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	I.  Organization

	A.  Laboratory Director   B. Designated Technical Consultant C.  Philosophy

	Effective Date: 3-98 
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


A.     The Laboratory Director named on the CLIA certificate is responsible for the overall operation and administration of the laboratory, including the employment of competent qualified personnel.  Although the Laboratory Director has the option to delegate some of the responsibilities, they are ultimately responsible and will ensure that all duties are properly performed and applicable CLIA regulations are met.  

They must ensure that: 
· Testing systems in the laboratory provide quality services in all aspects of test performance (i.e., the pre-analytic, analytic, and post-analytic phases of testing), and are appropriate for your patient population;
· Physical and environmental conditions of the laboratory are adequate and appropriate for the testing performed;

· The environment for employees is safe from physical, chemical, and biological hazards and safety and biohazard requirements are followed;

· A general supervisor is available to provide day-to-day supervision of all testing personnel and reporting of test results as well as provide on-site supervision for specific minimally qualified testing personnel when they are performing testing. (High complexity testing is not performed at Rusk State Hospital);

· Sufficient numbers of appropriately educated, experienced, and/or trained personnel who provide consultation, properly supervise, and accurately perform tests and report test results in accordance with the written duties and responsibilities specified by you, are employed in the laboratory;

· New test procedures are reviewed, included in the procedure manual and followed by personnel; and

· Each employee’s responsibilities and duties are specified in writing.

B.
The laboratory director named on the CLIA certificate may share dual responsibilities with the technical consultant. The technical consultant is responsible for the technical and scientific oversight of the laboratory and ensures that:
· Appropriate test method selection;
· Adequate method verification in order to determine the accuracy and precision of the test;
· Enrollment of the laboratory in a CMS-approved proficiency testing (PT) program for the test performed;
· Proficiency Testing samples are tested in accordance with the CLIA requirements;

· Proficiency Testing results are returned within the time frames established by the PT program;

· Proficiency Testing reports are reviewed by the appropriate staff;

· Corrective action plans are followed when PT results are found to be unacceptable or unsatisfactory;
· Quality assessment and quality control programs are established and maintained;

· Acceptable analytical test performances are established and maintained for each test system;
· Remedial actions are taken and documented when significant deviations from the laboratory’s established performance characteristics are identified, and patient test results are reported only when the system is functioning properly;
· Personnel have been appropriately trained and demonstrate competency prior to testing patient specimens;
· Policies and procedures are established for monitoring personnel competency in all phases (pre-analytic, analytic, and post-analytic) of testing to assure the ongoing competency of all individuals who perform testing;

· Remedial training or continuing education needs are identified and training provided; and

· An annually approved procedure manual is available to all personnel. The Policy and Procedure manual is reviewed annually and changes are made when the manufacturer changes or the procedure changes. 
C. Philosophy
Our goal is to provide timely, accurate, cost-effective laboratory services to meet the needs of those we serve.  We will monitor and evaluate the ongoing quality of Rusk State Hospital Laboratory and our reference lab services to ensure accurate Medicare billing.

Citation(s):

Centers for Disease Control and Prevention. Clinical Laboratory Improvement Amendments (CLIA). Code of Federal Regulations. CLIA Regulations: Standards and Certification; Laboratory Requirements (42 CRF 493) 2003: 1-174
	II. Scope of Services

	A.  Policy Statement   B. Hours of Operation

	Effective Date:3-98 
	   Reviewed:  2-2013
	Review Month: May
	Discontinue Date:


A. Policy Statement
The Laboratory Department is a service of Rusk State Hospital that provides phlebotomy, Waived Pregnancy, Waived INR, Waived Influenza A/B and Waived Strep A/B testing for patients, employee health services as required by RSH policy including Pandemic Readiness.  The laboratory, with the assistance of Providers, nursing staff, Austin State Hospital and Diagnostic Reference Laboratory (DRL & East Texas Medical Center –Tyler), provides 24 hours a day service.

RSH patients assigned to the Tyler camps are provided services by the UTHSCT Lab who is given deemed status based on their Joint Commission accreditation and their CLIA and CAP certifications. 

Included in this manual is Provider Performed Microscopy performed by Providers and nurse practitioners.

      B. Hours of Operation

1.
Routine Service

Phlebotomy & Laboratory services are available at 6:30am to 4:00pm Monday through Friday.  Routine lab specimens sent to Austin must be received in the lab before 2:30pm.


2.
After-hours, weekends, and holidays

a.
After 4:00pm Monday through Friday and on weekends and holidays, Nursing Service is responsible for collection of specimens.

b.
Transcort and Nursing Service will be responsible for transportation of specimens after hours, on weekends and holidays.


3.
Pickup Times

a.
Routine lab specimens sent to Austin are picked up Monday through Friday before 3:30pm by the contracted courier.
b.
Stats are picked up by Transcort Services; after lab hours, the House Supervisor is notified and selects a driver to transport specimens to DRL or ETMC Tyler (RSH STAT Reference Lab).

	II.  Scope of Services

	 C.   Performance Improvement Monitoring

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


C.  Performance Improvement Monitoring

Ongoing monitoring, computer data entry and aggregation of data are accomplished by Laboratory staff.  These findings are reported to the Ancillary Clinical Services Director.  Any areas of concern, outside the Laboratory staff’s ability to improve and/or correct, are referred to the hospital Performance Improvement Committee, as appropriate.
Goal 1:
Maintain a professional team that provides leadership and management for Rusk State Hospital and a performance improvement program.

Data Monitored
· CLIA enrollment and status verification will be current and valid for all reference laboratories used.

· Turnaround times for routine lab test ordered compared to the hospital census.
· Critical value read back documentation and timeliness of reporting critical results.
· Employees competent to perform pregnancy testing, documentation of test results and performance of pregnancy controls as required by the manufacturer.

Definition of Terms:

· CLIA Clinical Laboratory Information Act of 1988 – Rules and regulations established as a guideline to hospital operations for improved patient care.

Goal 2:
To work with the reference lab services to ensure efficient and accurate results     to meet the needs of patients, Providers, and employees.

· Monitor turn-around times for routine laboratory tests.

· Monitor turn-around times for Critical laboratory tests.

· Monitor tests not performed.

· Check for questionable or faulty values.

· Monitor reports printed from the lab to the units for accuracy and reproducibility.

· Monitor Waived Testing

a. Competency & proficiency

b. Proper documentation of patient results & controls

Citation(s):

2013 MEDICARE COPs:

A-0576 §482.27

2013 TJC Standards:

LD.04.01.01, LD.04.03.01, LD.04.04.01, LD.04.01.01
2013 MEDICARE COPs:

A-0582 §482.27
2013 TJC Standards:

LD.04.01.01, LD.04.03.01, LD.04.03.09

2013 MEDICARE COPs:

A-0583 §482.27

2013 TJC Standards:
LD.04.03.01
2013 MEDICARE COPs:

A-0584 §482.27

2013 TJC Standards:

LD.01.03.01, LD.04.03.09
	III. Supervision, Training, and Competency

	

	Effective Date:3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


The Technical Consultant assigned by the Laboratory Director supervises the activities of the lab, provides orientation for new employees and annual competency assessment for PPMP Waived Testing for nursing staff that performs waived testing.
A.
Basis for training:

Initial training is focused on the task as outlined in the employee’s job description and is documented in the employee’s competency record.
B. Competencies will be assessed initially and annually thereafter.

Technical consultant
· Phlebotomy (checklist)

· Waived testing (return demonstration and checklist prior to testing and annually thereafter)

· Use of Centrifuge (checklist)

· Packaging & Shipping Laboratory Specimens (every 2 years)
            Laboratory Technician I– Phlebotomist

· Phlebotomy (checklist)
· Waived testing (return demonstration and checklist prior to testing and annually thereafter)

· Use of Centrifuge (checklist)

· Pain assessment

· Packaging & Shipping Laboratory Specimens (every 2 years)
            House Supervisor and selected Nursing Staff

· Waived testing checklist (return demonstration and checklist prior to testing and annually thereafter)

· A list of staff that has completed the annual competency training will be maintained in the Waived Test Log and Human Resource Development.
            PPMP Providers and Nurse Practitioners

· Annual review of the Policy & Procedure

· Twice annual CAP Proficiency achieving at least 80%

· Twice annual Competency Testing achieving at least 80%
	IV. Continuous Quality Improvement

	

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


The Laboratory monitors and evaluates activities involved in the ongoing examination of care provided and identifies the opportunity to improve the quality of patient care and services.  Pertinent laboratory issues are reported to the Ancillary Clinical Services Director who reports these findings to the Performance Improvement Committee.

· To specify the scope, organization, functions and mechanisms for coordination of the activities of the Laboratory Department.

· To provide a structure with which there is continuous assessment and improvement of the quality of care and services provided.

· To provide a process in which the Administration can receive data regarding the performance of the laboratory and the quality of patient care services.

	V.     Material Safety Data Sheets

	

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


The laboratory provides MSDS (Material Safety Data Sheets) to inform staff of the risks faced when handling Lab testing materials.  Material Safety Data Sheets are kept in a loose-leaf binder in the lab. Duplicate Material Safety Data sheets, as well as MSDS sheets on hazardous items not specified to the lab, such as cleaning supplies, etc., are maintained by the Hospital Safety Officer online and can be accessed through the Rusk Information Button.  In case of an Emergency, call 1-800-451-8346.
	VI. Fire Protection / Training Plan

	

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


Training is provided for lab staff in the Fire Emergency Procedure, the types of fire extinguishers in the lab, the location of each fire extinguisher, and the most accessible exit route.  The laboratory actively participates in fire drills that are kept on record by the Safety Director.

Equipment

· Class A, B and C fire extinguisher

· A sprinkler system is installed in the lab area.

Employee Training

· Employees are trained in the use, operation, and location of the type of extinguishers in the lab and are a part of the ongoing training process.

Special Fire Hazards

· Electrical outlets are checked periodically by the Maintenance Department.

· Electrical Equipment is checked before use and periodically, the record is maintained on the equipment and by the facility Equipment Coordinator.

	VII. Emergency Labs

	

	Effective Date:  8/13
	Reviewed:  
	Review Month: May
	Discontinue Date:


The Purpose of the policy is to outline what emergency labs are available at Rusk State Hospital and the parameters of the use of emergency lab.
1. Rusk State Hospital is a psychiatric hospital with limited ability to deal with medical emergency.  All emergency situations are evaluated by a physician who is available 24 hours a day, seven days a week.  If the situation cannot be dealt with by a brief medical intervention, the person will be referred to a local hospital emergency room for evaluation and treatment.  An emergency medical condition is identified by patient complaint or changing condition noted by the nursing staff

2. The medical clinic will be consulted about emergency medical conditions during normal working hours.  The on-call physicians are responsible for emergency medical conditions after hours.  

