis Panel (Atopobium vaginae, Gardnerella vaginalis, Lactobacillus species), Candida/Trichomonas Panel (Candida glabrata, Candida albicans, Candida tropicalis, Candida parapsilosis and Trichomonas), and Trichomonas Only can be collected using the Hologic Aptima swab and will be run at PCL.
COMPLETE PROCEDURE FOR COLLECTION OF SPECIMENS FOR MOLECULAR PANEL TESTING LISTED BELOW:
NOTE:  Collect Pap smear specimen before application of acetic acid or iodine if a colposcopy will be performed.
MOLECULAR PANEL(S) COLLECTION USING THIN PREP PAP
1:  One specimen may be used to provide samples for both the Thin Prep Pap test and molecular panel screening.  
2:  The specimen is collected and placed into a Thin Pap (PreservCyt) solution.
3: The properly labeled Thin Prep vial (with 2 patient identifiers) is submitted to PCL 
4:  Submit a completed PCL requisition form giving all required Pap smear information.  To order molecular panel testing, mark the box labeled with the appropriate panel name at the bottom of the requisition or mark individual tests to go to an outside reference lab.
**IT MUST BE NOTED ON THE REQUISITION WHEN A PAP SMEAR SHOULD NOT BE PERFORMED
MOLECULAR PANEL(S) COLLECTION USING HOLOGIC APTIMA SWAB
1:  The specimen is collected using a Hologic Aptima (orange labeled cylindrical tube with swab). 
2:  The properly labeled Aptima Swab (2 patient identifiers) is then submitted to PCL.
3:  Submit a completed PCL requisition form marking the appropriate tests from the molecular panel list at the bottom of the requisition. 
NOTE:  The Hologic Aptima Swab is for the analysis of Leukorrhea, Trichomonas, Bacterial Vaginosis, and Candida panels – not for Pap smear testing

[bookmark: _Toc503792569]MOLECULAR TESTING FROM THINPREP VIAL

Molecular testing from the ThinPrep vial is aliquoted and sent to MDL Laboratories. The following tests are performed using PCR assays developed by MDL Labs that permit the amplification and detection of the following organisms. The following molecular tests can be run from the pap vial:

                   					
C albicans                                                        Megasphaera 1
C glabrata					Megasphaera 2
C tropicalis					Mobiluncus curtisii
C parapsilosis					Mycoplasma hominis
Mycoplasma genitalium     			Mobiluncus mulieris
Atopobium vaginae				Ureaplasma urealyticum
BVAB2					Gardnerella
Bacteroides fragilis                                         HSV
Eggerthella-like bacteria


WHEN REQUESTING BOTH PAP CYTOLOGY SCREENING AND MOLECULAR TESTING:
1. Collect the ThinPrep Pap smear and mark the desired ThinPrep pap test needed. 
and then mark the appropriate Molecular Test(s) box.
2. Label container and send to PCL as normal.

WHEN REQUESTING MOLECULAR TESTING WITHOUT A PAP SMEAR:

1. Collect the Molecular Test* as though a Pap smear was being collected.
2. Mark the appropriate Molecular Test(s) box. Please note “NO PAP” on the requisition.
3. Label the container and send to PCL as normal.

NOTE – IT IS PREFERRED THAT YOU STILL USE A THINPREP COLLECTION VIAL AND THE SAME TECHNIQUE WHEN COLLECTING MOLECULAR TESTS.  IT MUST BE NOTED ON THE REQUISITION THAT A PAP TEST IS NOT TO BE PERFORMED

*Please note that a bloody specimen will interfere with Molecular Testing
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[bookmark: _Toc503792571]NON GYNECOLOGICAL SPECIMENS

INTRODUCTION
Pathology and Cytology Laboratories, Inc. recommends preparing non-gynecologic samples and making slides with the ThinPrep Processor.  This procedure requires the specimen to be placed into a vial of CytoLyt cytology fixative and submitted to the laboratory.  Following centrifugation and filtration, a monolayer slide is prepared, and stained.  This process greatly improves the quality of the smear because lysing of red cells allows increased visibility and centrifugation/filtration increases the volume of diagnostic cells present on the slide.  Non-gyn specimens include, but are not limited to: fine needle aspirates, urines, effusions, sputa, respiratory tract, gastrointestinal tract, etc.

PATIENT PREPARATION
Patient preparation varies depending on the type of specimen being collected. Consult each procedure for more specific instructions regarding patient preparation. Sample patient instruction letters are provided for some of the procedures listed in this manual.

[bookmark: _Toc503792572]CYTOLOGY REQUISITION FORMS - (Addendum D)
A properly completed cytology requisition form should accompany each specimen. All
requisition forms must include:   

Required Information
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code. 
· Source of specimen (i.e., sputum, washings, and brushings)
· Anatomic location (i.e., left, right, upper, lower)
Failure to submit any of the above information will result in a delay in processing the 
specimen. Your office will be contacted by telephone or FAX and asked to supply the 
necessary information before a report can be issued.

ADDITIONAL CLINICAL INFORMATION
In addition to the information required to process the specimen, additional clinical information should also be documented on the requisition form.  Remember that a complete patient history allows PCL to provide you with the highest quality diagnosis for your patient.  Examples of additional information are:
· Previous history of abnormal cells
· Current abnormal findings and patient complaints

UNIVERSAL PRECAUTIONS
It must be emphasized that the practice of Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

[bookmark: _Toc503792573] FIXATIVE - NON-GYNECOLOGICAL SPECIMENS

Fresh Specimens.  CytoLyt Cytology Fixative is the fixative of choice for all fresh specimens such as sputum, body cavity fluids, washings and brushings.  The brush used to obtain the specimen should also be placed directly into a container of cytology fixative. We prefer this method because we are able to harvest many more cells from the brush than can be smeared on a slide. The only time it is acceptable to submit an unfixed fluid is when you are ordering an examination of the fluid for crystals.  The specimen container must be clearly marked as “unfixed specimen for crystals”.		

           NOTE:  CytoLyt Fixation does not require equal amounts of specimen and fixative to be mixed.

When adding fresh specimens to CytoLyt, do not discard any of the fixative.  For volumes less than 20 mls, add the entire specimen to a vial of CytoLyt.  In some circumstances (i.e., fluids from paracentesis, thoracentesis, etc.) the amount of specimen may be large.  Do not send the entire specimen.  A well-mixed representative aliquot of up to 20 ml of specimen added to the entire contents of a container of cytology fixative is adequate.  Record the total original volume of the specimen in the appropriate place on the Cytology Request Form.

Pre-made Smears - Wet fixation.  If the physician chooses to make smears, they may be placed into a vial of CytoLyt along with any collection brush being submitted or they may be put into a separate vial of CytoLyt.  Please put slides into the container back-to-back or put a plastic paper clip on one slide to prevent them from sticking together.  Please DO NOT use metal paper clips, they will rust.   If no CytoLyt is available, use 95% ethyl alcohol for wet fixation.
   
Pre-made Smears - Spray fixation.  If the physician chooses to make smears and does not have the CytoLyt fixative, the smears may be sprayed with the cytology fixative used for pap smears.  

Pre-made Smears - Air Dried.  Occasionally a physician will elect to submit an air dried smear on fine needle aspirates.  These smears should be marked as “air dried” so they can be differentiated from pre-made smears that are spray fixed.

             *** If no CytoLyt or cytology spray fixative is available, see the emergency substitution list below for alternate choices for specimen fixation. Whenever a substitution is made, the type of fixative used must be noted on the laboratory requisition to ensure proper processing of the sample.


EMERGENCY SUBSTITUTIONS FOR CYTOLOGY FIXATIVE
Fresh non-gynecological specimens may be placed in one of the fixatives below if no CytoLyt cytology fixative is available. The vial containing the specimen must be clearly labeled with the type of substitute fixative used.  
A. Ethyl Alcohol - add equal parts of 100% ethyl alcohol and tap water to give a 50% dilution.  Mix equal amounts of diluted fixative and specimen.
B. Cytology spray fixative - this fixative is 95% ethanol.  To obtain an approximate 50% dilution, add 5 parts spray fixative to 4 parts tap water.  Mix equal amounts of diluted fixative and specimen.
C. Rubbing Alcohol - this is 70% isopropyl alcohol.  To obtain an approximate 50% dilution, add 5 parts alcohol to 2 parts tap water.  Mix equal amounts of diluted fixative and specimen. 

[bookmark: _Toc503792574]SPECIMEN LABELING
All non-gynecological cytology specimen containers must be labeled with the patients’.
first and last name along with a 2nd form of identification and source of specimen.  You may attach a preprinted addressograph label to the specimen container or write the patient name directly on the vial with a permanent magic marker.

If there are multiple specimens on the same patient, you must mark each container with
the source of specimen as well as the patient name and 2nd identifier.  We cannot render separate diagnosis unless each specimen is clearly labeled as to its source.

PREPARATION FOR TRANSPORT
Specimens submitted in liquid fixative always have the potential for leaking.  When leakage occurs, it results in a potentially hazardous condition for couriers and other persons handling the specimen during transport and processing.  It also limits the amount of specimen available for testing, thus decreasing the quality of the results. 

Before submitting a CytoLyt vial to PCL, make sure the lid is securely tightened. Place the vial into a plastic, Ziploc PCL transport bag.  DO NOT place the laboratory requisition inside the Ziploc bag.  Place the requisition and other papers in the pouch on the outside of the transport bag.  If no pouch is present, put the requisition inside a second Ziploc bag and then place it inside the original transport bag with the specimen.

Plastic collection cups and urine containers are often not designed for courier transportation of liquid specimens.  These containers are much more likely than our CytoLyt vials to spill or leak.  Before sending a specimen in a container other than the CytoLyt vial, check to see that the lid is securely fastened.  Additional protection can be obtained by wrapping parafilm over the lid and around the sides of the container.

NOTE: Specimens are never to be submitted to Pathology & Cytology Laboratories, Inc. in a syringe or other hazardous collection device.
[bookmark: _Toc503792575]BRONCHIAL WASHINGS

1. The bronchial washing is collected into the lavage container.  1 aliquot of 20 cc
should be added to a pre-filled tube of cytology fixative as soon as possible.  If no cytology fixative is available, 50% ethyl alcohol may be used.
2. The specimen containers must be labeled with 2 patient identifiers, source of specimen and date of collection.
3. Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.
4. Send the specimen to the laboratory with a completed Cytology Requisition Form.  (Addendum A)

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code. 
· Source of specimen (i.e., sputum, washings, and brushings)
· Anatomic location (i.e., left, right, upper, lower)


*Bronchial washings from different lobes will be considered as different specimens and therefore require separate requisition forms, properly identified.

1. Please tighten the caps of the cytology fixative tube securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.

REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332.

[bookmark: _Toc503792576]BRONCHIAL BRUSHINGS

1. It is preferable to submit the bronch brush in cytology fixative rather than sending pre-made slides.
2. In the event that you have no cytology fixative, the brush may be placed immediately after collection in a container of 50% ethyl alcohol.  The requisition should state that the brush is in alcohol because alcohol fixed specimens are processed by a different method than specimens fixed in cytology fixative.

3. An alternative method, but not the preferable one, is to prepare the slides at the time of collection.  This can be accomplished by the following procedure:

a. Label slides in lead pencil with the patient's name and source of specimen (right upper lobe as RUL, etc).
b. Transfer material by rolling the brush from left to right over the entire smooth surface of the slide. Two to four slides may be made.
c. Immediate fixation is essential.  Place the slide(s) into a container of cytology fixative or 95% ethyl alcohol if no cytology fixative is available.  To prevent the slides from sticking together, plastic, not metal, paper clips should be placed on the end of each slide.  Metal paper clips will rust quickly in the fixative and leave a brown residue on the slide.

4. The specimen container must be labeled with 2 patient identifiers, source of specimen and date collected.

5. Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

6. Send the specimen to the laboratory with a completed Cytology Requisition Form.  (Addendum A)

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code. 
· Source of specimen (i.e., sputum, washings, and brushings)
· Anatomic location (i.e., left, right, upper, lower)

7.	Please tighten the caps of the cytology tube securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.
REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332.
[bookmark: _Toc503792577]SPUTUM

One sputum specimen each morning for three successive days should be collected to ensure a maximum of diagnostic accuracy.  Often, patients with diagnostic lung problems are cigarette smokers, and after the discussion on the type of sputum sample desired, they know exactly what is needed.  They will readily admit that on arising from bed they cough up material from deep in the lungs.  Ninety percent of all patients will yield a satisfactory specimen spontaneously on arising from a night sleep.  The remaining 10% of the patients who do not cough must be administered an aerosol.
	
