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Human Immunodeficiency Virus and Acquired Immune Deficiency
Syndrome: A Course for the Laboratorian ~ Biennium 2008-2010

This course meets the HIV/AIDS continuing education requirement for healthcare providers in the state of
Florida.

Objectives:

Define the meaning HIV/AIDS.

Describe modes of transmission and current tests for HIV.
Explain the Infection Control Procedures.

Explain the clinical management of HIV/AIDS.

Name commonly used tests for HIV/AIDS.

Describe the various preventions of HIV.

Discuss the Florida Laws regarding HIV/AIDS.

Define Punishable Unlawful Acts.

On July 1%, 1991, the Florida Legislature under F.S. 381.0034 mandated that the Department of
Health require from each person licensed or certified as a Clinical Laboratory Personnel and other
disciplines in healthcare a course on the modes of transmission, infection control procedures, clinical
management, and prevention of human immunodeficiency virus (HIV) and acquired immune deficiency
syndrome (AIDS). As part of the requirement, all courses in the instruction of HIV/AIDS shall include
information of the current laws governing AIDS in the State of Florida, the impact in testing, confidentiality
of the test results and treatment of patients.

What is the Human Immunodeficiency Virus (HIV)?

The human immunodeficiency virus (HIV) was discovered in 1985. It was confirmed that HIV
(human immunodeficiency virus) was the causative agent for AIDS (acquired immunodeficiency
syndrome). The concepts behind the infection with HIV was that once the virus entered the body it will the
damage the cells of the bodyés i mmune system and event
or various types of cancer. According to Lab Tests Online (2009), more than 980,000 cases of AIDS were
diagnosed in the United States between 1981 and 2006. The CDC (Center for Disease Control &
Prevention) estimates that more than one million people in America may be infected with HIV and that as
many as 250,000 of these may not know that they are infected and can pass on the virus to others (Lab
Tests Online, 2009, p1).

What is the Acquired Immunodeficiency Syndrome (AIDS)?

AIDS is referred to the advancement of the HIV infection. This infection normally happens when
the CD4 count falls below the 200/mL and there is appearance of an opportunistic infection. These
opportunistic infections that will take advantage of the weak immune system of an infected patient
include:

Pneumocystis carinii pneumonia

Toxoplasmosis

Tuberculosis

Extreme weight loss and wasting; exacerbated by diarrhea which can be experienced in up to

90% of HIV patients worldwide

Meningitis and other brain infections

Fungal infections

2|Page Florida Mandatories ~ Biennium 2008-2010



Syphilis
Malignancies such as lymphoma, cervical cancer, and
Kaposi's Sarcoma

There are two human retroviruses that have been associated with AIDS, the HIV-1 and the HIV-2.

"HIV-1" Human Immune Deficiency Virus Type 171 is the most common virus strain transmitted in the
United States rooted in Central Africa.

"HIV-2" Human Immune Deficiency Virus Type 2: Endemic in Western Africa i first isolated strain
from patients with AIDS in West Africa. Since 1982 a small number of cases with this strain of HIV have
been reported in the United States. The cases observed with this strain of HIV have been traced to
heterosexual transmission. At the present time there is not yet a cure or vaccine that will prevent HIV
infection or AIDS. However, there are various medications that are used to slow down the process of the
infection and help to reduce the seriousness of HIV consequences in many people.

Through the years we have learned that Acquired Immune Deficiency Syndrome (AIDS) is a
disease and not a syndrome (Stop Aids Project, 2009). However, AIDS is still the name that most people
use to refer to the immune deficiency caused by the human immunodeficiency virus (HIV). According to
Stop Aids Project they have defined the acronyms of AIDS as: Acquired 0 because it is a condition that
has to be contracted. It cannot be inherited or transmitted through the genes.

Immuned because it aff ect sstemhtlee patofdhe bosly thatfights ofe s y

diseases.
Deficiency 0 because it makes the immune system stop working properly.

Syndrome & because people with AIDS experience a number of different symptoms and
opportunistic diseases.

Modes of Transmission:
A. Infection of HIV

Our body contains many types of cells that helps fight the various infections that we are exposed
to. Within the types of cells that we have, there is a type of specialized cells known as the CD4+ T-
lymphocytes. When HIV initiates its attack to the body, it goes after these specialized CD4 cells. They
attack these cells and utilize them to make more copies of HIV; therefore weakening the immune system

and making the body wunabl e to pr ot &letHlVitransmessidnwifl r om and

require HIV-infected cells to enter the body through fimicroabrasions of the mucous membranes or
through penetration of the skin with a needled(Stop Aids Project, 2009) .