3. Conditions we can treat here include minor hypoglycemia (glucose range 35-70) or hyperglycemia (glucose range up to 450). Seizures in a known seizure sufferer may be treated at RSH if the on-call physician feels comfortable in doing so. Asthma attacks which respond to rescue inhalers.  Pregnancy status must be determined before prescribing certain medications.  

4. To aid in the treatment of these conditions the following emergency labs are available:    glucometer testing of the serum glucose level and urine pregnancy.
	VIII. Good Laboratory Practices

	

	Effective Date:5-09
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


Good Laboratory Practices

1. Keep the manufacturer’s product insert, and be sure it is available to the testing personnel.  Use the manufacturer’s product insert for the kit currently in use; do not use old product inserts. 

2. Follow the manufacturer’s instructions for specimen collection and handling. 

a. Specimens should be stored at the proper temperature.

b. Appropriate collection containers and swabs used.

 3. Properly identify the patient using two identifiers. 
a. The name and birth date on the requisition must match the patient’s verbal response. 

b. The case number on the specimen and request must match the name the patient’s identification.

c. If more than one patient is present with the same first and last name, confirm the identification with the birth date or ask the staff with the patient to identify the patient.

4. Label the patient’s specimen in the patient’s presence with an identifier unique to the patient. 

5.  Inform the patient of any test preparation such as fasting, clean catch urines, etc. 

6. Read the product insert prior to performing a test. 

a. Become familiar with the test procedure. 

b. Study each step and perform them in the proper order. 

c. Know the time required for performing the test and achieving the optimal result. 

d. Be sure to have all of the required reagents and equipment ready before actually performing the test. 

e. Be able to recognize when the test is finished, will there be a blue plus or minus sign against a white background? 

f. Follow the manufacturer’s instructions and when a new kit is opened, perform the quality control to be sure that the kit works prior to testing patient samples. 

7. Follow the storage requirements for the test kit. If the kit can be stored at room temperature but this changes the expiration date, write the new expiration date on the kit. 

8. Do not mix components of different kits! 

9. Record the patients’ test results in the laboratory test log, not on unidentified post-it notes or pieces of scrap paper that can be misplaced. 

a. Record the results according to the instructions in the manufacturer’s product insert. 

b. If it’s a qualitative test, spell out positive/negative or pos/neg because symbolic 
representations can be altered (the – can be altered to a +). 

c. Include the name of the test, the date the test was performed, and the initials of the testing personnel in the test record. Include the calendar year in the date. 

d. If the same test is performed on a patient multiple times in one day, include the time of each test. 

10. Perform any instrument maintenance as directed by the manufacturer. 
Citation(s):

Taken from: www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/.../wgoodlab.pdf 7/13.
Siegel JD, Rhinehart E, Jackson M, Chiarello L, and the Healthcare Infection Control Practices Advisory Committee, 2007 Guideline for Isolation Precautions: Preventing Transmission of Infectious Agents in Healthcare Settings. 

	IX. Blood Collection

	

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


The Laboratory provides quality phlebotomy services to all patients.  This is accomplished by properly identifying and preparing the patient so that the best possible specimen can be collected.  The collection of the specimen must be completed using safe techniques.  The specimen is processed, packaged, and transported to the reference lab under environmental conditions that will not compromise the integrity of the specimen, using Austin State Hospital and the Department of Transportation (DOT) suggested guidelines.

	IX. Blood Collection

	        A.  Phlebotomy Procedure

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


1.   Patient Identification (Pre-analytical)

a.
Ask the patient his or her name and date of birth.

b.
If the patient does not hear or understand, ask the staff to identify the patient.

c.
Check the patient’s identification badge.

d.
The phlebotomist must verify the patient’s name with the patient’s identification badge.

2.
Supplies

a.
Collection tubes:  The tubes are checked to ensure the appropriate type and sizes are selected.  The tubes must be used before the expiration date.  A monthly reminder to check expiration dates for all lab supplies is sent.  
b.
Tourniquet

c.
70% alcohol as a cleaning agent to clean the arm
d.
Alcohol and Povidone-iodine is used for blood cultures.

e.
Absorbent Gauze
f.
Gloves and gown
g.
Sterile safety needles and disposable blood needle adapters
h.
Disposable syringe and needle if needed
3.
Patient preparation and venipuncture (Analytical)

a. Wash hands; apply clean gloves with each patient.
b. Position the patient.
c. Verify paperwork and tubes.
d. Properly apply the tourniquet; generally leave it on no longer than one (1) minute.

e. Ensure patient’s hand is closed.

f. Position patient’s arm and select a vein site (cephalic or medial).

g. Use appropriate cleansing procedure for venipuncture:  70% alcohol and allow to dry.
h. Fix vein and smoothly enter vein with needle, not touching the surface with your hand.

i. Do not exceed two (2) sticks for blood draw.

j. Fill collection tubes.
k. Release and remove tourniquet and discard.
l. Ensure patient’s hand is open.
m. Remove needle.
n. Apply sterile gauze.
o. Check for excessive bleeding.
p. Bandage arm with tape.
Refer to following Table for Blood Culture Collection Procedure.
Blood Culture Collection 

	
	Procedure

	1
	Wash hands, apply clean gloves.

	2
	Clean tops of bottles with alcohol. 

	3
	After palpating vein, cleanse site with alcohol. 

	4
	Apply iodine in concentric circles starting at center of venipuncture site.  Allow iodine to dry at least 1 minute.  

	5
	Apply tourniquet above point of venous entry.

	6
	Do not repalpate vein.

	7
	Using the safety butterfly, draw approximately 10 ml of blood into each bottle.  Use the 5 ml marks on side of bottle as a guide.  If small quantity of blood is obtained, inoculate only the Aerobic bottle using at least 5 ml of blood.

	8
	Fill each bottle with approximately 10 ml of blood by pushing the neck of the bottle onto the needle holder hub.  The vacuum in the bottle will draw the blood.  

	9
	If other blood work is ordered, fill the blood culture bottles first, and then the evacuated blood tubes in the traditional Order of Draw. 

	10
	Release and remove tourniquet.

	11
	Remove needle.  Drop the entire butterfly and holder in an appropriate sharps container.

	12
	Bandage patient arm.  Check for excessive bleeding.

	13
	Label the bottles with the patients name, patient case number, and date of collection.

	14
	Store the bottles at room temperature.  Transport to the Lab.


4.   After the Venipuncture (Post Analytical)

a.
Label specimen in the presence of the patient with patient’s name, case number, and date.
b.
Instruct patient to keep tape on arm for 30 minutes.
c.
If patient is okay, then patient can leave.

d.
Dispose needle into a puncture proof biohazard container.

e.
Change gloves between each patient draw; wash hands.
f.
Wipe down the phlebotomy area when necessary.

g.
Time stamp paperwork.

h.
Spin and chill specimens for certain tests.

5. Phlebotomy Procedure: Keys to Good Finger Stick

· Wash hands; apply clean gloves with each patient

· Maximize Good Blood Circulation


a. Warm the hand by washing in warm water.

b. Massage the finger with a downward motion several times before performing the finger stick.

c. Lower the hand to below the heart when colleting the drop of blood.

· Use the recommended lancet device 21 G to depth of 0.81 mm

· Choose the right spot

a. Choose a spot on the bottom side of one of the center fingers on either hand.

b. Make sure position of hand will allow blood to easily drop test strip before you perform the test.
· Cleanse the finger with an alcohol pad and dry with a gauze pad.

· Follow the lancet instructions for activating the device.

· Perform the puncture. When blood has been collected, place gauze or cotton on the patient’s finger.

6.
Vacutainer and Tube Selection

Order of Draw

	Drawing Order
	Additive and Non-Additive Group
	Rubber Stopper
	Quantity Required
	Tests

	1st
	Blood Culture
	Blood Culture Bottle 

(draw 2 bottles)
	8-10 ml draw with syringe
	Blood Culture

	2nd
	Non-Additive Tubes
	Plain Red
	Full
	Specific drug level, Clozaril, Elavil, Haldol, Klonopin, etc

	3rd
	*Na Citrate
	Light Blue – If only a light blue tube is needed, draw a plain red top first, then the light blue tube.
	Full
	PT, PTT, 

Clotting Factors

	4th
	Gel Separation Tubes
	Red/Gray

(“tiger-top”)
	Full
	Chemistries, Depakote, Dilantin, Phenobarbital, Hepatitis, HIV, Varicella

	5th 
	Sodium Heparin
	Dark Green
	Full
	Amino Acid, Catecholamines, Phenylalanine

	6th
	Whole Blood/Plasma (EDTA)
	Lavender
	¾ to full
	CBCD, HA1C, Hgb electrop, T-cell, Viral load, ammonia

	7th 
	Heparin
	Royal Blue
	Full
	Lead


Gently invert all tubes approximately five (5) times immediately after collection.
* Na citrate must be allowed to fill completely & refrigerate immediately.

	IX.  Blood Collection

	        B.  Specimen Labeling,  C. Specimen Handling

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


B. Specimen Labeling such as, Vacutainer tubes, urine containers, Culturettes, or other specimens brought to the lab should be labeled in the presence of the patient, with the following:

· Patient’s full name (last name first)

· Patient’s Case Number

· Date of Collection

· After information is entered into the computer, a bar code is generated.  The barcode is affixed to the label with the patient’s name towards the stopper of the collection tube; about one half inch below the stopper.

C. Specimen Handling

1. After collection, specimens are placed in biohazard bags and transported to the lab immediately.  Specimens requiring ice (e.g. ammonia level, PT, PTT) are placed on ice in a biohazard bag and transported to the lab.  All specimens must have the Provider’s order in the biohazard bags protected document pocket.

2. Specimens that do not require whole blood are allowed to clot, and then centrifuged for 15 minutes at 3000 rpm.  Serum is separated from the red cells through the use of SST Vacutainer and is refrigerated.

3. Blood smear slides are made at Rusk State Hospital Lab for Regional Clinical Laboratory Austin (reference lab), wrapped in gauze, taped in bubble wrap, placed in a biohazard bag, and stored in a pad pak at room temperature for shipment.

4. Refrigerate, freeze, or leave specimens at room temperature as specified in the reference laboratory manual.

5. Specimens are retained for seven (7) days, and then discarded.  Austin State Hospital Regional Laboratory is contacted for usage of specimens after the initial collection date.

	IX.  Blood Collection

	D.  Specimen Transport

	Effective Date: 3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


D. Specimen Transport Category B Substances
1.
Category substances must be packaged in a triple packaging consisting of a primary receptacle not to exceed 500 ml, a water tight secondary packaging not to exceed 4 liters and a rigid outer packaging.