ROUTINE SPUTUM
A "deep" cough specimen is required for bringing up material from the small bronchi and the alveoli.

AEROSOL SPUTUM
The cough reflex may be stimulated artificially by means of inhalation of cough-stimulating substances.  Non-coughing patients must be administered an aerosol with the use of a nebulizer.  Nebulization will usually produce a productive cough within the next 24 hours.  The patients should be given a bottle containing fixative and instructions for collecting a sputum sample during this period of time.  

POST-BRONCHIAL SPUTUM
The diagnostic yield of cytologic samples and recovery of materials beyond the reach of the flexible scope makes this a valuable diagnostic procedure.



	GENERAL INSTRUCTIONS

1. Have patient rinse mouth thoroughly with water.

2. Obtain sputum specimen using one of the above methods.

3. Add the sputum specimen to a pre-filled bottle of cytology fixative or pour the entire tube of fixative over the specimen in the sputum cup.  Immediate fixation is essential.  If no cytology fixative is available, 50% ethyl alcohol may be used.  Please note on the requisition that alcohol has been substituted because alcohol fixed specimens are processed by a different method than specimens fixed in cytology fixative.

4.	The specimen container must be labeled with the patient's name, source of specimen and date of collection.

5.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.
6.	Send the specimen to the laboratory with a completed Cytology Requisition Form.  

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Source of specimen (i.e., sputum, washings, and brushings) 
· Anatomic location (i.e., left, right, upper, lower)
**Please indicate on the form which type of sputum is submitted.

7.	Please tighten the caps of the cytology fixative tube securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.

REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332.

NOTE:  If the sputum specimens are to be collected on an outpatient basis, you must provide the patient with the following:
1.	Three (3) sputum collection cups and three (3) vials of cytology fixative.  The cups should be labeled with the patient's name and date of collection.
 2.	An instruction sheet for the patient to use during collection.  An example form has
been provided.













PATHOLOGY & CYTOLOGY LABORATORIES, INC.
290 BIG RUN ROAD
LEXINGTON, KY 40503
(859)278-9513   Toll Free (800)264-0514




Dear ________________________________


Dr.    _________________________________ has requested that you collect sputum
specimens for cytologic examination in our laboratory.  The type of specimen required 
is a deep cough specimen, not just saliva.  Often people with diagnostic lung problems
are familiar with the material that can be coughed up from deep in the lungs immediately after arising from bed.  Ninety percent of all patients will yield a satisfactory specimen spontaneously on arising from a night sleep.  The remaining 10% of the patients who do not cough must be administered an aerosol. 

Here are a few simple but important instructions for you to follow:

1.  On arising in the morning, rinse your mouth thoroughly with water.

2.  Breath deeply several times and cough deeply until you feel you have a specimen from deep in your lungs.  Put this specimen into the cup which has been provided for you.  After collection, pour the entire tube of provided fixative over the sputum.  Seal lid tightly and shake the container gently for a few seconds.

3.  Deliver the specimen to your physician or laboratory.


PRECAUTIONARY MEASURES:
Fixative may be fatal if swallowed and harmful if inhaled.
Fixative is flammable.
Keep container closed and use with adequate ventilation.
Wash thoroughly after handling.






[bookmark: _Toc503792578]BODY CAVITY FLUIDS
	
Pleural, peritoneal, pericardial, and pelvic washes

1. Fluids must have fixative added as shortly as possible after collection.  The size of the sample should not exceed 40 ml.  Fluids in excess of this amount should be mixed well to ensure the cellular elements are evenly dispersed.   Two aliquots of 20 ml each of the unfixed fluid should be poured off and added to two prefilled tubes of Cytolyte cytology fixative provided by PCL.  Use 50% ethyl alcohol if no cytology fixative is available but mark on the tubes that alcohol was used.  These specimens will need to be processed differently.

2. The specimen containers must be labeled with 2 patient identifiers, source of specimen.
	and date of collection.

3.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting.

4.	Send the specimens to the laboratory with a completed Cytology Requisition Form.

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Source of specimen (i.e., sputum, pleural fluid, urine, and breast)
· Anatomic location (i.e., left, right, upper, lower)

5.	Please tighten the caps of the cytology fixative tubes securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.

	







[bookmark: _Toc503792579]BODY CAVITY FLUIDS FOR CRYSTALS

Crystal analysis on body cavity fluids can be submitted to Pathology & Cytology Laboratories.  PCL DOES NOT perform any chemical testing,cell counts or cultures on fluids.  For these procedures, send the fluid to your clinical laboratory.  For joint fluid crystals, biliary crystals and cholesterol crystals, use the protocol described below.

PROCEDURE:

1. Collect the fluid and place in a clean container.  DO NOT ADD FIXATIVE.

2. Label the container with 2 patient identifiers, source of specimen, and mark on the container that the specimen is UNFIXED.

3.	Complete a PCL cytology requisition form.  Mark in the Non-Genital Cytology Sections (found in the lower third of the form) the type of fluid being submitted and state it is an unfixed fluid for crystals only.

4.	Place container and requisition in a PCL transport bag and send to PCL.

*PCL will make slides from the fluid submitted.  It is not necessary for you to make and submit any slides.

REFERENCE:
Demay, Richard M., The Art & Science of Cytopathology, Vol. 1., Exfoliative Cytology.  P. 259, 1996.
Walshe ADP, Douglas JG, Kerr KM, et al: An Audit of the Clinical Investigation of Pleural Effusions.  Thorax 47:  734-737, 1992.
Salyer, WR, Eggleston JC, Wrozan YS: Efficacy of Pleural Needle Biopsy and Pleural Fluid Cytopathology in the Diagnosis of Malignant Neoplasm Involving the Pleura.  Chest 67: 536-539, 1975.
Venrick MG, Sidaway MK: Cytologic Evaluation of Serous Effusions: Processing Techniques and Optimal Number of Smears for Routine Preparation.  Am J Clin Pathol 99: 182-186, 1993.








[bookmark: _Toc503792580]URINARY TRACT

URINE
Three separate samples of urine obtained on consecutive days are recommended.  The first morning specimen should not be collected for cytologic evaluation.  The first morning urine should be discarded and the next urine specimen should be submitted.

The following procedure should be used to collect urine for cytology samples:

1.	Discard the first morning voided specimen.

2.	Drink one glass of water every 15 minutes for 2 hours.

3.	Collect urine from the next voided specimen and add up to 20 ml of urine to the pre-filled containers of cytology fixative provided by PCL.  Use 50% ethyl alcohol if no cytology fixative is available.  If more than 20 ml of urine is collected, mix it well to ensure the cellular elements are evenly dispersed and then aliquot up to 20 ml and pour into pre-filled containers.

BLADDER WASHINGS
Washings of the bladder with Ringer's solution may be collected at the time of cystoscopy.  (Do not use saline because it will decrease the specimen quality by lysing many of the cells.)

RENAL PELVIS AND URETERS
Special procedures, such as retrograde catheterization or direct brushings, may assist in the localization of lesions of the upper urinary tract.  Renal brushes should be fixed immediately by placing them in a container of cytology fixative.

PROSTATE SECRETIONS
A secretion obtained by prostatic massage is collected directly on a slide.  The fluid is spread with another slide and fixed immediately by cytology spray fixative or by dropping the slide into cytology fixative or 95% ethyl alcohol.  The slide must be labeled in lead pencil with the patient's name.

COLLECTION OF URINE AFTER PROSTATE MASSAGE
A voided specimen is collected before and again after massage.  Label each specimen, indicating whether it was obtained before or after massage.

	GENERAL INSTRUCTIONS

1.	All urines and washings are to be fixed as soon as possible after collection.  Place, from several drops up to 20 ml of urine, into the pre-filled containers of cytology fixative provided by PCL. 

2.	The specimen container must be labeled with 2 patient identifiers, source of specimen and date of collection.

3.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

4.	Send the specimen to the laboratory with a completed Cytology Requisition Form.

NOTE:  All requisition forms must include the following:	
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Source of specimen (i.e., sputum, pleural fluid, urine, and breast)
· Anatomic location (i.e., left, right, upper, lower)

5.	Please tighten the caps of the cytology fixative tube securely to prevent leakage during transportation.  Place the labeled specimen container into the zip-lock portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.


REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332.












PATHOLOGY & CYTOLOGY LABORATORIES, INC.
290 BIG RUN ROAD
LEXINGTON, KY 40503
(859)278-9513   Toll Free (800)264-0514




Dear______________________________


Dr.  _______________________________ has requested that you collect urine 
samples for cytologic examination in our laboratory.  The first morning specimen 
should not be collected for cytologic examination.  The first morning urine should
be discarded and the next urine specimen should be submitted.

Here are a few simple but important instructions for you to follow:

Discard the first morning voided urine specimen.

Drink one glass of water every 15 minutes for 2 hours.

Collect urine from the next voided specimen.  Immediately pour 20 ml of 
urine into the prefilled container of cytology fixative provided by PCL.
Seal the lid tightly and shake the container gently for a few seconds.
If tests other than a cytologic evaluation have been ordered, the remainder
of the urine may be acceptable for this testing.  Consult your physician or
laboratory for instructions.

Deliver the specimen to your physician or laboratory.






PRECAUTIONARY MEASURES:
Fixative may be fatal if swallowed and harmful if inhaled.
Fixative is flammable.
Keep container closed and use with adequate ventilation.
Wash thoroughly after handling.

[bookmark: _Toc503792581]GASTROINTESTINAL TRACT

Brushings and washings of the esophagus, stomach, duodenum, and colon must be performed PRIOR to any tissue biopsy being performed at the same time.

BRUSHINGS
It is preferable that the brush be fixed immediately in cytology fixative provided in pre-filled containers by PCL.  If no cytology fixative is available, 50% ethyl alcohol may be used.  If the physician wishes to submit pre-made smears in addition to the brush, the slides should be fixed immediately by spray fixative or dropped into a container of cytology fixative.  If no cytology fixative is available, 95% ethyl alcohol may be used.  Plastic paper clips placed on the end of the slides will keep the slides from sticking together.  Please do not use metal paper clips as they rust quickly in the fixative and leave a brown residue on the slides.

If slides are going to be submitted, the brush must be carefully, yet rapidly, withdrawn from the instrument and the smears prepared without any delay.  The brush should be gently rotated on a limited area of the surface of the slide.  The cytologic material should not be crushed.  To prevent drying, the slide must be immediately placed in the fixative.  

WASHINGS/LAVAGE
Immediately after aspiration of the fluid, up to 20 cc of fluid should be placed in a pre-filled tube of cytology fixative.

	GENERAL INSTRUCTIONS

1.	The specimen container must be labeled with 2 patient identifiers, source of specimen and date of collection.

2.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

3.	Send the specimen to the laboratory with a completed Cytology Requisition Form.  

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code
· Source of specimen (i.e., esophagus, stomach, duodenum, and colon)
· Anatomic location (i.e., upper, lower, left, right)

4.	Please tighten the caps of the cytology fixative tube securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.

REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332.




























[bookmark: _Toc503792582]CEREBROSPINAL FLUIDS

1.	Spinal fluids are to be fixed as soon as possible after collection.  Place several drops up to 20 ml of spinal fluid into the pre-filled container of cytology fixative provided by PCL.  Use 50% ethyl alcohol if no cytology fixative is available.

2.	The specimen container must be labeled with 2 patient identifiers, source of specimen and date of collection.

3.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

4.	Send the specimen to the laboratory with a completed Cytology Requisition Form.  

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Source of specimen (i.e., esophagus, stomach, duodenum, and colon)
· Anatomic location (i.e., upper, lower, left, right) 

5.	Please tighten the caps of the cytology fixative tube securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.

REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332.







[bookmark: _Toc503792583]NIPPLE SECRETIONS AND 
BREAST FINE NEEDLE ASPIRATIONS
[bookmark: _Toc503792584]BREAST FINE NEEDLE ASPIRATIONS
 The aspiration should be immediately expelled from the syringe into a container of cytology fixative provided by PCL.  The syringe may be rinsed by drawing up some fixative and expelling it back into the fixative container.  Use 50% ethyl alcohol if cytology fixative is not available.  It is preferable that PCL make the slides, but if the physician wants to make slides in addition to sending us the specimen, the slides should be spray fixed immediately or placed into a container of cytology fixative or 95% ethyl alcohol if there is no cytology fixative available.

NIPPLE SECRETION SMEARS
Spray the smear immediately with cytology spray fixative.  Allow to dry before placing in the specimen container.  Labeling of the slide with the patient's name in lead pencil is required.

GENERAL INSTRUCTIONS
1.	The transport container must be labeled with 2 patient identifiers, source of specimen and date of collection.

2.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for cytology.

3.	Send the specimen to the laboratory with a completed Cytology Requisition Form. 

NOTE:  All requisition forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Source of specimen (i.e., sputum, pleural fluid, urine, and breast)
· Anatomic location (i.e., left, right, upper, lower)

4.	Please tighten the caps of the cytology fixative tube securely to prevent leakage during transportation.  Place the labeled specimen container into the Ziploc portion of the transport bag and seal tightly.  Place the completed requisition into the flapped pouch on the outside of the transport bag.
REFERENCES: 
1.	Koss, Leopold G., Diagnostic Cytology and Its Histopathologic Bases.  Third Edition, 1979.
2.	Holmquist, Marion D., CT(ASCP), CFIAC, and Keebler, Catherine M., CT(ASCP), ScD (hon), "Cytopreparatory Techniques", A Manual of Cytotechnology, 6th Ed., pp. 331-332
[bookmark: _Toc503792585]QUICK REFERENCE GUIDE
 FINE NEEDLE ASPIRATION PREPARATION TECHNIQUES
(Complete FNA collection procedure outlined on following pages)
Thyroid and Salivary Gland Lesions
1. All fluid aspirated should be placed into the CytoLyt cytology fixative (green top conical shaped tube) by rinsing the needle and syringe into the CytoLyt tube.
2. Generally, the lesion will be aspirated in three to six attempts.  Each attempt may be handled similar to the above or after the first attempt, the material may be placed directly in the CytoLyt fixative.	

Aspirates of Suspected Lymphoma
1. On the first pass, one or two drops of aspirate are placed on glass slides and direct smears are prepared by placing the slides together, allowing the material to spread evenly and then twisting or gently pulling the two slides apart.  One smear should be immediately sprayed with alcohol fixative used for Pap smear fixation and the other smear allowed to air dry for Wright or Giemsa staining.  In addition to labeling the slides with the patient name, the slides should be marked as “air-dried” or “fixed”.  It can be difficult to tell the fixation method once the slides are dry.  

2. Any additional material from the first pass plus material from at least two subsequent passes should be rinsed directly into RPMI lymph node transport media (pink solution supplied by PCL) and refrigerated.  After rinsing, the liquid should be definitely cloudy to the eye.  If a cloudy appearance is not observed, it is unlikely there will be enough material in the vial for testing.

3. Additional passes can be performed and material rinsed directly into CytoLyt.  If desired, the first one or two drops can be used to prepare direct smears using the technique described above with the remaining material from each pass placed in the CytoLyt vial.

* These suggestions are meant as a general approach; they are not standards.  Each case may present special clinical and diagnostic needs that require alternative methods of collection.  Clinicians may have different techniques and preferences that work as well in their practice.  However, it is important to note that at least 30% of lymph node aspirates will require immunophenotyping from RPMI media to exclude or diagnosis non-Hodgkin’s lymphoma.







Fine Needle Aspiration (FNA) Technical Considerations

Successful FNA is dependent upon extensive skill in biopsy aspiration, specimen preparation, laboratory processing, staining and microscopic evaluation.

Technical Considerations:
A. Sample size
· Multiple samples from different areas of the mass are necessary (3 to 6 passes into mass).  Thyroid, Lymph Node and bloody lesions may require additional sampling.

B. Needle size
· 1.5 inch 25 gauge is successful for most palpable masses
· 1.5 inch 23 gauge is necessary for breast, fatty lesions or dense fibrous lesions

C. Syringe size
· Affects degree of negative pressure and needle placement/control
· 10 ml syringe is optimal
· Fibrous and fibro fatty tissues - 2 to 5 ml of vacuum is helpful
· Thyroid, lymph nodes and other vascular lesions - no vacuum prevents undesirable blood dilution (use capillary action of needle to collect cellular sample)

D. Aspiration technique

1. Anesthetize a tract between skin and edge of mass (do not inject lesion itself)
2. Draw 0.5 to 1.0 ml air into syringe (to allow specimen expression after sampling)
3. The free hand is used to stabilize and define the margins of the target
4. Once the sampling needle is at the edge of the lesion, 2 to 5 mm. of negative pressure is applied as the needle is moved first into the lesion, then moved back and forth within the lesion in short (5mm), reciprocating, vibration-like motions with minimal to no redirection.
· If blood fills the needle hub, discontinue negative pressure
· If blood does not fill the hub, then the aspiration is discontinued after 20 to 25 reciprocation strokes
· To avoid accidental aspiration into the syringe, negative pressure must be released before removing the needle
5. Up to six samplings may be required for adequate cellular material. Different regions of larger lesions should be systematically sampled. “Non-aspiration” sampling technique is very helpful for thyroid, lymph nodes, bloody lesions or very small, firm targets.


· Using 1.5 inch 25-guage needle with 3 ml syringe with piston removed allows a “dart-like” grip at the syringe/needle hub interface.
· Using 5 mm vibrating motions (20-25 times) capillary action will produce an excellent concentrate of 1 to 2 drops of specimen.


	
________________________________________________________
Reference from M.Glant, Diagnostic Cytology Laboratories.





























[bookmark: _Toc503792586]FINE NEEDLE ASPIRATION

1. Label and number specimen containers (green top alcohol/cytolyte tubes)

2. Aspiration Technique
a) Start with 1 ml air in 3 ml syringe (21- or 22-gauge needle)
b) Insert needle into edge of lesion and apply 2 ml of suction.
c) Use short in and out reciprocating strokes (5-8 mm), staying in the lesion.
d) Stop as specimen fills the needle hub, or after 10-15 strokes.
e) Release suction by allowing the plunger to return to the 1 ml mark.
f) Remove the needle quickly.
g) Immediately expel the sample into Cytolyte tube, rinsing in and out 4 times.
h) Repeat for a total of 5 passes (DO NOT SEND NEEDLE IN FLUID).
3. Non-Aspiration Technique
a) Remove syringe plunger from 3 ml syringe (21 or CH 22-gauge needle).
b) Insert needle into the edge of lesion.
c) Use short in and out reciprocating strokes (5-8 mm), staying in the lesion.
d) Stop as specimen fills the needle hub, or after 10-15 strokes.
e) Remove needle quickly.
f) Place needle/syringe in alcohol before reinserting plunger to express the sample.  
g) Immediately expel sample into Cytolyte tube, rising in and out 4 times.
h) Repeat for a total of 5 passes (DO NOT SEND NEEDLE IN FLUID).

4.  Additional passes for specialty testing (call lab for supplies)
a)  Use RPMI/pink solution for lymph nodes (flow cytometry)
b) Use appropriate tubes for molecular testing of thyroids (client chooses vendor for molecular testing). 
5. DO NOT MAKE SLIDES!  MAXIMUM TISSUE IS NEEDED FOR CELL BLOCK PREPARATION.
6. Tapping Out Specimen
At times, a small amount or the entire specimen remains in the needle hub.  If this occurs, the specimen can be “tapped” out by the following technique.
a) The needle shield is carefully replaced and is grasped tightly like a pencil with the hub down
b) A slide is placed on a flat, firm, unpaddled surface and the hub is sharply “tapped” to expel the material on the center of a slide.  Multiple sharp taps may be required.
c) Rinse needle in Cytolyte solution (DO NOT LEAVE NEEDLE IN FLUID)













[bookmark: _Toc503792587]BUCCAL SMEARS FOR SEX CHROMATIN POSITIVE BODIES
(BARR BODIES)

1. Wipe the mucous membrane of the inner cheek gently with gauze to remove surface bacteria and debris.
2. Scrape this area with a wooden tongue blade or Pap scraper until a visible amount of whitish material is seen on the blade.
3. Transfer to a glass slide labeled with the patient’s name.  Spread thinly and fix immediately by spraying with cytology fixative spray.  At least four (4) slides are required.
4. Send the specimen to the laboratory with a completed Cytology Request Form.

NOTE:  All request forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Source of specimen (i.e., sputum, pleural fluid, urine, and breast)


REFERENCE:	
Keebler, Catherine and Reagan, James, A Manual of Cytotechnology. 6th Ed., 1983.










[bookmark: _Toc503792588]MISCELLANEOUS


CYSTS 
Renal, ovarian, pancreas, liver, bone, subcutaneous, etc are collected and fixed for transport as body cavity fluids.

PELVIC WASHINGS
Pelvic washings are collected and transported as body cavity fluids.

PENILE DISCHARGE
Penile discharge and prostatic secretions are collected and fixed for transport just as a nipple secretion smear is collected. 

DRAINAGE SPECIMENS
Drainage specimens are collected and fixed as nipple secretion smears if the specimen is small or as body cavity fluids if the specimen is more than enough for several smears.

ULCER SMEARS
Ulcer smears are collected and fixed as nipple secretion smears.

CELL BLOCKS
Cell blocks will be performed on specimens if there is enough sediment. 

JOINT FLUIDS
Joint fluids are collected and transported as body cavity fluids.  


ANY FLUID FOR CRYSTALS  
See “crystals” page

TZANCK SMEARS
Tzanck smears are used to test for Herpes. Submit one pre-made (air dried and then alcohol fixed) slide.  Be sure patient name is marked on the frosted end of the slide.  Complete a PCL requisition form and write “Tzanck Smear” on the form.





[bookmark: _Toc503792589]CYTOPATHOLOGY QUALITY ASSURANCE


Quality assurance is the method used to measure quality and assure accurate and reliable test performance and reporting.  Comprehensive quality assurance methods, on a regularly scheduled basis, provide clients and their patients the highest level of confidence.

PERSONNEL
A staff of highly qualified registered cytotechnologists, pathologists and cytopathologists review and render a diagnosis on submitted specimens.

The workload is monitored daily to assure cytotechnologists screen within established guidelines.

PCL monitors the ability of all cytotechnologists to provide accurate diagnosis by randomly rescreening 10% of all normal reports.

Twenty-four hours of Continuing Medical Education is required yearly for each cytotechnologist.
Pathologists also have required Continuing Medical Education.  Both the pathologists and cytotechnologists at PCL participate in proficiency testing four times per year in each of the following areas of screening: Conventional GYN Cytology; ThinPrep GYN Cytology and Non-Genital Cytology.

REVIEW AND REPORTING 
All abnormal smears are reviewed and reported by a pathologist.

Correlation is an integral part of our Quality Assurance Program.  PCL maintains extensive reference files and routinely correlates biopsy specimen and Pap smears submitted on the same patient.  Any follow-up specimen is correlated to the previous cytological or histological specimen.

FOLLOW UP
A patient Follow-up Report is generated monthly for each clinician.  If after 3-4 months’ time, a biopsy has not been received into our laboratory on a previously reported dysplastic or higher cervical lesion, a follow-up letter (Addendum C) requesting information concerning the patient’s disposition will be sent to the client.  It is very important that you complete these letters and return them promptly to PCL.  Information received as a result of our follow-up letter is compared and correlated to the previous diagnosis and is considered an important part of our quality control program.
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PURPOSE OF HISTOLOGY
The overall purpose of histopathology is to ensure that the final tissue preparation is of excellent quality which in turn allows the pathologist to render a highly accurate diagnosis of the tissue submitted.

IMPORTANCE OF A GOOD SAMPLE
The manner in which specimens for histology are collected and handled is critical for valid results.  To ensure this accuracy, all specimens delivered to this laboratory by couriers or by mail, must be in the appropriate preservative.

[bookmark: _Toc503792591]SPECIMEN IDENTIFICATION
All specimen containers must be clearly labeled with the patient name, a 2nd patient identifier and source of specimen.  The source of specimen must include the type of specimen submitted and anatomic location.  

[bookmark: _Toc503792592]FIXATION
1. Proper fixation is imperative for preservation of tissue specimens.
2. The routine fixative used in our laboratory is 10% neutral buffered formalin available in pre-filled 1 oz, 2 oz, 90 ml, 120 ml and 1-gallon sized containers.
3. If special studies such as immunofluorescence study, flow cytometry or enzyme profile are needed, the specimen will require special preparation.  