2.
An absorbent material MUST be placed between the primary receptacle and the secondary packaging.

3.
Package specimens in bundles of 5-10 tubes, secure with rubber band, wrap in paper, tape, and place in biohazard bag.
4. 
Place the zip-lock biohazard bags with the tubes into a Pad Pak with an ice pack and some absorbent material (paper towels or other absorbent paper) and seal it up.
5.
All Micro specimens should be held at room temperature and placed in a separate Pad Pak, including culturettes, stool culture, ova and parasite vials and all tests, which require room temperature.
6.
Leave the requests, collection lists, and other paperwork out of the Pad Pak.
7.
Place the Pad Paks, paper work, CBC slides, and pap smear slides into a corrugated box or Styrofoam container with enough packing to cushion the Pad Paks.
8.
Place a UN3373 Biological Substance Category B sticker on the box and a UN1845 Dry Ice Carbon Dioxide when dry ice is used.
9.
Employees will review at least every 2 years the Packaging & Shipping information

Note:  There are several advantages to using the Pad Pak.  The internal bubble wrap insulates the specimens, keeps them colder longer, and offers them some protection in transit.  The Pad Pak provides a watertight seal.  This keeps the box dry and protects it from condensation.  It allows micro specimens to be separated from the ice pak and kept at room temperature during transit.  

Judith D. Larsen, M.T. (ASCP) SH

Technical Director

Regional Clinical Laboratory

Austin State Hospital

	IX.  Blood Collection

	E.  Blood Collection Precautions, F.  Safety Controls as Related to Universal Precautions

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


E. Blood Collection Precautions to be aware of when drawing blood:

1.
IV site – draw from the opposite arm if possible.  Otherwise, samples may be drawn from below the IV site.  Select a vein other than the one with the IV.

2.
Release the tourniquet within one minute.  A hematoma can form due to infiltration of blood into the tissue.

3.
If the patient continues to bleed – the phlebotomist should apply pressure, examine the patient’s arm to be sure the bleeding has stopped, apply clean cotton or gauze, and tape to the venipuncture site.  Inform the patient to remove tape within an hour.

4.
To avoid hemolysis, mix specimens thoroughly by inverting tube gently.  Avoid a needle that is too small.

5.
Avoid drawing blood on the side on which a mastectomy was performed.

6.
If the patient experiences vertigo (dizziness), do not ask the patient to stand but to remain seated or lying down.

7.
Incorrect angle of insertion is a technical error.  Insert quickly and smoothly at a 15-degree angle with the skin.

F.  Safety Controls as Related to Universal Precautions:

1.
Smoking, eating, drinking, or applications of cosmetics in the laboratory is forbidden.

2.
Do not work with an open cut or broken skin.  Cover with a Band-Aid.

3.
Wear disposable gloves and a lab coat when handling blood and body fluids.

4.
Do not leave personal items, such as eyeglasses, on the bench work area.

5.
Keep hands away from face when handling specimens.

6.
Wear a face shield when decanting serum and plasma into another tube.

7.
Wash hands frequently.

8.
Clean work area with disinfectant.

	IX.  Blood Collection

	G.  Specimen Rejection, H. Accidents

	Effective Date: 3-98
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


G. Specimen Rejection


1.
Causes for Rejection

a. Gross Hemolysis

b. Improper specimen/test requirements

c. Improper storage

d. Improper collection method

e. Improper labeling of specimen

f. Quantity not sufficient
g. Expiration date exceeded on collection tube


2.
Notify the Provider the cause of rejection.

3.
Notify the nurse and request the patient be returned to the lab for redraw.

H. Accidents

1.
All incidents, including injury, spills, or exposure of personnel to blood or body fluids must be reported to the Laboratory Supervisor who is responsible for completing any necessary paperwork and notifying department heads.



a.
Chemical Spills




(1)
Type of Spill





(a)
Alcohol




(2)
Actions:





(a)
Dilute with water





(b)
Use gloves and paper towels to dry the area.

(c)
If spill is excessive, evacuate and notify Safety Department.



b.
Preparation of Disinfectant for Blood and Body Fluid Spills

(1)
Environmental Services provides a properly diluted hospital grade disinfectant for the laboratory and patient care areas.

(2)
The disinfectant is stored in the blood drawing area.



c.
Biohazardous Spills (blood or urine)




(1)
Notify the Laboratory Supervisor




(2)
Wear gloves and lab coat when a spill occurs

(3)
If broken glass or blood exists, place paper towels over the spill to contain it.  Flood paper towel(s) with disinfectant and allow to stand for 10 minutes.

(4)
Use the scoop method and discard the broken glass in a biohazard container.

(5)
Wash hands immediately after the task has been completed, even if gloves are worn.

	IX.  Blood Collection
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I. Cleaning & Disposal

a.
The bench top work area will be cleaned with disinfectant at the beginning and end of each day, or when a spill occurs.


b.
Disposable needles will be placed in a puncture-resistant container for disposal.
c.
Patient specimens or objects contaminated with blood or body fluids will be placed into a covered biohazard container for disposal.

d.
All biohazard bags are labeled.  They are picked up by Environmental Services and placed in locked storage for pick up by consultant biohazard disposable service.

e.
Soiled linens will be placed in a yellow biohazard infectious waste bag.

Refer to Material Safety Data Sheets (MSDS)  
Citation(s):

Clinical and Laboratory Standards Institute. Procedures for the collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard – Sixth Edition. Clinical and Laboratory Standards Institute 200: Volume 27 – Number26: 1-41
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Rusk State Hospital Lab adheres to the Manufacturer’s quality control guidelines, to assure reliability two controls are performed where available. The documented quality control rationale for waived testing is based on how the test is used, reagent stability, the Manufacturer’s recommendations, and the hospital’s experience with the test and current acceptable guidelines.
Clinical use of results of waived tests performed at the hospital is consistent with the manufacturers’ recommendations
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A. Policy/Clinical Usage
The laboratory and designated nursing staff perform waived pregnancy testing.  The urine pregnancy test is a rapid one-step, visual test for the qualitative detection of Human Chorionic Gonadotropin (HCG) in urine. The test provides a presumptive diagnosis for pregnancy in women of child bearing age before being started on therapeutic drugs.  
1.
Waived testing is a laboratory procedure, which has been cleared by the Federal Drugs Administration for home use; employ methodologies that are so simple and accurate as to render the likelihood of erroneous results negligible; or pose no reasonable risk of harm to the patient if the test is performed incorrectly.

2.
The Urine Pregnancy Patient Control Log and the Policy and Procedure Manual will be maintained in the specimen processing workstation.
3.
Human Chorionic Gonadotropin (HCG) is a hormone secreted during pregnancy and produced by the placenta after implantation.

4. Human Chorionic Gonadotropin becomes detectable as early as 7-10 days following conception.  Since HCG is present in urine of pregnant women, it is an excellent marker for confirming pregnancy.

B.  Test Principle:

The urine pregnancy test utilizes a unique combination of monoclonal and polyclonal antibody reagents to selectively detect elevated hCG in urine.  The assay is conducted by the addition of urine specimen into the sample well and observing for the formation of colored lines in the result area.  The urine specimen migrates by capillary action along the membrane and reacts with the antibody dye-conjugate.  Positive hCG specimens react with the specific antibody-hCG colored conjugate and form a colored line in the Test Zone (T) portion of the membrane.  Absence of this colored line suggests a negative result.

C.  Patient Preparation:
None required.  Morning specimens are preferred.

	XI.  Waived Urine Pregnancy Test
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D. Supplies


a.
hCG test device



b.
Positive and Negative urine pregnancy controls



c.
Plastic droppers


d.
Timer



e.
Sterile plastic container without a preservative tablet



f.
Manufacturer’s Test Kit Instructions



g.         PPE: Gloves and Gown



h.
Urine reagent strips for specific gravity
E. Storage and Stability

Store test kits and urine reagent strips at 8-30 degrees centigrade (room temperature).  The test kit is stable until the date imprinted on the box label and/or foil pouch. Do not use past the expiration date.  If the pouch is out of pocket for a day or longer, or becomes wet, do not use.  

Urine controls are stored in the refrigerator between 2-8 degrees Centigrade.

F. Specimen Type and Collection

a. 
Prior to collecting the specimen, two patient identifiers must be used to accurately identify the patient. Label the specimen with the patient’s data from the Lab orders. 

b.
For optimal detection of early pregnancy, a first morning urine specimen is preferred since it contains the highest concentration of HCG.  However, randomly collected urine specimens may be used.  Urine specimens collected any other time of day may be diluted by intake of liquids and thus have a lower concentration of the hormone rendering the test results questionable.

c.
Wash hands, apply clean gloves.

d.
Collect the urine specimen in a clean container without preservatives.

e.
If testing is not immediate, the specimen should be stored refrigerated at 2-8 degrees centigrade for 24 hours.  Bring the sample to room temperature prior to testing.
If testing is delayed more than 24 hours, the specimen should be frozen at -20 degrees centigrade or colder.
f. 
Remove gloves, discard, and wash hands

A specific gravity check is performed on all urine specimens submitted for pregnancy testing. A disclaimer statement “Recommend first voided early morning urine specimen for most reliable results” will be reported on the specimens that meet the following criteria:

1.
Specific gravity 1.015 or greater, test is negative; results will be reported as negative.

2.
Specimens with a specific gravity of less than 1.015 may be diluted by fluid intake, test is negative; results will not be reported.  The specimen must be recollected, or serum pregnancy requested.
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G. Test Procedure
	Step
	Action

	1
	Wash hands. Personal Protective Gown and Gloves must be worn at all times.

	2
	Check the expiration date of all supplies used. Do not use past the expiration date.
Follow the manufacturer’s instructions for testing. 

	3
	Allow the specimen and controls to come to room temperature.

	4
	Check the specimen for proper identification, request and specimen identification must match.

	5
	Specific Gravity Check

      a. Remove only enough reagent strips from the container for immediate use.

      b. Completely immerse reagent areas of the strip in fresh, well- mixed urine.

      c. While removing, touch the side of the strip against the rim of the urine container to                                      remove excess urine.

d. Blot the lengthwise edge of the strip on an absorbent paper towel to further remove excess urine and avoid running over. 

e. Compare the specific gravity reagent area to its corresponding color block at 60 seconds.

      f. Record the specific gravity in the patient log.

	6
	Remove and label the required number of test devices with the patient’s name and control identification.

	7
	If specimen is turbid or cloudy, centrifuge in a plastic vial with screw top prior to testing.

	8
	Using dropper(s) supplied, fill the dropper with specimen or control, and dispense sample drop-wise into the SAMPLE(S) well.  Add two (2) full drops of urine in the SAMPLE(S) well.

	9
	Set the timer for 3 minutes and read the results at 3 minutes after addition of the urine sample.  

	10
	Enter patient results in the Urine Pregnancy log.

	11
	Remove gloves, discard, and wash hands.
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H. Interpretation of Results 

1. Test results are interpreted based on the presence or absence of a line in the Test (T) and Control (C) regions of the test device.  The interpretation should be performed at the end of the reaction time.

Negative Result – One line appears in the CONTROL (C) area.