Fixatives - Surgical Pathology Specimens

· [bookmark: _Toc503792593]Routine Tissue Specimens - 10% formalin
· Michels Fixative – To be used for Direct Immunofluorescence (DIF) for specified oral pathology specimens (performed at PCL) and specified skin lesions (sent to reference lab)
· [bookmark: _Toc503792594]Special Media for Lymph Nodes -   To be used whenever a diagnosis of lymphoma is suspected. 
· RPMI Media - A small piece of tissue can be placed into RPMI media and submitted for flow cytometry.

[bookmark: _Toc503792595]Amputated Limbs - All amputated limbs should be wrapped securely in plastic and submitted fresh (no fixative) to PCL.  Specimens must be kept refrigerated and submitted with a Permit for Disposal of Anatomical Part form (Addendum F).

AUTHORIZED SOURCES
Pathology & Cytology Laboratories will only accept specimens from authorized 
(persons authorized by law to collect specimens and use medical knowledge).
[bookmark: _Toc503792596]TRANSPORTATION
Pathology & Cytology Laboratories provides a specimen transport system which insures a controlled environment for specimen delivery to the laboratory.  It is important that all specimen containers be closed tightly before transport.  Each container should be placed in a Ziploc bag provided by PCL.  The laboratory requisition should be placed in the outside pocket of the transport bag so that it will not be contaminated should the specimen bottle leak.  PAP SMEARS ARE NEVER TO BE PLACED IN THE SAME TRANSPORT BAG WITH BIOPSY BOTTLES.  Exposure to formalin distorts the cells on the pap slide.  If a client wishes to have a pap and biopsy correlated during analysis, they can write Pap and Bx on the pap requisition form or check the box on the form marked Pap and Bx and the laboratory will match these specimens together prior to reporting.  The transport bags which contain the pap and Bx from the same patient can also be stapled together by the office personnel prior to pickup to further ensure that both specimens are received together.

[bookmark: _Toc503792597]CRITERIA FOR ACCEPTANCE OF SPECIMENS
Every specimen received in the histology department must meet basic criteria before analysis is done.  These include:
1. Patient name and 2nd patient identifier on the specimen container
2. Source of specimen on container and requisition
3. Specimen submitted in the proper fixative.
4. Specimen submitted with a properly completed requisition form.
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Specimen source and anatomic location

[bookmark: _Toc503792598]CRITERIA FOR REJECTION OF SPECIMENS
Specimens with no patient name on the specimen container are unacceptable.  Unlabeled or mislabeled specimens must be identified by the physician.  Every effort will be made to obtain missing information so that the tissue can be processed.

RETENTION OF RECORDS AND MATERIALS
1. Any unused portion of tissue is retained for at least one month.
2. Reports, slides and tissue blocks are retained for periods of time recommended by accrediting bodies.

TISSUE ANALYSIS
A gross and microscopic description followed by a microscopic diagnosis is rendered by the pathologist on most all tissue specimens.  The following list of specimens will normally be processed with a “gross only” diagnosis:

Tonsils in patients under 12 years of age			Bone for OA (DJD)
Uncomplicated scars or redundant skin			Supernumerary digits
Radial heads, fractures					Non-functional stiff digits
Bones from hammer toe deformities				Bunions
Femoral heads, except for fractures				Nasal for deviated septum
Arthroscopic shavings unless unusual			Ingrown toenails
Foreskins from males less than 13 years of age		

At the discretion of the attending pathologist, other specimens may also receive a gross examination.  Also, at the discretion of the pathologist, microscopic examination may be warranted on certain “gross only” specimens.



HISTOLOGY REQUEST FORM - (Addendum D and Addendum L Urology Form)
A properly completed histology request form should accompany each specimen. All request forms must include:
· Patient Demographics
· Date of collection
· Submitting physician’s name
· Source of Specimen
· Exact anatomic location
· Preoperative diagnosis or ICD-10 code.
· Brief clinical history

























[bookmark: _Toc503792599]KIDNEY and BLADDER STONES ARE NOT ANALYZED BY PATHOLOGY & CYTOLOGY LABORATORIES.  THIS SPECIMEN SHOULD BE SENT TO A CLINICAL LAB FOR CHEMICAL ANALYSIS.

























[bookmark: _Toc503792600]ROUTINE TISSUE SPECIMENS

1. Tissue specimens should be submitted to Pathology & Cytology Labs in 10% buffered formalin.  Biopsy bottles of formalin and whirl-bags to use with 1gallon jugs are provided by PCL.  They may be obtained by calling the laboratory or sending a completed supply request form by mail or courier.  Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for histology.
2. The specimen container must be labeled with the patient's name, source of specimen and a 2nd patient identifier.
3. Send the specimen to the laboratory with a completed Histology Requisition.
NOTE:  All requisitions must include the following:

· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Specimen source and anatomic location

4. Please tighten the caps of the biopsy bottles securely to prevent leakage during transportation.  Place the labeled biopsy bottle into the Ziploc portion of the transport bag and seal tightly.  Place the requisition into the pouch on the outside of the transport bag.  NOTE: Do not place smear slides and biopsy bottles in the same transport bag.  Formalin fumes will distort the cells on the slide.












[bookmark: _Toc503792601]RADIOGRAPHS

In order to render an accurate pathologic diagnosis, radiographs should be submitted with certain tissue specimens.  These radiographs will become part of the permanent records at PCL unless a request is made for them to be returned to the submitting institution.

BREAST BIOPSY:
If the specimen was a radiographically directed procedure, a copy of the specimen radiograph and/or a copy of the radiologist interpretation of the specimen radiograph should be submitted with the tissue specimen.  ******PLEASE NOTE THE TIME THE SPECIMEN IS PLACED INTO FORMALIN*******

If the biopsy was performed because of an abnormal mammogram and no localization procedure was performed, a copy of the mammogram and/or mammogram report should be sent with the tissue specimen.  *****PLEASE NOTE THE TIME THE SPECIMEN IS PLACED INTO FORMALIN*****


BONE BIOPSY:
All bone tumors or lesions receiving a gross and microscopic examination must be submitted with a radiograph and radiologist's report.  The surgical pathology report will be needlessly delayed if this information fails to accompany the specimen.  Amputation specimens removed for bone/extremity malformations, plastic repair procedures, etc. DO NOT require submission of radiographic data.















[bookmark: _Toc503792602]PLACENTA

Placenta submitted for routine gross and microscopic examination should be submitted in a formalin container supplied by PCL, a completed Placental form (Addendum H) and labeled with the specimen source and 2 patient identifiers.

If Chromosome Analysis is also requested, a portion of the placenta MUST be submitted in RPMI Media and labeled with 2 patient identifiers. If no RPMI Media is available, tissue should be placed in saline. 
	NOTE: Chromosome Analysis CANNOT be run on tissue in formalin.





[bookmark: _Toc503792603]TISSUE SUBMITTED FOR GOUT


Urates are deposited in tissue (gouty tophi) or around joints in persons suffering from gout.

Urate crystals are very soluble in water and are dissolved if tissue is fixed in the routine aqueous fixative of 10% formalin.  Therefore, any tissue specimen submitted for suspected gout must have alcohol fixation if the urate deposits are to be demonstrated.

1. Place tissue specimen in 100% ethyl or reagent alcohol.
2. Label the bottle with the patient’s name and source of tissue submitted.
3. CLEARLY MARK THE PATIENT REQUISITION WITH A NOTE 	STATING THAT THE TISSUE IS IN ALCOHOL so that the specimen will 	be correctly processed.











[bookmark: _Toc503792604]LYMPH NODES

Lymph node biopsies may be performed for multiple reasons including aiding in the diagnosis of malignant lymphoma, to determine the presence or absence of metastatic tumor, and/or the presence or absence of infectious disease.  The tissue sample may be handled somewhat differently depending on the clinical situation. These will be described separately below:


Lymph node biopsies for Malignant Lymphoma or Cytogenetic Studies: (If lymphoma is in the differential diagnosis)

1. The specimen should be divided while fresh; while in the OR- Typically, a                   lymph node is sectioned perpendicular to long axis in a straight cut.
           Submit potion of lymph node into RPMI (the pink solution); a pencil eraser                sized piece of lymph node (~7x7 mm) is enough   REGRIGERATE THE                     RPMI SPECIMEN AFTER COLLECTION.  This media is a cell preservation             media, which maintains the viability of the cell surface markers.  If                               refrigerated, the tissue can stay viable for 48-72 hours in this media.
2. The remaining portion (which should be the majority) of the specimen should              be placed in 10% buffered formalin.
3.   Both containers should then be forwarded to PCL with a completed histology               requisition which includes pertinent clinical history and billing information.                All biopsy containers must be labeled with 2 patient identifiers and the type of             tissue being submitted.  



Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for histology.









Lymph Node Biopsies for Metastatic Tumor

1. The specimen can be completely placed in 10% buffered formalin and forwarded to the laboratory.
2. The specimen bottle should be labeled with 2 patient identifiers and the type of tissue being submitted.
3. The specimen should be forwarded with a completed PCL histology requisition which includes pertinent clinical history and correct billing information.


Lymph Node Biopsies for Infectious Disease

Infection suspected? - please follow your hospital’s microbiology requirements for tissue specimens.


If there are any questions, please call PCL Client Services or the Pathologist on call for our laboratory.



















Bone Marrow Aspiration Procedure
Materials:
· Bone Marrow Kit
· Lidocaine
· One 12 mL syringe
· Two 20 mL syringes
· Two 18g needles
· Heparin, multiple use
· Alcohol wipes
· Three purple (EDTA) tubes
· One green top Sodium Heparin tube
· (Need sodium heparin… NOT sodium lithium. Be careful both are green)
· Four glass slides
· One Formalin jar
· One RPMI Tube

Procedure:
1. PA will prep the patient and insert Trocar device into the medullary bone marrow space.
2. PA will draw up heparin into 12or20 mL syringe, then expel the heparin.
3. With that heparin-treated syringe the PA will make a first draw of about 2-3mL. If this specimen contains spicules, it should be placed into a purple top, then labeled “1st draw” along with Patient Name, Other ID, and site of Biopsy (RPIC or LPIC, etc.)
***** Gently Invert purple top tube several times to mix with anticoagulant******
[image: ]Spicules (best for morphology), are richest in the 1st 2-3 mL of aspirate. Will look like snow shower in syringe


4. The PA should pull an additional 12-15 mL of aspirate.  From this put at least 4-5ml in the second and third purple EDTA tube and 5mL green Sodium Heparin tube.                                                                    ***** Gently Invert purple/green top tubes several times to mix with anticoagulant******
5. Core needle biopsy: can be done through the same incision, but should be taken 0.5 to 1cm from the aspiration site (to prevent aspiration artifact and hemorrhagic core biopsy specimens)
6. The PA will core a specimen.
7. Place the cored bone marrow biopsy on one of the glass slides. If the core contains significant amount (>70%) of cortical bone (white) repeat the core procedure.  Also repeat the procedure if the medullary core is less than 2 cm
Cortical bone/cartilage           Marrow


[image: ]
8. With the core on the glass slide the technologist will do 4 touch preps. Careful, tissue is fragile.[image: ]                                [image: ]


9. Remove the core(s) from the glass slide and place in formalin jar.
10. If you get “dry tap” (no aspirate); take a second core and place in RPMI solution from lab. Fresh tissue is essential for flow cytometry, chromosomes and some molecular studies.
11. Label all specimens with required elements, fill out hsitory, requisition info, etc.
12. Send CBC and peripheral blood smears collected from patient as well.  (SEE ADDENDUM G)
13. Please send an H+P and/or relevant clinical history
14. Any questions -  do not heistate to call Dr. Gibson – 859-498-7108 (cell)  (PCL Hematopathologist)

              Flow Cytometry/Peripheral Blood Flow Specimens

Specimen requirements:
  a).  Peripheral Blood for cell markers: >1 ml EDTA or heparin
  b). Bone marrow for cell markers: > 1 ml EDTA or heparin
  c).  Tissue/Fluid for cell markers in isotonic solution, e.g. RPMI-1640 (Keep RPMI solution     refrigerated prior to use and after specimen placement into solution)

Specimen Labeling:
1. Patient’s full name (abbreviations/initials are not sufficient)
2.  Unique number – one or more identifiers, MRN/date of birth, etc
3.  Collection Date
4.  Source (bone marrow, peripheral blood, fine needle source, tissue source)
5.  Source Location (right, left, upper, lower, etc)

Specimen Requisition:
1.  Patient’s full name
2:  Date of birth
3:  Demographics
4:  Type and source of specimen
5:  Date of specimen collection
6:  Test ordered
7:  Physician name and contact number
8:  Facility name
9:  Specimen priority or other specimen instructions

Viability must be determined on all specimens.  Viability must be performed using 7-AAD (Gating and Viability).  The viability is recorded as percent viable value is in the flow cytometry data plot report.  Specimens with percent viabilities below our established laboratory minimum viability of 50% will have the following disclaimer included on the final report.  

The viability of the specimen is below our minimum established laboratory cutoff value of 50%. Poor viability can often result in inaccurate estimation of abnormal populations or non-diagnostic events due to binding of fluorophores with nonviable tissue.  Additional clinical and morphologic correlation is required for final diagnosis.  

















[bookmark: _Toc503792606]  MUSCLE and PERIPHERAL NERVE BIOPSIES

Examination by electron microscopy or evaluation of muscle and peripheral nerve biopsies is NOT performed at Pathology & Cytology Laboratories.

Specimens should be sent directly from your facility to an appropriate lab. Below is an option for Therapath.   SEE ADDENDUM I

https://www.therapath.com/services/muscle-and-nerve-pathology/muscle-biopsy-procedure/




















[bookmark: _Toc503792607]SPECIMENS SUBMITTED FOR ELECTRON MICROSCOPY/MEDICAL KIDNEY EVALUATION

PCL does not perform Electron Microscopy. All specimens for Kidney evaluation/Electron Microscopy should be sent directly from your facility to an appropriate laboratory.

Tissue samples are submitted for EM studies from surgical pathology, histology, autopsy, or endoscopy. Prompt decisions regarding the need for EM evaluation will aid in preserving the fine structure necessary for EM analysis.

Trim tissues for EM into blocks 1mm3 and place them into 3% glutaraldehyde as soon as possible. Avoid tissue areas that show obvious hemorrhage or necrosis. Samples where a particular orientation must be maintained should be sliced to 1mm sections. Biopsy tissue is to be placed into fixative at the clinical site where the biopsy is performed. 

1. Wash any specimen with mucous or bloody surface in saline prior to cutting.
2. Employ an even, firm cutting stroke with a sharp prep blade to avoid crush artifact.
3. Cut tissue into appropriate sizes to ensure adequate fixation. Add only 1/10 volume of tissue to fixative solution.
4. Any specimen submitted from formalin would be a thin slice taken from an exposed cut surface, as this will be the best-preserved area.
5. always keep samples moist with either fixative or saline solution while trimming
6. Label specimen vials with 2 patient identifiers.

Tissue surfaces to be studied should be left intact and notes made on the requisition concerning proper orientation for mounting and observation. Any organ that contains significant trapped blood should be bench perfused with a syringe and saline prior to fixation and trimming.

In the instance that glutaraldehyde is not available immediately after biopsy the next preference is formalin. This will fix the sample but will not preserve the ultra-structure as efficiently as the glutaraldehyde.

Please contact the Electron Microscopy lab staff at 859-257-5078 with any questions concerning proper specimen handling for electron microscopy.








[bookmark: _Toc503792608]AUTOPSIES

As of April of 2015, PCL no longer performs autopsies. If an autopsy is needed, please call any of the following reference locations:

1:  Hamilton County Coroner
     4477 Carver Woods Drive
     Blue Ash, OH  45242
     (513).946.8700 or (513).946.8750

2:  Barbara Weakley-Jones, MD
     East Louisville, KY
     (502).574.6262
     morguemom@yahoo.com

3:  Christopher Kiefer,MD
     140 S Main Street Suite 103
     Madisonville, KY  42431
     (270).212.5880
      info@bluekeyfp.com

4:  Knox County
     2761 Sullins Street
     Knoxville, TN   37919
     (865).215.8000 or (865).215.8010

5:  Office of the Chief Medical Examiner
     Jeffrey Springer
     Bingham Building 1st Floor
     10511 LaGrange Road
     Louisville, KY  40223
     (502).489.5209
     Jeff.springer@ky.gov






[bookmark: _Toc503792609]FROZEN TISSUE SECTIONS

Frozen sectioning is indicated when a rapid diagnosis is desired.

Frozen section scheduling is coordinated through the histology secretaries at Pathology & Cytology Laboratories.  FROZEN SECTIONS MUST BE SCHEDULED IN ADVANCE OF THE SURGERY DATE.  If a frozen section is not scheduled in advance, PCL will make every effort to accommodate your need.  However, scheduled frozen sections will take priority.

To schedule a frozen section, please follow the protocol below.

1. Call Pathology & Cytology Laboratories at (859) 278-9513 or (800) 264-0514.
and speak with the Histology Transcription Department.  Do not call after the switchboard has closed and leave a message.
2. The transcriptionist will ask for the following information:
· Institution and department where the procedure is to be performed - Please specify if FS is to be done in surgery, outpatient, radiology, etc.
· Date and time of Surgery.
· Type of tissue being removed for frozen section.
· Patient name
· Requesting physician
· Name and telephone number of the person scheduling the frozen section.

Please contact PCL if the frozen section is canceled or if there is a significant delay in the surgery starting time.  This will allow us to adjust the pathologist travel schedule.

3. Upon completion of the frozen section, the pathologist will place the frozen section slide into a plastic slide container.  The frozen section material (tissue) will be thawed, placed in a designated FS cassette and put in a container of neutral buffered formalin along with any remaining non frozen tissue.
4. In some cases (lymph nodes  etc) tissue may be placed in RPMI media for lymph node flow cytometry.  This determination will be made by the pathologist at the time of the frozen section.
5. The slide container, frozen section cassette in formalin, non-frozen formalin fixed tissue and any tissue in special media will all be placed in a PCL Ziploc transport bag.  A completed PCL Histology Requisition and billing information sheet should be placed in the pouch on the outside of the transport bag.  All of the specimens and paperwork will normally be left at the hospital to be transported to PCL via the courier.
6. If the pathologist decides to bring all or part of the material back to PCL, he/she should fill out a separate logsheet with the patient information and type of tissue being transported.  A copy of this logsheet should be left with the hospital and a copy brought to PCL along with the specimen. 

[bookmark: _Toc503792610]AMPUTATED LIMBS

1.  	Amputated limbs may be submitted whole to PCL if pathology and disposal are requested.  If the limb is to be buried following pathology, it is suggested that the physician remove representative tissue to submit rather than sending the entire limb to PCL.  Please see below for appropriate protocol.

	A.	Limbs submitted to PCL for Pathology and Disposal
· If the whole amputated limb is being sent to PCL it should be sent fresh, double bagged in plastic and placed in a cardboard box. DO NOT PLACE LIMBS IN FIXATIVE.  The outside of the box should be clearly marked with a biohazard label.  If pathology is to be performed on the limb, a Histology Requisition must accompany the limb. ***A SIGNED AND WITNESSED DISPOSAL PERMIT (Addendum F) MUST ALSO BE INCLUDED WITH THE LIMB.  A sample permit is found in the addendum section of the PCL Specimen Collection Manual.
· Both the plastic bag and the box should be labeled properly with the date, patient's name and 2nd identifier.
· If the limb is to be keep overnight at the hospital, it should be refrigerated.	

B.	Limbs for Pathology and Burial
· Should the limb be sent to PCL for pathology and wanted returned to the family for burial, then a complete Specimen Release Form (Addendum J) should be sent with the limb. 
· A completed Histology Requisition must accompany the tissue.

2.	Universal Precautions should be strictly observed in all phases of collecting, preparing, and transporting specimens for histology.

3. Send the specimen to the laboratory with a completed Histology Requisition.  
NOTE:  All request forms must include the following:
· Patient demographics
· Billing information
· Patient history
· Clinical diagnosis or ICD-10 code.
· Specimen source and anatomic location

· The laboratory will dispose of the amputated limb if authorized by the patient. The patient must sign a "Permit for Disposal of Anatomic Part" form (Addendum F).  The form must also have the signature of TWO witnesses.  A completed copy of the form must be submitted with the request form.  



PATHOLOGY SUBMISSION OF SKIN CASES FOR                                                                                                      MOHS/SLOW MOHS


 
1.   Indicate on requisition that the submitted tissue is a Mohs procedure and which specimens 
      are included
2.    Draw and label an illustration (map) of specimen(s) including ink designation(s)
3.    All individual cassettes or separate margins must be labeled and indicated on illustration
4.    Indicate which specimens should be positioned en face and which to be sectioned by grossers
5.    Label all containers with the patient’s name, date of birth and specimen I.D.
6.    Place into formalin as soon as possible
7.    Specimen should be free of any foreign substances other than ink or stitches for orientation
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Addendum B
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Addendum C

Addendum D
[image: ]
[bookmark: _Toc503792614]FROZEN SECTION CONSULTATION

A. The white copy of the Frozen Section Form should be retained in the patient file.
B. The yellow copy should be kept with the frozen tissue.
Addendum E
[image: ]
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Addendum F
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Addendum G
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Addendum H


THERAPATH

https://www.therapath.com/services/muscle-and-nerve-pathology/muscle-biopsy-procedure/



Muscle and Nerve Pathology
Therapath provides complete analysis of skeletal muscle and peripheral nerve biopsies. We accept samples Monday through Saturday.
Our technical and professional services include histopathology, enzyme histochemistry, immunohistochemistry, and electron microscopy.
Convenient muscle and nerve pathology Collection kits include coolers, fixatives, cold-packs, requisition forms, and prepaid shipping labels. No snap freezing is required. 

Resources 
Muscle biopsy is an established and widely used test that is routinely requested by Neurologists, Rheumatologists, Pediatricians and other physicians during the evaluation of patients with a neuromuscular disorder. In particular, a muscle biopsy is indicated in patients with suspected skeletal muscle disease who present with unexplained weakness, muscle cramps or pain, elevated CPK levels, or myoglobinuria…
Nerve pathology overview
[image: ]Nerve biopsy can identify potentially treatable causes of neuropathy, such as vasculitis, atypical CIDP, sarcoidosis, amyloidosis, lymphomatosis, or leprosy, when other tests fail to diagnose these conditions. Given that it is an invasive test, however, a nerve biopsy is usually only recommended when the neuropathy is progressive, threatens to become debilitating, and other tests fail to identify a cause…
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Addendum I

Addendum J
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Addendum K

Pathology & Cytology Labs 290 Big Run Rd., Lexington, KY 40503	118

Addendum L
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ACCH# 93547 Print Date; 1/17/08

Revision Date: 1/10/2008
@chlane' Material Safety Data Sheet

Version: 2
RPMI-1640 Medium

TSCA Section 12b.
None of the components are on this lis,

TSCA Significant New Use Rule (SNUR)
None of the components are on this list,

CERCLA Hazardous Substances and corresponding RQs
CAS# 7558-79-4: 5000 Ib final RQ; 2270 kg final RQ

SARA Section 302 Extremely Hazardous Substances
None of the components are on this ist.

SARA Hazard Categories

CASH 7647-14-5: immediate.
‘CAS## 50-99-7: Not controlled.
CASH 7447-40-7: immediate.

SARA Section 313
“This chemical is not at a high enough concentration to be reportable under Section 313.
Clean Air Act - Hazardous Air Pollutants (HAPs)
None of the components are on this list,
Clean Air Act - Class 1 Ozone Depletors
None of the components are on this s,
Clean Air Act - Class 2 Ozone Depletors
None of the components are on this ist.
Glean Water Act - Hazardous Substances
‘GASH# 75568-79-4 s listed as a Hazardous Substance under the CWA.
Glean Water Act - Priority Pollutants
None of the components are on this ist.
Glean Water Act - Toxic Pollutants
None of the components are on this ist.
OSHA - Highly Hazardous
None of the components are on his ist.
OSHA - Specifically Regulated Chemicals
None of the components are on this ist.

US State

State Right to Know
‘Sodium phosphate dibasic can be found on the following state Rightto-Know lsts: Califoria, New Jersey,
Pennsylvania, Massachuselts.