Positive Result – A line appears in the CONTROL (C) area and a clearly distinguishable band also appears in the TEST (T) area.
Invalid Result – A line should always appear in the CONTROL (C) area.  If there is no distinct band visible in the CONTROL (C) area, the test is invalid.  Do not report results.
2.  If unable to confirm patient’s results:

a. Notify Provider of test not performed and request repeat testing.

b. Call the nurse on the unit for recollection, preferably early morning urine sample.

c. Rerun control and patient sample.

3. If results are invalid after repeat testing:

a. Contact the Provider and request a serum pregnancy test.

b. Contact the nurse on the unit for specimen collection.

c. Send specimen to the reference lab.

I. Quality Control Rationale
Rusk State Hospital Lab adheres to the manufacturer’s quality control guidelines for pregnancy testing.

External Controls:  Positive and negative HCG controls are performed each day tests are     run, as suggested by the manufacturer to ensure adequate performance characteristics of the test.  Refrigerate controls between 2-8 degrees Celsius. No dilution is necessary.  All controls should be at room temperature prior to use.

If controls do not perform as described in the procedure:

1.
Check the expiration date on the controls and test device.


2.
Bring controls to room temperature prior to testing.


3.
Rerun positive and negative controls.


4.
If there is no distinct band visible in the control area, the test is invalid.


5.
Repeat using a new test device
.

The laboratory evaluates the performance of the urine HCG test device whenever a new lot number, new shipment, or when test kits are received. Correlation studies are performed before testing begins.  At least 5 urine specimens (positive, if available and negative) will be run in-house and sent to the reference lab for confirmation of results.

	XI.  Waived Urine Pregnancy Test

	J.  Limitations & Confirmatory Testing
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Internal Controls:  A (1) positive procedural control is built into the hCG test device.  This control line will always appear if the test is performed correctly, and if the device is working properly.  An absence of this control line indicates incorrect procedure or deterioration of reagents.  The absence of interfering background is a (2) negative procedural control.  
J. Limitations, Confirmatory Testing
a.
The 20 hCG Test Device is a qualitative test for the detection of hCG in urine.  As with all pregnancy tests, the final diagnosis should be based on a correlation of test results with typical signs and symptoms.

b.
If a urine sample is too diluted (i.e., low specific gravity), it may not contain representative levels of HCG.  If pregnancy is still suspected, a first morning urine sample should be obtained and retested.

c.
A number of conditions other than pregnancy, including trophoblastic disease and certain non-trophoblastic neoplasms cause elevated levels of hCG.  These diagnoses should be considered if appropriate to clinical evidence.

d.
High urine hCG is often decreased in extra uterine pregnancy, toxemia of pregnancy or threatened abortion.  Such circumstances can yield false negative results.
e.
An ectopic pregnancy and spontaneous miscarriage can cause confusion in interpreting test results.

f.
A very early pregnancy containing an extremely low concentration of HCG can give a negative result.

Expected Values:  Healthy men and non-pregnant women do not have hCG levels detectable by the True 20 hCG Test.  In normal pregnancy, levels of 20 mIU/ml hCG can be reached 2 to 3 days before the first missed menstrual period.

Citation(s):

Stanbio True® 20 Plus One-Step Pregnancy Test. Manufacturer’s Package Insert. A Qualitative Immunoassay for the Detection of Human Chorionic Gonadotropin (hCG) in Serum or Urine. Procedure No. 1440; 2010
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A. Policy and Clinical Usage
The laboratory and designated nursing staff perform waived Influenza testing.  The influenza test is a rapid one step, visual test for the qualitative detection of influenza type A and type B antigens directly from nasal swab and nasopharyngeal swabs. The test is intended for the use as an aid in the rapid differential diagnosis of acute influenza type A and type B viral infections.  The test is not intended to detect influenza C antigens. 

Influenza is a highly contagious, acute viral infection of the respiratory tract. The causative agents of the disease are immunologically diverse, single strand RNA viruses known as influenza viruses. There are three types of influenza viruses: A, B, and C. Type A viruses are the most prevalent and are associated with the most serious epidemics. Type B viruses produce a disease that is generally milder than that caused by Type A. Type C viruses can circulate simultaneously, but usually one type is dominant during a given season.  

B. Test Principle

The influenza A+B test involves extraction of Influenza A and B virus antigens employing a monoclonal antibody technique. An extraction of the patient’s viral particles is disrupted, exposing the internal viral nucleoproteins. A test strip is placed in the extraction tube where nucleoproteins in the specimen react with the reagents in the test strip.

Extractions containing antigens for Influenza A and B react with the monoclonal antibodies resulting in a pink-to red test line along with a blue procedural control line, indicating a positive test result in separate specified areas. 

C. Patient Preparation:

None.  Prior to collecting the specimen, two patient identifiers must be used to accurately identify the patient. 

D. Supplies/ Materials Required

QuickVue Influenza A+ B test kit

  
Test strips



Extraction solution

 
Extraction Tubes 

 
Disposable droppers

 
Positive Type A control swab 
Positive Type B control swab

 
Negative control swab

            Package Insert

  
Procedure Card


Sterile Nasal Swabs

  
Timer




PPE Gloves and Gown
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E. Storage and Stability
Store test kit at 15-30° degrees centigrade (room temperature), out of direct sunlight. Do not freeze. The test kit is stable until the date imprinted on the box label and/or foil pouch. Do not use past the expiration date.
F. Specimen Type and Collection

· Proper specimen collection, storage, and transport are critical to the performance of the test. 
· For best performance, use only the swabs supplied with the kit.
· Wash hands apply gloves and gown. Identify the patient using two patient identifiers.

· Obtain as much secretion as possible. 
· Insert the sterile swab into the nostril that presents the most secretion under visual inspection. Gently push the swab until resistance is met less than one inch into the nostril
· Using gently rotate the swab a few times against the nasal wall.
· Label the specimen in the patient’s presence with the patient’s name as it appears on the request, the 679 local case number and the date. Remove gloves, discard, and wash hands.
· Specimens may be stored in a clean closed container for up to 8 hours prior to testing, but immediate testing is recommended.
G. Quality Control Rationale and Confirmatory Testing
Rusk State Hospital Lab adheres to the manufacturer’s quality control guidelines.

Those certified to perform Influenza testing are responsible for documenting all results as well as corrective action when controls do not perform as expected.


Quidel QuickVue Influenza A+B test contains a built-in control feature on the test strip. The manufacturer’s recommendation is to document these built-in procedural controls for each patient. 


Positive and negative controls are to be performed every 25 tests and at least monthly.
If controls do not perform as described in the Procedure:
1)     If no distinct blue procedural Control line develops at 10 minutes, then the test is considered   invalid.

2) Check the expiration date on the kit.
3) Repeat using a new test device and/or call Quidel technical support at 1-800-874-1517.
Evaluation of test performance and Confirmatory Testing
Performance of the test and the test device will be evaluated annually or as needed by:
1)  Viral culture of positive test results for surveillance as recommended by the Public Health Laboratory of East Texas. 
2)    Viral culture of all negative Influenza A-B when VTM (Viral Transport Media) is available.
3)   Performing positive and negative controls whenever a new lot number, or a new shipment, of      test kits is received. 
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H. Test Procedure Rusk State Hospital adheres to the manufacturer’s testing instructions
	Step
	Action

	1
	Wash hands. PPE Gloves and Gown must be worn during this procedure.

	2
	Check the expiration on each test package or outer box before using. Do not use past the expiration date.  Make sure controls have been run. Read the manufacturer’s instructions before performing the test.

	3
	Label the required number of test devices with the patient’s name and 
control identification.

	4
	Bend over the tab on the extraction reagent solution and dispense the solution into the Extraction tube to dissolve the contents.

	5
	Gently swirl the extraction tube to dissolve the contents.

	6
	Place the patient swab with the sample into the extraction tube. Roll the swab at least 3 times while pressing the head against the bottom and side of the extraction tube.

	7
	Leave the swab in the extraction tube for one minute.

	8
	Roll the swab head against the inside of the extraction tube as you remove it. Place the used swab in a biohazard container.

	9
	Place the test strip into the extraction tube with the arrows on the strip pointing down. Do not handle or move the test strip until the test is completed and ready for reading (10 minutes).

	10
	Read the result at 10 minutes. Some positive results may appear sooner, but do not read the result after 10 minutes.

	11
	Discard strips and extraction tube in a biohazardous container. Remove gloves, discard, and wash hands.
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I. Interpretation of Results

Test results are interpreted based on the presence or absence of a pink band in the test areas and a blue band in the control regions of the test strip. The interpretation should be performed at the end of the reaction time. 

Positive Result:
 At 10 minutes the background color should clear to white, and ANY shade of a pink-to red test line forms, either above or below the blue control line AND the appearance of a blue procedural control line indicates the presence of influenza A and or B viral antigen. Hold the test strip with the errors pointing down. 
· If the pink/red line is above the control line the test results are positive for Influenza A.

· If the pink/red line is below the control line, the test results are positive for Influenza B.

Negative Result: At ten minutes, the appearance of ONLY the blue procedural control line indicates the sample is negative for Influenza A and B viral antigen.

Invalid: The results are invalid if the blue procedural line does not appear, even if any shade of pink/red test line appears.  The result is considered invalid and not reported. If at 10 minutes the background does not clear and it interferes with the reading of the test, the results are considered invalid.

Notify Provider and request repeat testing.  

Contact the Provider and send a specimen to the reference lab.

a. Use only the applicator provided by the reference laboratory.

b. Place the swab back into the paper wrapper, and label with the patient’s name, case number, and date.

J. Report results: 

a. Fax the report to Med Clinic and the patient’s unit.

b. Leave a copy of the report in the Laboratory.

c. Negative results do not rule out the presence of Influenza A/B

d. Additional testing may be required if requested by the Provider.

e. Negative results can be confirmed with a viral culture for follow-up testing when media is available and as recommended by the Center for Disease Control and Texas Public Health Department.

f. Viral Transport Media may be obtained from:
(1. Cherokee County Health Department
903-683-4688

1209 Main St. Rusk, Texas. 

(2. Send to Public Health Laboratory PHLET call 1-903-877-5071

 Health Center Street (UT Health Center Complex) Tyler, Texas.
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K. Limitations

a. The kit is to be used for the qualitative detection of Influenza A and B antigen from nasal swab specimens.

b. A negative test result may occur if the level of antigen is below the detection limit of the test.

c. Failure to follow the test procedure and interpretations of the test results may adversely affect the test performance and/or invalidate the test result.

d. Results must be evaluated in conjunction with other clinical data available to the Provider.

e. Negative test results do not rule out possible other non-influenza viral infections.

f. Positive test results do not rule out co-infections with other pathogens.

g. Individuals who receive the nasally administered influenza A vaccine may have positive test results for up to three days after vaccination.

h. Monoclonal antibodies may fail to detect, or detect with less sensitivity, Influenza viruses that have undergone minor amino acid changes in the target epitope region.
Citation(s):

QuickVue Influenza A+B Test. CLIA Complexity: Waived – Company provided pamphlet insert provided with test kit
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A. Purpose/ Clinical Usage
The INRatio Monitor is used to perform waived PT/INR testing for patients on warfarin therapy in the clinical setting. This test is for quantitative PT/INR testing using fresh capillary whole blood with the INRatio system. Quality care of patients on oral anticoagulant therapy is best ensured when INR tests are performed correctly, testing equipment is maintained, and staff is thoroughly trained.

B. Policy

A Provider’s order is required to perform this test. When the clinical indication or department protocol suggests confirmatory testing, the specimen may be sent STAT to the reference laboratory. 

C. Test Principle

 The INRatio System uses a modified version of the one stage PT test. After a drop of blood is applied to the test strip, it is drawn into the test area and mixed with reagents that initiate coagulation.  Changes in impedance are detected by the monitor when the blood sample clots.  The monitor calculates the PT and INR results from this impedance change and reports them on the display.

D. Specimen:

Patient Preparation:

· The operator must verify the patient identification using two patient identifiers: correct name and birth date. Rusk State Hospital staff achieves this by checking the patient’s name on the request against the patient’s verbal identification statement of name and date of birth.

· Prior to testing the patient should be informed of the purpose of the test and the steps involved in the procedure.

Specimen Collection

· Fresh fingerstick whole blood is the acceptable specimen.   

· Perform a finger stick. Collect a large hanging drop.

· Minimum sample size is 9.5.

Specimen Rejection

· Plasma or serum cannot be used as a testing sample.

· Additional sample must not be added to the test strip once testing has begun. The monitor will beep to indicate that sufficient blood has been applied.

· Glass tubes or syringes cannot be used. 

· This test should not be used for patients on heparin therapy.
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E. Equipment and Supplies

· INRatio Monitor

· Prothrombin/INR test strips 

· Lancets

· Sterile Gauze

· Alcohol pad

F. Reagents Storage and Stability

· Store strips at room temperature 10-32 degrees Centigrade.

· Store strips in their original foil pouch until ready to use. 
· Use the test strip within 10 minutes of opening the foil pouch.

· Dispose of any test strips that are past their expiration date or out of the pouch longer than 10 minutes.

 G. Calibration

No calibration is required by the manufacturer.

 H. Quality Control Rationale

· Rusk State Hospital Lab adheres to the manufacturer’s quality control guidelines.

· The quality control performed for each test performed ensures the user’s technique, integrity of the test strip and performance of the monitor.

· Each INR test strip incorporates two control channels that automatically test a low and high control each time a sample is tested.

· As an important safety feature, the monitor will not display the patient test result if either of the quality controls has failed.  In this case, repeat the test.

· If the monitor still gives a warning an error, contact the laboratory supervisor.  If unavailable contact Alere Technical Services at 1-877-866-5313. The two levels of Quality control will be reported with each patient test performed and will be monitored by the laboratory supervisor for trending patterns.

· Instrument and test evaluations will be performed annually by a correlations study of three test results for accuracy.
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I.  Testing Procedure: Follow the manufacturer’s Instructions for testing.

	Step
	Action

	1.
	Gather the necessary phlebotomy materials, wash hands, apply gloves and gown.

a. Lancets

b. Alcohol swabs

c. Gauze

d. INR test strips at room temperature for 5 minutes.  Do not use past the expiration date.
e.   INR monitor

	2.
	Identify the patient using two patient identifiers, following the policy on Good Laboratory Practices pg. 11 of Lab Manual.

	3.
	Make sure the patient’s hand is warm. If not, warm the hand by washing in warm water.  Hold the arm down for about 30 sec. to increase blood flow. 

	4.
	Place the monitor on a flat surface, free of vibrations. Turn the  monitor on by pressing the OK button for 2 seconds. After the electronic self-test, the insert strip display will appear on the monitor as a strip with an arrow. 

	5.
	Open the test strip foil pouch and remove the strip.  Insert the strip into the  monitor with the INRatio readable at the bottom of the test strip.  

	6.
	Check that the strip code matches the one on the foil pouch when STRIP CODE #####? appears on the display.

If it does press OK. If it does not press the UP/Down button to change the first digit. Press OK to enter a new digit. Repeat for each digit to select the correct code. Press OK to enter the new code.  

	7.
	Wait while the monitor warms up. The monitor will be ready when you SEE the display show a flashing drop of blood above a test strip, HEAR the monitor beep, and SEE the green light under the test strip well. 

	8.
	Perform the fingerstick following the lancet’s instructions and the directions in the INRatio User’s Guidebook.

	9.
	Collect a large, hanging drop of blood on the finger using gentle, continuous pressure. Apply the sample to the test strip immediately (within 15 seconds) after collection.  Failure to apply blood immediately may cause blood to begin clotting.

	
	Do not use strong repetitive pressure to collect the blood. This could affect results by introducing thromboplastin interstitial fluid into the sample.

	10.
	Wait while the  monitor performs the test and calculates the results.

	 11.
	The monitor will beep and the results will appear. If an error message appears, see the INRatio User’s Guidebook for proper action. 

	12.
	Remove strip and discard in laboratory waste.  Press the OK button for two (2) seconds to turn the monitor off.  Remove gloves, discard, and wash hands.  


	XIII. Waived INR

	J.  Results reporting

	Effective: 12/08
	Reviewed:  5-2013
	Review Month: May
	Discontinue Date:


J. Reporting Results

The INRatio system reports results as International Normalized Ratio and PT seconds. The INRatio system calculates the INR directly from whole blood clotting time based on a conversion equation that was established in clinical trials. The result in plasma equivalent seconds is then calculated from the INR results.

Document the patient’s INR and PT results and the two controls in the INR results log.

The INRatio system reportable INR range is 0.7 to 7.5.

Normal Range:

The normal range for patients not on anticoagulant therapy is:

INR 0.7 to 1.2

PT is 6.5-11.9 

Therapeutic Range:


2.3 – 3.5 (Prosthetic valves)

2.0 -3.0 (AFIB, PE, CV)

Critical values:

INR >5.0

PT > 42.0 sec 

Procedure for Abnormal Results and Confirmatory Testing

Patients who are on anticoagulant therapy

For results >4.0, confirm with PT/INR sent to the stat lab.

Report the result to the provider.

Critical results > 5.0 will be confirmed by the stat laboratory, and should always be followed up by immediately contacting the provider. Any unexpected results should always be followed up immediately by contacting the provider.

As with all diagnostic tests, the INRatio system results should be correlated with the patient’s condition and anticoagulant therapy.
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K. Interfering substances:

· In vitro studies show the INRatio System to be sensitive to levels of heparin and low molecular weight heparin of 4 U/mL or greater.  This test should not be used for patients on heparin therapy.

· Hematocrit ranges between 35-55% will not affect test results.  

· In vitro studies show no significant effect in samples containing up to 20 mg/dL of bilirubin or up to 500 mg/dL of hemoglobin (hemolysis). No significant effect was seen in samples containing up to 1500 mg/dL of triglycerides (lipemia). 

L. Limitations of the Procedure:

· The INRatio System uses only fresh capillary blood.

· Running a test with an incorrect strip code may cause inaccurate results.  Confirm the strip code in the monitor each time a test strip is inserted.

· The INRatio System has an INR range of 0.7 to 7.5.  Results outside this range should be confirmed with an alternative method.

· Results may be affected in patients receiving heparin therapy or who have an abnormal response to heparin.

· Poor fingerstick blood collection technique may affect results.

M. Instrument Maintenance:

· Disinfection of the monitor is required after each patient test.

· Clean the monitor before disinfection and when it is visibly dirty.

· Per manufacturer’s instructions, wipe the monitor with a pre-moistened towel for cleaning and disinfection.  Allow 1 minute of drying time.    

· Do not immerse the monitor in any liquid.

· Do not use any abrasive cleaner.

N. Citation(s):

           Alere-INRatio 2 PT/INR Professional Test Strips Package Insert; 2014

           Alere INRatio 2 PT/INR Professional Monitoring System User Guide; 201
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A. Purpose/Clinical Usage
The QuickVue In-Line Strep A test allows for the rapid detection of Group A Streptococcal antigen directly from patient throat swab specimens.  The test is intended for use as an aid in the diagnosis of Group A Streptococcal infection.  


B. Policy

Strep A test will be performed by designated staff that have completed annual competency and training. To provide early detection and treatment, negative Strep screen tests will be reflexed to a throat culture.

C. Clinical Significance

Group A Streptococci is a organism that typically cause illnesses such as tonsillitis, pharyngitis and scarlet fever.  These infections can lead to serious complications, including rheumatic fever and acute glomerulonephritis. Rapid diagnosis and appropriate antibiotic therapy of Group A Streptococcal infections appear to be the best means of preventing these complications.  

D. Test Principle

The Strep A test is a lateral-flow immunoassay utilizing antigen extraction.  The test, containing a highly specific and sensitive antibody reactive to the Strep A antigen, is specific to group A with no cross-reactivity from other groups of Streptococci.

An initial chemical extraction procedure is performed to extract the antigenic component of the bacteria.  

The extracted solution flows from the Swab Chamber onto the test strip by capillary action. If Streptococcal A antigens are present in the solution the antigen will bind to the rabbit polyclonal antibody producing a pink/purple test line.  A blue control line should always appear.  This indicates that capillary flow occurred, and the reagents were mixed and added properly in sufficient volume.
E. Specimen Type
· Sterile swab from the tonsils or back of the throat area.

· Specimen should be collected using green shaft swab provided with the kit.

· A second swab must be collected and is submitted if the Strep A test is negative.

F. Specimen Rejection

· Specimens other than throat swabs (urine, sputum, or saliva)

· Swabs other than green shaft swabs

· Culturettes swabs are not acceptable for the strep test. 
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G. Regents and Supplies

· Reagents or Culturettes should not be used past the expiration date.

· Extraction Reagent 

· Individually packaged Strep A Test Cassettes (25):

· Individually packaged sterile rayon-tipped swabs on solid green shafts (25).

· Positive and Negative Control Swab (-) (1):

· Culture Transport Swabs 

H. Kit Storage and Stability

· Kit contents are stable until the expiration date printed on the outer box when stored at room temperature (15-30°C or 59-86°F) and out of direct sunlight.  Do not use kits past the expiration date printed on the kit.

I. Quality Control Rationale and Frequency

· Test performance will be evaluated annually by comparison of throat cultures performed on negative test results.
· Rusk State Hospital Laboratory adheres to the manufacturer’s quality control guidelines.  To ensure reliability, the Strep A test has two types of quality control checks: Internal procedural controls (onboard) and External positive & negative control swab.