No information found

California Prop 65
None of the components are on tis s

California No Significant Risk Level
None of the components are on this list
None of the components are on this list
None of the components are on this st
None of the components are on this st
None of the components are on this st
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Print Date: 1/17/08
ACCH 93547 Revision Date: 1/10/2008

Jagizeos
%ﬂvﬂlm‘ Material Safety Data Sheet e

RPMI-1640 Medium

European/International Regulations

European Labelling in Accordance with EC Directives:
Hazard Symbols: None listed
Risk Phrases: None listed
Safety Phrases: § 24/25 Avoid contact with skin and eyes.
WGK (Water Danger/Protection)
Noinformation found
United Kingdom Occupational Exposure Limits
Noinformation found
United Kingdom Maximum Exposure Limits
Noinformation found
Canadian DSLINDSL
CAS# 7647-14-5 s listed on Canada's DSL List.
GASH# 50-99-7 s listed on Canada's DSL List.
GASH 7558-79-4 Islsted on Canada's DSL List.
GASH 7447-40- Islsted on Canada’s DSL List.
CAS# 74-79-3 I lsted on Canada's DSL List.
Canadian WHMIS Classifications
Noinformation found
This product has been classified in accordance with the hazard criteria of the Controlled Products
Regulations and the MSDS contains allof the information required by those regulations.

Canadian Ingredient Disclosure List
‘CAS# 7447-40-7 is not listed on the Canadian Ingredient Disclosure List.

Section 16 - Other Information I

Color information has been
MSDS Creation Date: May 11, 2005
Revision Date: January 10, 2008

This MSDS s intondod for review and guidanco inthe receip, storage, handiing, use and disposal of product purchased from
s, and for no other purposa. Usa this product only as dirocted and in accordanco with applicable instructions and waings
provided with the product. Please consull your institution's polcies regarding use of this produt. I you have obfained this
'MSDS ofher than in connection with the supply of his product from us, this MSDS should be consulted for general
information only, and shotid not be relied upon for any purpose. As with the use of il hazardous materials, you should i all
nstances follow the guidance o the MSDS provided or available with the specifc product purchased.
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NEWCOMERSUPPALY

2505 Parview Road, Middleton, Wi 53562-2579
(800)383 - 7799 (608) 631 - 7885 sax(608) 83 + 0866
www.newcomersupply.com « newly@newcomersupplycom

THIS MATERIAL SAFETY DATA SHEET|
1S "ESSENTIALLY SIMILAR" TO OSHA
FORM 174 AND COMPLIES WITH

CFR 1910,1200,

EMERGENCY:  CHEMTREC (800) 424-9300
SECTION I PRODUCT IDENTIFICATION
NAME: MICHEL TRANSPORT MEDIUM CATALOGH: 1242
MICHEL TRANSPORT MEDIUM VIALS 12423
MICHEL TRANSPORT MEDIUM VIALS ~ ORANGE LID 12424
CHEMICAL NAME: AQUEOUS SOLUTION
SECTION I1.A HAZARDOUS INGREDIENTS
NAVE % Cchst ACGIH OSHA
TWA/STEL TWA/ CEIL
1. N-ETHYLMALEIMIDE <1 128530 NONE LISTED NONE LISTED
2. POTASSIUM CITRATE <1 866-842 NONE LISTED NONE LISTED
3. MAGNESIUM SULFATE <1 7487-889 NONE LISTED NONE LISTED
4. AMMONIUM SULFATE 35 7783202 NONE LISTED NONE LISTED

SECTION 11.8 EMERGENCY OVERVIEW
CAUTION: CONTACT WITH SKIN OR EVES MAY CAUSE IRRITATION. WEAR CHEMICALLY RESISTANT GLOVES

AND EYE PROTECTION DURING USE.
/ARDOUS INGREDIENTS REGULATORY INFORMATION

SECTION I1§

NAME EPAY TSCA INVENTORY SARA INFO
1. NETHYLMALEIMIDE NONE LISTED NONE
2. POTASSIUM CITRATE NONE LISTED NONE
3. MAGNESIUM SULFATE NONE LISTED NONE
4. AMMONIUM SULFATE NONE LISTED NONE

SECTION III GENERAL PHYSICAL & CHEMICAL INFORMATION ABOUT THIS PRODUCT
NA

%VOLATILES BY VOLUME:
SPECIFIC GRAVITY:  NA

VAPOR PRESSURE: NA WATER SOLUBILITY: COMPLETE

pH AS SUPPLIED: NEUTRAL EVAPORATION RATE:  NA

PHYSICAL DESCRIPTION: SOLID () LIQUID (X ) GAS( ) SUSPENSION( ) EMULSION( )
PHYSICAL APPEARANCE, ODOR, COLOR: CLEAR LIQUID WITH CLEAR TO WHITE CRYSTALS FLOATING OR
SETTLED AT BOTTOM.

SECTION 1v_FIRE AND EXPLOSION HAZARD DATA
LEL: NA

BOILING POINT: NA
MELTING POINT: NA

UEL: NA

FLAMMABLE: NON  FLASH POINT: NA

HEALTH HAZARD
FLAMMABILITY
REACTIVITY
OTHER

NFPA HAZARD CLASS:
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EXTINGUISHING MEDIA: MATERIAL IS NON-COMBUSTIBLE; USE MEDIA MOST APPROPRIATE FOR
'SURROUNDING FIRE.

'SPECIAL FIRE FIGHTING PROCEDURES: NONE
UNUSUAL FIRE & EXPLOSION HAZARDS: MAY EMIT TOXIC FUMES UNDER FIRE CONDITIONS.

SECTION v_REACTIVITY DATA

STABILITY: STABLE IN A CLOSED CONTAINER WITHIN LABEL SPECIFIED STORAGE TEMPERATURE AND
EXPIRATION DATE.

INCOMPATIBLE MATERIALS (AVOID CONTACT WITH): STRONG OXIDIZERS, STRONG ACIDS, AND STRONG
BASES.

HAZARDOUS DECOMPOSITION PRODUCTS: CARBON MONOXIDE/DIOXIDE BY COMBUSTION; NOX GAS,
AMMONIA.

HAZARDOUS POLYMERIZATION: ~ NONE KNOWN.

SECTION VI HEALTH HAZARD DATA

ROUTES OF ENTRY/SYMPTOMS:

EYE CONTACT: STINGING OR BURNING SENSATION, WATERING, REDNESS AND SWELLING OF EYELIDS.
SKIN CONTACT:  SMARTING OR TINGLING, BURNING SENSATION, REDNESS, SWELLING.

INHALATION (BREATHING): IRRITATION OF MUCOUS MEMBRANES, WATERING OF EYES, SALIVATION, FITS OF
COUGHING.

INGESTION (SWALLOWING): IRRITATION AND PAINFUL BURNING OF LIPS, MOUTH, AND THROAT, PAINFUL
SWALLOWING, SWELLING OF THROAT, INTENSE THIRST, PAINFUL STOMACH CRAMPS.
EMERGENCY FIRST AID PROCEDURES:

EYE CONTACT: FLUSH EYES WITH WATER FOR AT LEAST 15 MINUTES, LIFTING AND RINSING UPPER AND
LOWER EYELIDS. GET MEDICAL ATTENTION.

SKIN CONTACT: WASH WITH PLENTY OF SOAP AND WATER. REMOVE CONTAMINATED CLOTHING. IF
IRRITATION DEVELOPS, SEEK MEDICAL ATTENTION.

INHALATION (BREATHING): REMOVE TO FRESH AIR. IF BREATHING IS DIFFICULT, GIVE OXYGEN AND SEEK
MEDICAL ATTENTION. IF NOT BREATHING, GIVE ARTIFICIAL RESPIRATION.

INGESTION (SWALLOWING)
ATTENTION.

/ASH OUT MOUTH WITH WATER. DO NOT INDUCE VOMITING. SEEK MEDICAL.

TOXICITY DATA: N-ETHYLMALEIMIDE: LD50 = 25MG/KG, ORAL, MOUSE; POTASSIUM CITRATE: NO LDSO0LC50
INFORMATION FOUND FOR THIS MATERIAL; MAGNESIUM SULFATE: LDS0 = 1200MG/KG, SUBCUTANEQUS, RAT;
AMMONIUM SULFATE: LDS0 = 640MGIKG, ORAL, MOUSE. NONE OF THE MATERIALS IN THIS PRODUCT ARE
LISTED AS CARCINOGENIC BY ACGIH, IARC, NTP, OR OSHA.

NEWCOMERSUPPLY

2505 Parview Road, Middleton, WI 53562 (800)383 + 7799 (608) 831 7688  sax (608) 831 0866+ wwwnewcomersupply.com
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SECTION VIT PRECAUTIONS FOR SAFE HANDLING AND USE

IN EVENT OF SPILL OR RELEASE: DONNING APPROPRIATE PROTECTIVE GEAR, STOP OR CONTROL LEAK.
CONTROL RUNOFF AND ISOLATE DISCHARGED MATERIAL. COVER SPILL WITH LIME OR SODA ASH, PICK UP,
/AND STORE IN A CLOSED CONTAINER FOR PROPER DISPOSAL. WASH AREA DOWN SEVERAL TIMES WITH A
WET SPONGE OR MOP AND ADD TO WASTE. ALLOW AREA TO AIR DRY..

WASTE DISPOSAL METHOD: ADD TO A COMBUSTIBLE SOLVENT AND BURN IN AN EPA-LICENSED CHEMICAL
INCINERATOR EQUIPPED WITH AN AFTERBURNER AND SCRUBBER.

STORAGE AND HANDLING PRECAUTIONS: REFER TO INDIVIDUAL BOTTLE LABEL FOR PROPER STORAGE
TEMPERATURE. STORE THE TIGHTLY CLOSED CONTAINER IN A COOL, DRY, WELL-VENTILATED AREA AWAY
FROM INCOMPATIBLE SUBSTANCES. PROTECT FROM LIGHT. SEPARATE FROM STRONG OXIDIZERS, ACIDS,
AND BASES.

SECTION VIII CONTROL MEASURES

RESPIRATION PROTECTION: NONE GENERALLY NEEDED UNDER ORDINARY LAB CONDITIONS.

VENTILATION: LOCAL EXHAUST.

GLOVES: CHEMICAL RESISTANT GLOVES ARE RECOMMENDED TO PREVENT SKIN EXPOSURE. LATEX
GLOVES ARE NOT RECOMMENDED.

EYE PROTECTION: SPLASH-PROOF CHEMICAL SAFETY GOGGLES.
OTHER PROTECTION EQUIPMENT: EYE WASH, SAFETY SHOWER, LAB COAT.

THE INFORMATION CONTAINED HEREIN IS PROVIDED IN GOOD FAITH, AND IS BELIEVED TO BE CORRECT AS OF THE DATE
HEREOF. THIS INFORMATION IS PROVIDED “AS IS” WITHOUT WARRANTY OF ANY KIND. NEWCOMER SUPPLY, INC. MAKES
'NO REPRESENTATIONS OR WARRANTIES OF ANY KIND, EXPRESS OR IMPLIED, CONCERNING THE INFORMATION
'CONTAINED HEREIN OR ANY OF THE PRODUCTS TO WHICH THIS INSERT REFERS, INCLUDING, THE IMPLIED WARRANTIES
‘GF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, NON-INFRINGEMENT OR OTHERWISE. N NO EVENT
WILL NEWCOMER BE LIABLE FOR ANY LOST REVENUE, LOST PROFIT, LOST DATA, OR ATTORNEY FEES, OR FOR ANY
'SPEGIAL, INDIRECT, CONSEQUENTIAL, INCIDENTAL, OR PUNITIVE DAMAGES, HOWEVER CAUSED AND REGARDLESS OF
THE THEORY OF LIABILITY.

NOTHING CONTAINED HEREIN SHALL BE CONSTRUED OR SHALL CONSTITUTE A WARRANTY OR REPRESENTATION,
EXPRESS OR IMPLIED, WITH RESPECT TO ANY PRODUCT OR PRODUCTS TO WHICH THIS INFORMATION REFERS.
NEWCOMER'S LIMITED WARRANTIES RELATING TO ITS PRODUCTS, AND THE LIMITATIONS ON SUCH WARRANTIES. IS
STRIGTLY LIMITED TO THE EXCLUSIVE WARRANTY CONTAINED IN THE NEWCOMER CATALOGUE IN EFFECT ON THE
INVOICE DATE OR THE INSERT ACCOMPANYING THE NEWCOMER PRODUCT IN QUESTION, AS APPLICABLE.

Dated: January 15, 1992
Revised: January 2, 2003

Revised: December 28, 2005
Revised: February 3, 2006

Revised: November 15, 2007
Revised: December 28, 2010
Revised: February 13, 2014

NEWCOMERSUPPLY

2505 Parview Road, Middleton, Wi 53562 (R00)363 - 7799 (608) 831 + 7885  ¢ax (608) 831 - 0866+ wowwnewcomersupply.com
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Date:
Provider Name:

Recently, we received a Pap smear from your office for the patient listed below. This patient either had a
diagnosis of High Grade Squamous Lesion (HSIL), Malignant, or Adenocarcinoma. Since e have not received any

follow-up wark on this patient, to fulfil federal regulations and to maintain our own quality assurance
procedures, we need to ask your cooperation in fillng out the form below.

I the patient has the follow-up scheduled, please keep thisform and return after the follow-up is complete.
e

Youmay mal, send with a PCL courir, or fax (859-277-6063) this form back. Thank you for your help.

patient: case
oo: Date Reported:

11 SURGICAL BIOPSY has been performe on tis patien please inicate below:
Date: Surgical Physician:
Laboratory:

Diagnosis:

1.2 REPEAT PAP smear has been performed, please fill in this section:

Date: Lab# Laboratory:

Diagnosis:

Ifthe patient has been REFERRED to another physician, please note:

Physician; city/state:

1fthe patient has MOVED OR NOT RETURNED for follow-up, please indicate below:

Ifyou have any questions, please contact the Risk Manager at Pathology & Cytology Laboratories at 859-278-9513
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290 BIG RUN ROAD
LEXINGTON, KY 40503-2903
(859) 278-9513
WATS 1-800-264-0514
FAX 1-859-277-6063

PATHOLOGY & CYTOLOGY LABORATORIES
CHIPPS, CAFFREY & DUBILIER, P.S.C.

ACCESSION NUMBER USE ADDRESSOGRAM STAMP HERE

BILLING INFORMATION
(MUST BE CHECKED)

[J ACCOUNT

CI PATIENT

[ INSURANCE

O IN-PT. [J OUT-PT. Urology
(PLEASE PRINT) =2 SOCIAL SECURITY NO. REQUIRED
PATIENT NAME: LAST FIRST M CLIENT REF #

SEE M DATE OF BIRTH DATE COLLECTED REQUESTING PHYSICIAN (REQUIRED)
OF

DATE TIME

JADDITIONAL COPY OF REPORT TO: (ADDRESS REQUIRED)

| ADDRESS REQUIRED FOR ALL PATIENTS

ADDRESS

PLEASE COMPLETE BILLING & INSURANCE INFORMATION - ATTACH COPY OF INS. CARD OR DEMOGRAPHICS SHEET

oY STATE 2P

[JBC/BS [BGFH  [1HUMANA CJAETNA  [JUHCKY [ UHC OTHER
POLICY ID#
ADDRESS (INGLUDE APT #) APT.# GROUP INSURANCE NAME
oY STATE 2ZIP code INS. ADDRESS
TELEPHONE NO. HOME TELEPHONE NO. WORK CITY/STATE zIP

RESPONSIBLE PARTY/POLICYHOLDER (IF OTHER THAN PATIENT)

[1 MEDICARE ID#
ABN REQUIRED

ADDRESS (INCLUDE APT #)

[ MEDICAID ID#
CJ MCO ID#

oY STATE ZIP CODE

CLINICAL DATA
PSA

[JElevated PSA (R97.2)

PSA ng/ml on / /
[JProstate Nodule without urinary obstruction (N40.2)
[OProstate Nodule with urinary obstruction (N40.2)
[OHistory of Prostate Cancer (Z85.46)

Hematuria
O Unspecified (R31.9)
OGross (R31.0)
OIMicroscopic, Benign (R31.1)
O Microscopic, Other (R31.2)
Other
O History of Bladder Cancer (Z85.51)
[ Sterilization, Vasectomy (Z30.2)

PROVIDE ALL INFORMATION REQUESTED BELOW FOR FNA/NON-GYN OR BIOPSY SPECIMENS

HISTOLOGY SPECIMEN

PLEASE INDICATE SPECIMEN SITES WITH AN “X”

Lateral

Lateral

Lateral Left Apex

Apex

Lateral
Apex

[JOther
Othr St
[JCytology Only
O UroVysion (FISH) Only
O Other Biopsy Date # of Bottles
Source Source
[1Voided Urine OProstate Biopsy
[JCatheterized Urine [ Testicular Biopsy
[JPost Cysto Void [CBladder Biopsy
Olleal Conduit OIBladder Tur
[IBladder Washing OVas Deferens
[COther Oother
88300 88305 88311 88329 88341 88360 88112 88333 Specimen Preparations
88302 88307 88312 88331 88342 10021 88172 88334 O ThinPrep O Cell Block
88304 88309 88313 88332 88344 88104 88173 88499 O Cytospin O Smears 0Other

NON GYN/TISSUE REQUISITION FORM REV. 11/2018

TISSUEQA 12 3 4 5

PCL COPY
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GHS ( United States of America, Canada, Mexico )

HOLOGIC Safety Data Sheet

Transport Media / Collection Devices

[ SECTION 1: Identification of the substance/mixture and of the company/undertaking |

Product Identifier

Product Name Transport Media / Collection Devices

Recommended use of the chemical and restrictions on use

Specific use(s) Aptima Vaginal Swab Collection Kit / Aptima Multitest Swab Specimen Collection Kit,
Aptima Specimen Transfer Kit / Aptima Liquid Pap Transfer Tubes, Aptima Unisex
Collection Kit / Aptima Specimen Transport Tubes, Aptima Cervical Specimen Collection
and Transport Kit, Hologic Direct Load Capture Cap Collection Kit — CLASSIQSwabs

Recommended Use In vitro diagnostic

Details of the supplier of the safety data sheet

United States of America Distributor Hologic, Inc.
10210 Genetic Center Drive
San Diego, CA 92121-4362
USA

Canadian Distributor Hologic Canada Limited
130 Spadina Avenue, Suite 401
Toronto, ON, M5V-2L4
Canada
1-877-209-7192

Emergency Telephone - United States of America
24 Hour Emergency Phone Number Chemtrec, U.S. and Canada 1-800-424-9300; Chemtrec International +1-703-527-3887

For further information, please contact: MolecularSupport@hologic.com

[ SECTION 2: Hazards identification

Classification

This chemical is not considered hazardous by the 2012 OSHA Hazard Communication Standard (29 CFR 1910.1200).

This mixture is classified as not hazardous according to regulation (EC) 1272/2008 [GHS]

Emergency Overview

The product contains no substances, which at their given concentration, are considered to be hazardous to health.

Label Elements

ERG Code

Hazards not otherwise classified (HNOC)

Unknown Acute Toxicity
2.99% of the mixture consists of ingredient(s) of unknown toxicity
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[Transport Media / Collection Devices

[ SECTION 3: Composition/information on ingredients

Substances
Not applicable

Mixtures
Mixtures

OSHA Hazard Classification
The product contains no substances, which at their given concentration, are considered to be hazardous to health.

SECTION 4: First aid measures

First aid measures

Eye contact In the case of contact with eyes, rinse immediately with plenty of water and seek medical
advice. If symptoms persist, call a physician.

Skin Contact Wash skin with soap and water. if symptoms persist, call a physician.

Inhalation Remove to fresh air. If symptoms persist, call a physician.

Ingestion Clean mouth with water and drink afterwards plenty of water. If symptoms persist, call a
physician.

Indication of any immediate medical attention and special treatment needed

Note to physicians Treat symptomatically.

SECTION 5: Firefighting measures

Flammability Not flammable.

Suitable Extinguishing Media Use extinguishing agent suitable for type of surrounding fire.

Protective equipment and As in any fire, wear self-contained breathing apparatus pressure-demand, MSHA/NIOSH
precautions for firefighters (approved or equivalent) and full protective gear.

SECTION 6: Accidental release measures

Personal precautions, protective equipment and emergency procedures

Personal precautions Use personal protective equipment as required.
Environmental precautions See Section 12 for additional ecolagical information.

Methods and material for containment and cleaning up

Methods for containment Cover with absorbent or contain.

Methods for cleaning up Soak up with inert absorbent material. Dispose of contents/containers in accordance with
local regulations.

[ SECTION 7: Handling and storage

Precautions for safe handling Avoid prolonged contact with eyes, skin, and clothing. No known effects under normal use
conditions.
Advice on safe handling Handle in accordance with good industrial hygiene and safety practice. Avoid contact with
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[Transport Media / Collection Devices

skin and eyes. Wash hands thoroughly after handling. Use personal protection

recommended in Section 8.

Conditions for safe storage, including any incompatibilities

Storage Store in accordance with local regulations. Use appropriate containment to avoid
environmental contamination.

SECTION 8: Exposure Controls/Personal Protection.

Exposure Guidelines
This product, as supplied, does not contain any hazardous materials with occupational exposure limits established by the region

specific regulatory bodies.
United States of America
Canada

Mexico

Appropriate engineering controls

Engineering Controls Provide adequate ventilation. Showers. Eyewash stations.

Individual protection measures, such as personal protective equipment

Eyelface protection
Skin and body protection

Wear safety glasses with side shields (or goggles).
Wear suitable protective clothing.

Hand Protection
Respiratory protection

Other Information

Environmental exposure controls

Wear protective gloves.
Not applicable

No information available.

SECTION 9: Physical and chemical properties

Information on basic physical and chemical properties

Physical State @20°C
Color

Odor

Odor threshold

Property

pH
Melting point/freezing point
Boiling point / boiling range
Flash point
Method
Evaporation rate
Flammability (solid, gas)
Flammability Limits in Air
Upper flammabil
Lower flammal
Vapor pressure
Vapor density
Relative density
Speci Gravity
Water solubility
Solubility(ies)
Partition coefficient

Liquid

Colorless

No information available
No information available

Values
~ QT
No information available

No information available
No information available
No information available

No information available
No information available
No information available
No information available

1.003
No information available
No information available
No information available
Page 3/7
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[Transport Media / Collection Devices

Autoignition temperature No information available
~ Decomposition temperature ~ No information available
Viscosity No information available
Explosive properties No information available
Oxidizing properties No information available

SECTION 10: Stability and reactivity

Reactivity None under normal use conditions.
Stability Stable under normal conditions.

Possibility of Hazardous Reactions None under normal use conditions.

Hazardous polymerization None under normal use conditions.
Conditions to avoid None under normal use conditions.
Incompatible materials None under normal use conditions.

Hazardous Decomposition Products None under normal use conditions.

Materials to avoid None under normal use conditions.
SECTION 11: Toxicological information |

Information on likely routes of exposure

Product Information Product does not present an acute toxicity hazard based on known or supplied information.
Inhalation None under normal use conditions.

Eye contact None under normal use conditions.

Skin Contact None under normal use conditions.

Ingestion None under normal use conditions.

Information on toxicological effects

Delayed and immediate effects as well as chronic effects from short and long-term exposure

Skin corrosionfirritation No information available.
Serious eye damageleye irritation  No information available.
Sensitization No information available.
Germ cell mutagenicity No information available.
Carcinogenicity No information available.
Reproductive toxicity No information available.
STOT - single exposure No information available.
STOT - repeated exposure No information available.
Aspiration hazard No information available.

Numerical measures of toxicity - Product Information

Unknown Acute Toxicity 2.99% of the mixture consists of ingredient(s) of unknown toxicity

SECTION 12: Ecological information

Ecotoxicity
20 - 50% of the mixture consists of components(s) of unknown hazards to the aquatic environment.

Page 4I7
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[Transport Media / Collection Devices

Persistence and degradability No information available.
Bioaccumulation No information available.
Mobility No information available.
Other adverse effects No information available.

SECTION 13: Disposal Considerations.

Waste treatment methods

Disposal of wastes Disposal should be in accordance with applicable regional, national and local laws and
regulations.

Waste from residues/unused Disposal should be in accordance with applicable regional, national and local laws and

products regulations.

Contaminated packaging Disposal should be in accordance with applicable regional, national and local laws and
regulations.