· Internal Procedural Controls: are automatically developed anytime a patient test is performed.

1. Three internal controls, each is described in step 5 & 9 of Patient Testing Procedure. Record observance of these controls in the Strep A test log every time a patient’s test is performed.

2. External Procedural Controls: Each kit contains one positive and negative control swab. The test swabs determine extraction reagent and test cassettes are working correctly in addition to checking the operator technique.

3. Frequency: a positive and negative swab control should be tested every 25 tests, or when a new box is opened, as well as every 30 days. 

4. If the any control does not perform as expected do not use the results. Repeat the test or call the Laboratory supervisor. 

J. Patient Preparation

· The person collecting the sample must identify the patient using two unique identifiers and following the National Patient Safety Goals.

· Inform patient of the purpose of test and the steps involved in collection of the specimen.
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K. Specimen Collection, Storage & Rejection 

· Prior to collecting the specimen, two patient identifiers must be used to accurately identify the patient. Refer to Patient Identification Policy for acceptable identifiers.

· Universal Precautions must be followed when collecting and handling body fluids. Wash hands. Gloves and adequate PPE should be worn at all times.

· With the aid of a tongue depressor, use the two swabs provided in the collection kit and swab the back of the throat and tonsil area, avoiding the teeth, gums, tongue and cheek surfaces to prevent contamination of the swabs with other mouth flora.

· Label the paper sleeve & culturettes with the patient’s name, case number and the date.

· Two (2) swabs are collected:


1. Green Shaft Swabs (provided in kit, only)

a. Special swabs have green print on the paper wrapper and green shafts. Other swabs will be rejected.

b. The Manufacturer recommends that processing be performed as soon as possible, but swabs can be held in any clean, dry plastic tube or sleeve up to 4 hours at room temperature (15-30 degrees C), or 24 hours refrigerated (2-8 degrees C) before processing.  

2. Culturettes for reflex throat culture – check expiration date before using.
· Remove gloves, discard, and wash hands.

 L. Test Procedure Precautions

· Do not use the extraction solution if it is green prior to breaking the ampoule.

· Use only the green shaft swabs provided in the kit.

· Dispose of containers and unused contents in accordance with federal, state and local requirements.

· The test cassette must remain sealed in the protective foil pouch until just prior to use.

· The extraction solution bottle contains an acidic solution.  If the solution contacts the skin or eyes, flush with large volumes of water.

· If the extraction solution bottle is missing the glass ampoule or if the solution is green prior to the breaking of the ampoule, discard and use another extraction solution bottle.
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M. Test Procedure
Follow the manufacturer’s instructions for performing testing.




Three internal controls must be observed, (see steps 5 and 9) and must be documented in the Strep A Testing Log along with the patient results.

	Step
	Action

	1.
	Wash hands. Personal protective gown and gloves must be worn at all times.

Check the expiration date on the kit. Do not use past the expiration date.

Remove the test cassette from the foil pouch. 

	2.
	Place on a clean, dry, level surface.

	3.
	Using the notch at the back of the chamber as a guide, insert the green shaft swab completely into the swab chamber.

	4.
	Squeeze once to cautiously break the glass ampoule inside the extraction solution bottle.

	5.
	Vigorously shake the bottle five times to mix the solutions. The solution should turn green (first internal control) & be used immediately.

	6.
	Remove the cap. Quickly fill the chamber to the rim (approximately 10 drops).

	7.
	Set timer for 5 minutes, begin timing.  If the liquid does not move across the results window, completely remove the swab and reinsert.

	8.
	If the liquid still does not move across, retest with a new specimen, test cassette and extraction solution.

	9.


	Read results at 5 minutes. Some positive results may appear. Internal procedural controls are observed: development of a blue Control Line (second internal control) indicating the cassette is working properly and the proper amount of sample was absorbed; and the clearing of the background (third internal control) indicating no interfering substances were present in the sample. A discernible pink to purple line next to the T will appear if the cassette is working properly.  Proceed to Interpretation of Results.

	10.
	Remove gloves, discard, and wash hands.
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N. External Quality Control Testing

· External controls should mimic that of performing a patient sample to ensure validity through method consistency.

· Remove control swabs from foil packets and proceed with the patient’s procedure starting with step one.

· If controls do not perform as expected, contact the Lab supervisor.


O. INTERPRETATION OF RESULTS and Confirmatory Testing
· Positive Result:

A pink/purple line next to the letter “T” in the result window along with a blue control line next to the letter “C” means that the test is presumptive positive for Group A  Streptococcus.

· Negative Result:


The appearance of only the blue Control Line next to the letter “C” in the 


result window means that the test is negative.  A negative QuickVue result 

means that the swab is presumptive negative for Group A Streptococcus.


As recommended by the manufacturer, follow up with a throat culture.
· Invalid Result:

If the blue control line does not appear next to the letter “C” at 5 minutes, or the background does not clear and interferes with reading the test result, the test is considered INVALID, and the test result cannot be used.  If this occurs, a new swab must be collected from the patient and a new test cassette used.  Contact the Lab supervisor if this occurs.
P. Expected Results

Group A Streptococci is responsible for about 19% of all upper respiratory tract infections, but the incidence varies by clinical setting.  Streptococcal pharyngitis is seasonal in nature with the highest prevalence found during the winter and early spring.  

Q. Limitations

· The test is used for the qualitative detection of Group A Streptococcal antigen from throat swab specimens only.

· Test results must always be evaluated with other data available to the Provider. 

· A negative test result might occur if the level of extracted antigen in a sample is low depending on the sensitivity of the test.
· If the Strep A screen test is negative a follow-up throat culture is recommended.
Citation(s):

QuickVue In-Line Strep A Test. CLIA Complexity: Waived – Company provided pamphlet insert provided with test kit.
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Policy:

Rusk State Hospital uses the Hemoccult to screen patients for blood in the stool. This test will be used for evaluation of patients in urgent situations.  (i.e. suspected acute blood loss, lower GI bleed)

Principle:  

The Hemoccult test allows for the rapid detection of blood in the stool.  It is based on the oxidation of guaiac by hydrogen peroxide to a blue-colored compound.  This test is used as a screen and is not intended to replace the other more definitive diagnostic procedures.  
Responsibility:

· It is the responsibility of the laboratory and designated nursing staff to perform fecal occult blood testing.  Providers or nurses are to obtain specimens.

· Routine fecal occult blood tests are sent to Regional Clinic Laboratory at Austin for testing. 

· The lab manager will supervise this waived testing procedure in the Medical Clinic by yearly competencies and Q&A.

· Each/any new designated staff shall be provided training on this policy and the procedures for performance and supervision. 

Supplies:

1. Hemoccult Test Cards

2. Applicator Sticks

3. Hemoccult Developer

4. PPE: Gloves and Gown

Reagent Storage and Stability:

Store Test Cards and Developer at controlled room temperature (15-30 degrees C).  Do not use past expiration date.

Specimen Type and Collection: 

A small fecal specimen is an appropriate sample.  Collect in clean, dry container.  Universal precautions must be followed when collecting or handling patient specimens.

Test Procedure:  Document all results on the waived test log.

1.
Gather necessary supplies, wash hands, apply gown, and gloves.

2.
Verify correct specimen with 2 patient identifiers.

3. Check expiration date of test card.  

4. Label test card with patient name.  Apply a thin smear of fecal material to Box A.

5. Reuse applicator to obtain second sample from a different part of feces.  Apply thin smear to Box B.  

6. Close flap and dispose of applicator.

7. Wait three (3) minutes to allow time for specimen to penetrate test paper on card.

8. Open back of card and apply two (2) drops of Developer directly over each smear (A and B).

9. Read results within sixty (60) seconds.  Any BLUE on or at the edge of the smear is Positive.

10.
Add one (1) drop of Developer between the Positive (+) and             Negative (-) Quality Control at the bottom of the Test Card.

11. 
Read results within ten (10) seconds.  Positive will appear Blue and Negative will have no color. 

Interpretation of Patient Results:

· Positive:  The appearance of ANY shade of blue within 60 seconds in the test area is regarded as a Positive result.  Patient will be evaluated by the provider as to the need for further follow-up.

· Negative:  No development of blue within 60 seconds indicates a Negative result.  Expected Range is Negative.

Reporting Results:

1.  
Document test results on laboratory order and notify provider. 

2.  
Fax report to Med Clinic and the patient’s unit. 

3. 
Document all actions taken with time/date/initials.

Quality Control:

The Quality Control feature of the card provides assurance that the guaiac –treated paper and developer are functional.  Once initial testing is complete, the kit is monitored with each use.  If the Quality control areas do not react as expected, the test results should be regarded as invalid.  Do not use cards and developer beyond expiration dates which appear on each.

Limitations:  

· This test is a rapid, convenient and qualitative method for detecting fecal occult blood which may be indicative of gastrointestinal disease.  It is not a test for colorectal cancer or any other specific diseases.  Test results must be evaluated along with other clinical data available to the clinician.  

· A Positive test does not always indicate the presence of human blood.  Many foods (incompletely cooked meat, raw fruits and vegetables, etc…) have a peroxidase activity which can produce a Positive Test Result. 

· This test is not recommended for use with gastric specimens.

Note:

1. Do not report individual patient result unless quality control is acceptable.

2. Notify ordering physician of individual results as soon as possible.

3. Refer to package insert for more details.

Reference:

Hemoccult Package Insert September 2009
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Lab tests are ordered through Avatar CWS (Clinical WorkStation) or using a Texas MHMR Laboratory Order Form to ensure proper identification of the patient.  Tests are obtained and reported in a timely manner.  Test orders must be entered into the lab information system from the lab requisition with correct information to process specimens.
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1. Client Profile – Order Details: The laboratory request is generated through CWS with the Provider’s direct input, which facilitates few demographic or test discrepancies.
2. The collection information is added to the request by the phlebotomist or nurse.  This information includes:

a.
Collection Date

b.
Time

c.
Phlebotomist/Nurse/Collector’s Initials

d.
The request is date stamped when it is received in the lab.
3. MHMR Laboratory Order Forms are used when the computer-generated request is unavailable.

a. Patient demographics are added to the request

(1) Top right, use the patient’s addressograph stamp

(2) Make sure ALL information is legible
(a)
The patient’s full name

(b)
Case number

(c)
Date of birth

(d)
Sex

(e)
Race

b.
Facility Name (679) and Unit

c.
Collection Information

(1) Collection Date

(2) Time

(3)
Collector’s Initials

(4)
Specimen Type

(5)
Clock in requisition after collection (time and date)

d.
Provider’s Responsibility

(1)
Sign the Lab Request

(2)
Write in the Principle Diagnosis

(3)
Check the tests to be ordered

(4)
ICD9 code the tests

(5)
The “Miscellaneous Section” is used for tests not listed

(6)
Prioritize as “ROUTINE,” “TODAY” or “STAT”
4.   Stat Reference Laboratory, DRLTyler Lab Request

a.
Stat and after lab hours testing

b.
The request must include:

(1)  Patient’s name (no nicknames)


(2)  Date of Birth


(4)  Sex


(5)  Local Case Number (679______)


(6)  Provider

(7)  Priority (Stat or Routine)


(8)  Call to (903) 683-3421 and Fax (903) 683-4308

(9)  Date

(10) Time


(11)
Check Tests (no ICD9 Codes)
5.
Special Forms

(a) 
Texas Department of Health G-2A for special test requests
6.
Retained in the Laboratory (limited by space)

(a)
Client Profile Order Details requisition

(b)
MHMR Laboratory order forms and a copy of the Provider’s orders.

(c) 
Carbon copy of DRL or ETMC – Tyler Lab Request
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Policy Statement

In order to meet Medicare requirements, the Laboratory requires ICD9 codes on all laboratory requisitions.  The Provider’s orders must accompany the lab requisition stating medical necessity to support testing for Medicare reimbursement.

Procedure

· CWS Generated ICD9 Codes

1.
Clinician Work Station (CWS) generated Lab requests are automatically referenced for correctness and validity of the ICD9 Code used by the Provider.

2.
MHMR 2-3 Request

Verify that the ICD9 Code is the same on the lab requisition, Provider order, and Medicare report.

· The Laboratory information system checks the current acceptable use of an ICD9 code when the test is ordered. 
· Corrective Action for Omission or rejection of an ICD9 codes

1. Call the Provider and request an alternate ICD9 code.

2. Enter the date called and the correct code on the request.
· Problems regarding legibility, medical necessity, ICD9 Coding, unit/ward names, etc., will be referred to the Ancillary Clinical Services Director.

· Duplicate Testing

· Patient requests are checked for duplication in the Lab Information System (LIS),  before ordering the tests.

· If duplicate tests are ordered, the Provider is notified as to the dates tests were performed and requests if the tests are to be repeated.
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The Sunquest Laboratory Information System ensures that results are reported in a timely, accurate, reliable, and confidential manner.  The test report indicates the names of the laboratory performing the test, the test performed, and the test results, the units of measure and the reference ranges.  The laboratory indicates on the test report any information regarding the condition of specimens that do not meet the lab’s criteria for acceptability.  The results of laboratory tests are released only to Providers or nurses responsible for the utilization of test results.
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A. The purpose of this procedure is to ensure that potentially life-threatening laboratory results are reported to a responsible individual by Rusk State Hospital Lab, Austin State Hospital Lab (RCLA) and DRL Laboratory staff in a timely manner. 
Critical tests are those tests which will always require rapid communication of the results, even if normal.  RSH Laboratory performs Waived Tests only, no critical tests are performed.  There are no tests ordered by RSH medical staff which meet this definition because RSH does not provide acute medical treatment and will not wait for a lab result to transfer a patient who needs a higher level of care.

STAT (statim) tests are ordered to speed processing time: to increase the speed with which care is provided (i.e. a stat pregnancy test prior to starting psychoactive medications or at the end of a work day/week so that a decision is not delayed until the next business day) or to make a clinical determination promptly.  Stat tests are not inherently critical tests.

RSH Performance Improvement Committee has designated 30 minutes or less as an acceptable time frame from receipt of the critical results to reporting the critical results to the designated caregiver. 

Procedures for Austin State Hospital (RCLA) and DRL Laboratory


Critical or Panic Values – RSH staff know best which medical staff (MOD vs. attending, for example) need to be notified of critical or panic lab values and how best to contact those individuals.  Therefore, the following designated staff will receive the information and communicate it to the medical staff. 


1.
All Critical, Panic, or highly abnormal values called to

a.
The RSH Laboratory during office hours (Monday through Friday, 7 am to 4 pm).

b.
The House Supervisor after 4 pm Monday through Friday, holidays, and weekends.

2.
The RSH lab staff and/or House Supervisor write down, and then read the test result back to the RCLA or DRL lab staff.
3.
The RSH staff receiving the lab value then follows the procedure below for communicating the information to medical staff.

Procedures for RSH Laboratory


1.
Critical or Panic Values


a.
All Critical or Panic values are called to the Provider immediately.

b.
All Critical or Panic values communicated verbally require a read-back of the results.

c.
Abnormal values are flagged (P), panic, (C), critical, (H), abnormal high and (L), abnormal low.

d.
The reference lab documents on the comment line the person called and the time the report was called.

e.
RSH Lab or House Supervisor will document the date results are received, time results are received, time results are called, the Provider called, read-back of the critical value, and their initials.

f.
The report is printed to the ordering/attending Providers.


2.
Stat Reports

a.
All STATS will be called and faxed to the ordering Provider and documented.  
b.
A chart copy of the report will be sent to the attending Provider.

c.
After lab hours, STATS are called to the House Supervisor and a copy faxed to the lab.  The House Supervisor contacts the Provider to sign off on the lab.  The House Supervisor arranges for the lab to be placed in the patient’s chart.
Critical Values:

	TEST


	LESS THAN
	GREATER THAN
	UNITS

	Sodium
	120
	150
	mmol/L

	Potassium
	3.0
	6.0
	mmol/L

	C02
	10
	40
	mmol/L

	
	
	
	

	BUN
	-
	50
	mg/dL

	Glucose
	40
	400
	mg/dL

	Calcium
	7
	12
	mg/dL

	Creatinine
	-
	3
	mg/dL

	Mg
	1
	5
	mg/dL

	
	
	
	

	Lithium
	-
	1.5
	mmol/L

	Phenytoin (Dilantin)
	-
	30
	mcg/mL

	Phenobarbital
	-
	60
	mcg/mL

	Primidone
	-
	24
	mcg/mL

	Carbamazepine (Tegretol)
	-
	20
	mcg/mL

	Valproic Acid (Depakene)
	-
	200
	mcg/mL

	
	
	
	

	Amitriptyline
	-
	400
	ng/mL

	Nortriptyline
	-
	200
	ng/mL

	Imipramine
	-
	400
	ng/mL

	Desipramine
	-
	400
	ng/mL

	Hematocrit
	15
	60
	%

	Hemoglobin
	7
	18
	g/dL

	PT
	-
	42
	Sec

	INR
	
	5.0
	

	PTT
	-
	68
	Sec

	Platelets
	30.0
	1000.0
	K/mm3

	WBC
	2.0
	20.0
	K/mm3

	Neutrophils
	1.0
	-
	K/mm3

	MICROBIOLOGY


	All positive blood cultures, CSF cultures, and positive C difficile toxins assay, and all positive AFB results.
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Routine Reports

a.
Monday through Friday reports will be printed once daily at approximately 2:00 pm to the ordering, attending, and medical clinic Providers.

b.
Reports received from Austin on weekends and holidays are automatically printed in the lab at approximately 2:00 pm.

(1)
The reports are copied and distributed by the House Supervisor.

(2)
The MOD signs off on the reports.

(3)
The House Supervisor contacts the units to pick up reports and file them in the patient charts.

Pending Reports

a.
A pending list can be printed out from the Lab Information System to track incomplete tests.
b.
Any routine reports still pending on the second day should be reported to the reference lab for investigation.

Employee Reports

Reports are confidential.  A copy of HIV, Hepatitis and other reports are retained in 
Infection Control and the Laboratory.

Clozaril Monitoring and Report

a.
If a patient is on Clozaril, a CBC is drawn weekly, bi-weekly, or monthly.  Patients who have been on Clozaril for at least six (6) months without abnormal blood events can qualify for bi-weekly or monthly CBC’s.

b.
CBC’s are collected and sent to the reference lab and results received within 24 hours.

c.
CBC’s less than 3000mm3 and less than 1.5 absolute granulocytes, the Provider is notified.

d.
If there is an adverse blood event, the patient will be continued on weekly draws for six (6) months.

Corrected Reports

If an error is detected by the reference labs, follow these steps:

(1)
Call the corrected result to the Provider

(2)
Fax and/or reprint the corrected report

Rusk State Hospital Corrective Action Report

a.
If an error occurs at Rusk State Hospital lab, i.e. test missed or incorrectly ordered, follow these steps

(1)
Notify the Provider

(2)
Complete a Medical Error form


(3)
Send the form to Quality Management

MRSA Methicillin Resistant Staphyloccus aureus

a.   MRSA (Methicillin resistant Staphyloccus aureus) and Multidrug resistant organisms when identified are reported to the Infection Control department by telephone and/or fax.

b.   A data sharing file is maintained by the Laboratory in the Ancillary Clinical Services Lab folder.
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The Laboratory Department monitors turnaround times for specimens collected at Rusk State Hospital.  The Reference Lab for routine tests is Austin State Hospital.  The Reference Lab for STATS and TODAY test orders is DRL, Tyler.

· Turnaround time for routines is 24 hours.  Special tests require a week to ten days.

· Turnaround times for STATS are within two (2) hours after specimen is received in reference lab.

· Turnaround times for TODAY orders are 24 hours.

· HIV turnaround time is a week to ten days (CPL, Clinical Pathology Laboratory)).

· AFB turnaround time is 7 to 8 weeks (Texas Dept. of Health).

Citation(s):

TJC – National Patient Safety Goals: Laboratory Accreditation Program -  02.03.01; 2013
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All records are maintained by the laboratory for easy retrieval.

· Reports are accessible by record number (accession number).  This number is unique to that specimen to which it is assigned.

· The laboratory will maintain a file copy for seven (7) years.  These copies are filed by date of collection and stored with the original lab requisition.

· Pap Smears will be maintained indefinitely by the performing laboratory.