SECTION 14: Transport information

DOT. Not regulated
TIDG Not regulated
IATA Not regulated
IMDG Not regulated
[ SECTION 15: Regulatory information
International Inventories
Component name TSCA EINECS/ELINCS DSL/NDSL PICCS
Water Present X X X
7732-18-5
Lauryl Sulfale Lithium Salt Present X X -
2044-56-6
Sodium Phosphate, a B & X
Monobasic, Monchydrate
10049-21-5
Sodium Phosphate Dibasic Present X X X
7558-79-4
EDTA Disodium Dihydrate = -
6381-92-6
EGTA Free Acid Present X
67-42-5
Component name ENCS IECSC AICS KECL
Water Present X X Present
7732-18-5
Lauryl Sulfate Lithium Salt Present X X Present
2044-56-6
Sodium Phosphate, = X X -
Monobasic, Monohydrate
10049-21-5
Sodium Phosphate Dibasic Present X X Present
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7558-79-4

EDTA Disodium Dihydr =
6381-92-6

EGTA Free Acid - X X =
67-42.5

Legend
X - Present

- Not Listed

TSCA - United States Toxic Substances Control Act Section 8(b) Inventory

EINECS/ELINCS - European Inventory of Existing Chemical Substances/European List of Notified Chemical Substances
DSL/NDSL - Canadian Domestic Substances List/Non-Domestic Substances List

PICCS - Philippines Inventory of Chemicals and Chemical Substances

ENCS - Japan Existing and New Chemical Substances

IECSC - China Inventory of Existing Chemical Substances

AICS - Australian Inventory of Chemical Substances

KECL - Korean Existing and Evaluated Chemical Substances

US Federal Regulations
SARA 313

Section 313 of Title lll of the Superfund Amendments and Reauthorization Act of 1986 (SARA). This product does not contain any
chemicals which are subject to the reporting requirements of the Act and Title 40 of the Code of Federal Regulations, Part 372.

SARA 311/312 Hazard Categories

Acute health hazard No
Chronic Health Hazard No
Fire hazard No
Sudden release of pressure hazard No
Reactive Hazard No

CWA (Clean Water Act]

This product contains the following substances which are regulated pollutants pursuant to the Clean Water Act (40 CFR 122.21
and 40 CFR 122.42).
CERCLA

This material, as supplied, contains one or more substances regulated as a hazardous substance under the Comprehensive
Environmental Response Compensation and Liability Act (CERCLA) (40 CFR 302).

US State Requlations

California Proposition 65
This product does not contain any Proposition 65 chemicals.

U.S. State Right-to-Know Regulations

This product may contain substances regulated by state right-to-know regulations.

Component name New Jersey Massachusetts Pennsylvania
Sodium Phosphate Dibasic X X X
7558-79-4

U.S. EPA Label Information
EPA Pesticide Registration Number Not applicable
International Regulations

Canada
This product has been classified in accardance with the hazard criteria of the Controlled Products Regulations (CPR) and the SDS
contains all the information required by the CPR.

WHMIS Hazard Class
Non-controlled

Mexico
No information available
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[ SECTION 16: Other information

Revision Date 16-Sep-2021

Version 8
The information provided in this Safety Data Sheet is correct to the best of our knowledge, information and belief at the date of its
publication. The information given is designed only as a guidance for safe handling, use, processing, storage, transportation,
disposal and release and is not to be considered a warranty or quality specification. The information relates only to the specific
material designated and may not be valid for such material used in combination with any other materials or in any process, unless
specified in Lhe lext.

End of Safety Data Sheet
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ACCH# 93547 Print Date; 1/17/08

Revisir B0 417138
%ﬂyﬂlone‘ Material Safety Data Sheet

Version: 2
RPMI-1640 Medium

Section 1 - Chemical Product and Company Ident

MSDS Name:
RPMI-1640 Medium
Catalog Numbers:
$H3009601
Synonyms:
None Known.
Company Identification:

Hyclone Laboratories Inc.
925 West 1800 South
Logan, UT 84321

Company Phone Number:
(435) 792-8000

Emergency Phone Number:
(435) 792-8000

CHEMTREC Phone Number, US:
(800) 424-9300

CHEMTREC Phone Number, Europ
(202) 483-7616

Section 2 - Composition, Information on Ingredients I

CAS# Chemical Name: Percent  ENNGSS! Haad  RakPhrases |
mbols

7647-14-5  Sodium chloride 06 231-598-3

50997  Glucose 0.2 200-075-1

7558794 Sodium phosphate dibasic 008 2314487

7447-40-7  Potassium chloride. 004 2312118

74793 Lar

002 2008111
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ACCH# 93547 Print Date; 1/17/08

Revision Date: \1//;1’2:3205
SHyClone

Material Safety Data Sheet
RPMI-1640 Medium

Section 3 - Hazards Identification I

EMERGENCY OVERVIEW
Appearance: Clear reddish solution

Caution! May cause eye, skin, and respiratory tract iritation. The toxicological
properties of this material have not been fuly investigated.
Target Organs: No data found

Potential Health Effects
Eye:

May cause eye initation.
E

May cause skin iritation.
Ingestion:

May cause iritation of the digestive tract. The toxicological properties of this substance have not been fully
investigated.
Inhalation:

May cause respiratory tract rtation. The toxicological properties of
investigated.

Chronic:

substance have not been fully
No information found,
Section 4 - First Aid Measures I
Eyes:

In case of contact, immediately flush eyes with plenty of water for at least 15 minutes. Get medical aid.
Skin:

In case of contact, lush skin with plenty of water. Remove contaminated clothing and shoes. Get medical
aid fritation develops and persists. Wash clothing before reuse,
Ingestion:

by mouth to an unconscious person. Get medical aid

If swallowed, do not induce vomiting unless directed to do so by medical personnel. Never give anything
Inhalation:

I inhaled, remove to fresh air. If not breathing, give arificial respiration. If breathing is ifficul, give
oxygen. Get medical aid.
Notes to Physician:
Treat symptom:

lly and supportively.

Section 5 - Fire Fighting Measures 1

General Information:

Asin any fire, wear a selfcontained breathing apparatus in pressure-demand, MSHAINIOSH (approved or

equivalent), and full protective gear. During  fre, iritating and highly toxic gases may be generated by
thermal decomposition or combustion.
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Print Date: 1/17/08
ACCH 93547 Revison Dale? /102008

U
%Myclnne‘ Material Safety Data Sheet e

RPMI-1640 Medium

Extinguishing Media:
Use water spray, dry chemical, carbon dioxide, or appropriate foam.
Autoignition Temperature:
Not available
Explosion Limits:
Lower: Not available  Upper: Not available
Flash Point:
Not available
NFPA Rating:
(estimated) Health: 1; Flammabilty: 0; Instabilty: 0

Section 6 - Accidental Release Measures I

General Information:
Use proper personal protective equipment as indicated in Section 8.
Spills/Leaks:

Absord spill with inert material (e.g. vermiculite, sand or earth), then place in suitable container. Avoid
funoffinto storm sewers and ditches which lead to waterways. Clean up spills immediately, observing
precautions in the Protective Equipment section. Provide ventiation.

Section 7 - Handling and Storage

Handlin

Wash thoroughly after handiing. Use with adequate ventiation. Avoid contact with eyes, skin, and clothing.
Keep container lighly closed. Avoid ingestion and inhalation.

Storage:

Store in a tightly closed container. Store in a cool, dy, well-ventlated area away from incompatible
substances. Store at 15°-30°C.

Scction 8 - Exposure Controls, Personal Protection 1

Engineering Controls:

Fadliies storing or utiizing this material should be equipped with an eyewash facility and a safety shower.
Use adequate ventlation to keep airborne concentrations low.

Exposure Limits

Chemical Name: ACGIH NIOSH OSHA
Sodium chloride None listed None listed None fisted
Glucoso None fisted None listed None listed
Sodium phosphate dibasic  None listed None listed None fisted
Potassium chioride None fisted None listed None listed
Learginine None listed None listed None fisted

OSHA Vacated PELs

Personal Protective Equipment
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Eyes:

Wear chemical splash goggles.
Skin:

Wear appropriate protective gloves to prevent skin exposure.
Clothing:

Wear appropriate protective clothing to prevent skin exposure.
Respirators:

A respiratory protection program that meets OSHA's 29 CFR 1910.134 and ANSI Z88.2 requirements o
European Standard EN 149 must be followed whenever workplace conditions warrant respirator use.

Section 9 - Physical and Chemical Properties 1

Physical State: Liquid

Color: Clear reddish solution
‘odor: Noinformation found

PH: 7.074
Vapor Pressure: No information found
Vapor Donsity: No information found
Evaporation Rate: No information found
: No information found
No information found
Freezing/Melting Point: No information found
Decomposition Temperature: No information found
Solubility in water: No information found
Specific Gravity/Density: No information found

Molecular Formula: solufion
Molecular Weight: No information found

Section 10

tability and Reac

Chemical Stability:
Stable under normal temperatures and pressures.
Conditions to Avold:
Excess heat
Incompatibilities with Other Materials
Strong oxidizing agents
Hazardous Decomposition Products
‘Sodium oxide, oxides of potassium
Hazardous Polymerization
Has not been reported
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Section 11 - Toxicological Information

RTECS:

CASH 7647-14-5: V24725000
CAS# 50-99-7: LZ6600000
CAS# 7558-79-4: WCA500000
CAS# 7447-40-7: TS8050000
CAS# 74-79-3: CF1934200

Draize test, rabbit, eye: 100 mg Mid
Draize test, rabbit, eye: 100 mg/24H Moderate
Draize test, rabbit, eye: 10 mg Moderate
Draize test, rabbit, skin: 50 mg/24H Mild
Draize test, rabbit, skin: 500 mgf24H Mild
Inhalation, rat; LG50 = >42 gmim3/1H
Oral, mouse: LDSO = 4 gmikg
Oral,rat: LD50 = 3000 mglkg
Skin, rabbit: LD50 = >10 gmikg.

CASH 50-99-
Oral, rat; LD50 = 25800 mg/kg.

CASH# 7558-79-4:
Draize test, rabbit, eye: 500 mg/24H Mild
Draize test, rabbit, skin: 500 mg/24H Mild
Oral, rat: LDSO = 17 gmikg.

CASH 7447-40-7:
Draize test, rabbit, eye: 500 mg/24H Miid
Oral, mouse: LDS0 = 1500 malkg
Oral,rat: LD50 = 2600 mglkg.

CASH 74-79-3:

No information found

Carcinogenicit
‘CAS# 7647-14-5: Not listed as a carcinogen by ACGIH, IARC, NTP, or CA Prop 65.
CASH# 50-99-7: Not isted as a carcinogen by ACGIH, IARC, NTP, or CA Prop 65.
CASH 7558-79-4: Not isted as a carcinogen by ACGIH, IARC, NTP, or CA Prop 65.
CASH 7447-40-7: Not lsted as a carcinogen by ACGIH, IARC, NTP, or CA Prop 65.
CASH 74-79-3: Not listed as a carcinogen by ACGIH, IARC, NTP, or CA Prop 65.

Epidemiology:

No information found
Mutagenicity:

Noinformaion found
Neurotoxicity:

No information found

Page 5




image61.png
ACCH# 93547 Print Date; 1/17/08

Revision Date: 1/10/2008
%Hyﬂlone‘ Material Safety Data Sheet

Version: 2
RPMI-1640 Medium

Other:
No information found.

Section 12 - Ecological Information 1

No information found

Section 13 - Disposal Considerations I

Chemical waste generators must determine whether a discarded chemical is classified as a hazardous
waste, US EPA guidelines for the classification determination are listed in 40 CFR Part 261.3. Additionally,
waste generators must consult state and local hazardous waste regulations to ensure complete and
accurate classification.

RCRA P Series Wastes
None of the components are on this ist.
RCRA U Series Wastes
None of the components are on this list

Section 14 - Transport Information ]

us poT Canadian TDG

Proper Shipping Notegulated as.a
e me: hazardous mlorl

Hazard Class:
UN Number:
Packing Group:

USA RQ: CASH 7558-79-4: 5000 Ib final RQ; 2270 kg final RQ

Section 15 - Regulatory Information 1

US Federal

TSCA

CAS# 7647-14-5 s listed on the TSCA Inventory.
‘CAS# 50-99-7 i listed on the TSCA Inventory.
‘CAS# 7558-79-4 s lsted on the TSCA Inventory.
CAS# 7447-40-7 islisted on the TSCA Inventory.
CAS# 74-79-3 s lsted on the TSCA Inventory.

Health and Safety Reporting List
None of the components are on this i,
Chemical Test Rules
None of the components are on this lis.
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