Citation(s):

State of Texas – Records Retention Schedule 2012
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Panels and definitions of routine lab tests required by Rusk State Hospital are as follows:
1.
BASIC METABOLIC PANEL (CHEM 7)


a.
SODIUM



b.
POTASSIUM



c.
CHLORIDE



d.
CO2



e.
GLUCOSE



f.
BUN



g.
CREATININE



h.
CALCIUM



i.
GFR

2.
COMPREHENSIVE METABOLIC PANEL (CHEM 12)


a.
BUN



b.
CALCIUM



c.
SODIUM



d.
TOTAL BILIRUBIN



e.
CREATININE



f.
GLUCOSE



g.
TOTAL PROTEIN



h.
POTASSIUM



i.
ALKALINE PHOSPHATASE



j.
CHLORIDE



k.
AST (SGOT)



l.
ALBUMIN



m.
CO2



n.
ALT (SGPT)



o.
GFR

3.
HEPATICFUNCTION (LIVER) PANEL


a.
ALBUMIN



b.
TOTAL BILILRUBIN



c.
DIRECT BILIRUBIN



d.
AST (SGOT)



e.
ALT (SGPT)



f.
ALKALINE PHOSPHATASE



g.
TOTAL PROTEIN

4.
ELECTROLYTE PANEL


a.
SODIUM



b.
POTASSIUM



c.
CHLORIDE



d.
CO2



e.
ANION GAP

5.
ACUTE HEPATITIS PANEL


a.
HEP A ANTIBODY, IGM



b.
HEP B CORE ANTIBODY



c.
HEP B SURFACE ANTIGEN



d.
HEP C ANTIBODY


HBSAB MUST BE ORDERED SEPARATELY:
6.
DRUG SCREEN – URINE


a.
AMPHETAMINES



b.
BARBITUATES



c.
BENZODIAZEPINES



d.
CANNABINOIDS



e.
COCAINE



f.
OPIATES

7.
LIPID PANEL


a.
TOTAL CHOLESTEROL



b.
HDL CHOLESTEROL



c.
LDL CHOLESTEROL (CALCULATED)



d.
LTRIGLYCERIDES

	XXI. Computer Entry

	A.      Policy, Principle, and Procedure

	Effective Date:  3-98
	Reviewed:  5-2013
	Review Month:  May
	Discontinue Date:


Policy Computer Entry

The Laboratory utilizes the Sunquest Data Manager system.  It greatly speeds up production in the laboratory by automating order entry, work lists, and result reporting.  The purpose of using the computer system is to make the retrieval of information faster and to maintain this information in a more orderly and reliable fashion.  The system helps to insure confidentiality, quality, and accuracy of laboratory results.

Principle
· In normal operation, work is accomplished in two distinct phases:  Order Entry and Result Reporting

· During the Order Entry phase, tests are typed into the database system from the lab requisition as ordered by the Provider.

· During the Result Reporting phase, results are received by computer as tests are verified by the reference lab and results are printed to the ordering, attending, and medical clinic Providers.  Reports are specific to each unit.  One set of reports is printed to the laboratory and kept on file.
Procedure
1. The operator must log onto Windows NT using a password.  The operator, using the LAB icons and a personal password can then access the laboratory information systems.

2. Order entry is performed through the Lab Information System by clicking on Orders.

3. Enter the patient’s local case number and select “SEARCH.”

4. After the patient is selected, tab to enter ordering Provider, time and ordering comment.

5. Enter the test code, diagnosis code, and then select save.  Go to Auto Assign Accession Number and a number is automatically assigned to the test(s).  A barcode label will automatically print from the barcode printer.  This label is attached to the specimen and lab requisitions.

6. Result reporting is performed through Smarterm Information System by entering CRP at the Function prompt.  Select printer and location (RSH) and tab through to Accept.  Reports will be printed.

7. Reports generated through Sunquest are monitored periodically for accuracy of results printed from the lab to the units.
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The instruments, which are housed in the Laboratory Department, receive routine cleaning, inspection and preventive maintenance.

1.
Centrifuge

· Centrifuges will be cleaned as needed.  Use warm water and a mild liquid detergent to clean the sample chamber and lid.

· If a tube breaks in the centrifuge, soak carriers with disinfectant.  Double glove and remove rotors.  Discard broken glass in a biohazard container.  Wash with warm water, mild soap, and wipe dry.  If glass breaks in the chambers, it is recommended that all adapters and cushions be replaced.

· RPM’s will be checked tri-annually and a sticker is placed on the centrifuge.

· Electrical checks will be performed and kept on file.

2.
Refrigerator/Freezer
· Temperature is checked daily and recorded.  Refrigerator range (2 degrees to 8 degrees centigrade), and freezer range (0 or below degrees centigrade).

· Refrigerator is labeled “BIOLOGICAL HAZARD” where specimens are stored.

· Temperatures out of range, adjust accordingly.

· Turn control clockwise to decrease the temperature (colder)

· Turn control counter-clockwise to increase temperature (warmer)

· Check temperature again in 2 hours and if it is not within the posted range, report to Maintenance.

· Refrigerator not working

· Check to see if plug is in socket, reconnect if unplugged.

· After performing checks and refrigerator is not working, report to Maintenance.

· Transport specimens to another refrigerator or place samples in a cooler of ice.

· Continue to monitor temperature of the temporary storage unit.

3.
INR Monitor

· No maintenance is required by the manufacturer other than routine cleaning (Refer to page 44 of the INRatio Professional User’s Guide for the procedure).
· Replace the batteries when the monitor displays “Error Batteries Low” (Refer to page 45 of INRatio Professional User’s Guide).
· If the monitor is dropped, notify the Laboratory supervisor immediately.  
Citation(s):

Horizon – Horizontal Separation Centrifuge Model 755 – Operator’s Manual Rev. 3.0

Operator’s Manual – Kenmore Refrigerator

HemoSense – INRatio – Professional User’s Guide; 2003-2006
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A.
Purpose/ Clinical Usage
To provide instruction for performing microscopic examination for the presence of Trichomonas vaginalis, clue cells, and yeast in a saline suspension of vaginal secretions. Only Providers and nurse practitioners who are certified annually may perform Wet Prep examinations. 
B.
Policy

After proper training and assessment of competency, qualified personnel limited to Providers and nurse practitioners may perform microscopic wet preparations.  Other personnel after adequate training may prepare tubes for collection.

C.
Principle/ Clinical Usage
Microscopic evaluation of vaginal specimens can provide the clinician sufficient information to render an immediate presumptive diagnosis of bacterial vaginosis or bacterial vaginitis.  Bacterial vaginosis is accompanied with a copious, homogeneous, odorous discharge that contains few Neutrophils unlike bacterial vaginitis that results in a purulent discharge having increased numbers of Neutrophils and results in pain and itching. PAP smear results can be used to confirm findings and to suggest follow-up testing.
D.
Specimen Requirements

· Patient preparation – None required

Specimen Collection

· Prior to collecting the specimen, two patient identifiers must be used to accurately identify the patient. Refer to Patient Identification Policy for acceptable identifiers.

· A sterile tube containing 1-2 mils of 0.9% sodium chloride without antimicrobials is used.  The tube is labeled with patient’s name and identification number and transported immediately for examination.

· Do not refrigerate.

· Alternately, a swab of vaginal or cervical exudates is acceptable as long as the swab is kept moist and the wet preparation is performed within one hour of collection.

· Process promptly for the presence of Trichomonas vaginalis, clue cells and yeast.

· Remove gloves, discard, and wash hands.

Universal Precautions must be followed when handling potentially infectious agents. Wash hands. Personal protective gown and gloves must be worn at all times.
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D. Supplies and Equipment

1) Vials for vaginal samples added 0.5 to 1 ml of 0.9% saline

2) Glass microscope slides

3) Glass cover slips

4) Disposable pipettes

5) Binocular microscope

6) Gloves & disposable gown

7) Binocular microscope employing bright field microscope

F. Reagents Storage, Stability and Precautions
· 10% Potassium hydroxide with dimethylsulfoxide (10% KOH with DMSO)

· 0.9% Sterile Na Cl without antimicrobials

Reagents Storage and Stability & Precautions

10% Potassium Hydroxide
· Store at room temperature 15-30C (59-86F)

· Protect from light

· Each dropper is good for one day’s use after the ampoule has been broken

· Solution is stable until expiration date

· Avoid contact with skin.  Rinse thoroughly with water

 0.9% Sterile Na Cl solution single use ampoules

· Store at room temperature

· Solution stable until expiration date

· Note before use for visible cloudiness or crystals

G. Quality Control Rationale
· Check expiration dates before use & do not use if past the expiration date or seal is broken.
· 10% KOH observe vial for crystals or cloudiness before use, do not use if crystals are adhering to the walls of the vial or are floating in the vial. Check the product insert for changes.  
· 0.9% Na Cl observe vial for crystals or cloudiness before use, do not use if crystals or cloudiness is observed.
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H. Procedure

Wash hands. Personal Protective Gown and Gloves must be worn at all times.

1) Place a drop of specimen on two separate clean glass slides.

2) Place a cover slip over one specimen.

3) Add 1 drop of KOH to one specimen and cover slip the slide.

4) If a swab is submitted, mix the swab in the saline and follow first two steps above.


Microscopic Examination


Using a bright field microscope examine at least 10 fields and average the number of 
organisms seen.

1) Trichomonas

· Scan the entire slide on low power magnification with reduced light for motile Trichomonas.

· Motility must be observed to report as positive.

· Switch to high power to positively identify Trichomonas.

· The flagella or undulating membrane should be visible.

· Report as Few, Moderate or Many.

2) Clue Cells

· Appear as epithelia cells covered with bacteria giving the cell a “fur like” appearance.
· 20% of epithelia seen cells should be clue cells to report as positive.

· Report as Few, Moderate or Many

3) Yeast

· The wet prep slide with KOH should be used to determine if yeast are present.

· Budding yeast and pseudohyphae, if observed, are counted on high power.

· Report as Few, Moderate or Many.

4) WBC’s

· Large numbers of leukocytes may be abnormal.
· Report as Few, Moderate or Many.

5) RBC’s

6) Epithelia Cells

7) Bacteria

8) If epithelial cells obscure the area, a drop of 10% KOH can be added to the slide to dissolve epithelia cells, but will also dissolve most WBC’s and Trichomonas.

9) Also report any sperm or unusual findings.

10) Remove gloves, discard, and wash hands.
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I.   Interpretation/Resulting

Observe an average of 10 fields and report as follows

· FEW

0-5

· Moderate 
6-10

· Many

Greater than 10

Normal Value

None Seen For:

· Trichomonas

· Yeast

· Clue Cells
When available, Pap smear results can be used to confirm findings.

J. Limitations 

· Specimens must be processed immediately due to viability of organisms and other cells.

· The swab must be placed in isotonic saline immediately in order to preserve viability.

· Do not use saline that has expired or is cloudy.

· Microscope should be cleaned after each use to ensure proper use. 

K. Proficiency & Competency

· Proficiency testing will be performed by all Providers biannually.  This will be accomplished twice annually using CAP Clinical Microscopy examinations, achieving at least 80% correct. Remedial training is required when competency or proficiency score is below 80% correct. 
· Competency testing and review of the Provider Performed Microscopy Policy & Procedure will be accomplished annually by all Providers.
L. Microscope
Proper care and preventative maintenance should be performed and documented daily or after use in order to ensure optimum performance.  Documentation and care & maintenance should be noted in the PPMP log book.

The following conditions apply:
· Microscope should be kept covered when not in use.
· Keep surfaces free from dust.
· Clean objective lenses, eyepieces and condenser daily, or after use.

1. Use a high quality lens paper that has been dampened with an approved lens cleaner.
2. Do not use commercial tissue or gauze.

3. The 10X and 45X objectives must be kept oil-free at all times.
· Inspected annually by HealthCare Biomedical Services.

Citation(s):

Manufacturer’s Package Insert – BD 10% Potassium Hydroxide Reagent Droppers

Centers for Disease Control. Program Operations – Guidelines for STD Prevention. Medical and Laboratory Services. www.cdc.gov/std/program
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