B. Transmission

The human immunodeficiency virus (HIV) can be found in several fluids and secretions of the
body. The infection occurs via the sexual contact with an infected person, sharing needles and/or
syringes with an infected person and in rare occasions by blood transfusion. According to the
Center for Disease Control & Prevention (CDC) they state, that babies born to HIV-infected
women may become infected before or during birth or through breast-feeding after birth (1999).

In the health care setting:

The infection of HIV in healthcare workers has been contributed to being stuck by an infected
needle, instruments, bites which breaks the skin, etc. HIV transmission has been reported to be

about 3 in 1000 injuries with healthcare workers. The CDC has report edonly hat
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one instance of patients being infected by a health care worker in the United States; this involved
HIV transmission from one infected dentist to six patientso ( CDC, 1999)

Table: HIV Exposure and Infection between Healthcare workers. Table provided by AVERT, an
internation AIDS charity.

Occupation Documented gcc_upational Possible ocpupational
transmission transmission
Dental worker including dentist 0 6
Embalmer/morgue technician 1 2
Emergency medical
technician/paramedic 0 12
Health aide/attendant 1 15
Housekeeper/maintenance worker  ||2 13
Laboratory worker, clinical 16 17
Laboratory technician, nonclinical 3 0
Nurse 24 35
Physician, nonsurgical 6 12
Physician, surgical 0 6
Respiratory therapist 1 2
Technician, dialysis 1 3
Technician, surgical 2 2
Technician/therapist, other than listed||0 9
Other health care occupations 0 6
Total 57 140

Infection Control Procedures:

In order to protect their employees and prevent the spread of HIV, hospitals have enforced strict infection

control guidelines to include universal precautions. All blood and body fluids are treated as potentially

infectious. When the term universal precautions are used it tends to emphasize taking precaution with

every encounter. As a healthcare worker we casnot assu.
with an infection.
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The World health Organization (WHO) advice healthcare workers to protect themselves from blood-borne
infections including HIV by observing the following precautions:

Hand washing after direct contact with patients.

Use of protective barriers such as gloves, gowns aprons, masks, goggles for direct contact with
blood and other body fluids.

Safe collection and disposal of needles and sharps, with required puncture- and liquid- proof
boxes in each patient care area. Syringes and needles are used once only and discarded in
Asharpso .containers

Preventing two-handed recapping of needles.

Covering all cuts and abrasions with a waterproof dressing.

Promptly and carefully cleaning up spills of blood and other body fluids.

Using a safe system for health care waste management and disposal.

Instruments are cleaned and sterilized after every use.

Many items are disposed of after single use.

Spilt blood and body fluids are cleaned up according to strict procedures.

Laundry is cleaned according to strict infection control procedures.

What is the risk to hospital workers?

The risks involving hospital workers can be if they accidentally prick themselves with a needle or
other sharp instrument contaminated with HIV. A service and preventative treatment is available for
workers who have accidentally pricked themselves with a needle or other sharp instrument contaminated
with HIV. Preventive treatment may prevent the HIV getting into the bloodstream.

Even though hospital employees follow strict procedures when handling blood and body fluids,
there is always a possibility of an accidental contamination. All blood and body fluids are considered and
treated as potentially infectious. In the event that a hospital staff member has an accident involving
contaminated blood, the hospital may ask permission from the patient to test their blood sample for HIV,
hepatitis C or hepatitis B. These tests will alert the hospital whether a worker has been exposed to the
viruses and could start immediate preventive treatment.

Post Exposure Prophylaxis (PEP)

Through the various research conducted about HIV/AIDS treatment, they suggest that using antiretroviral
druggs immediately after an injury may reduce the rate of transmission. This mode of treatment is known
as Post Exposure Prophylaxis (PEP). According to AidsInfo (2010), PEP is the recommendation for
health care workers if they have had a significant occupational exposure to blood or another high risk
body fluid which is likely to be infected with HIV. All health care workers should be adviced about the
inplications of taking PEP in case of an immediate decision is needed after an accidental injury.

Prevention of HIV

The CDC has defined that the most common ways of HIV transmission is through anal or vaginal sex or
sharing drug injection equipment with a person infected with HIV. In order to reduce the risks associated
with these HIV transmission methods, it is recommended to follow these steps:

1. Know your HIV status. If you are between the ages of 13 and 64 you should be should be tested
for HIV at least once. If you are at increased risk for HIV, you should be tested for HIV at least
once a year.

2. If you have HIV, you can get medical care, treatment, and supportive services to help you stay
healthy and reduce your ability to transmit the virus to others.

3. If you are pregnant and find that you have HIV, treatments are available to reduce the chance
that your baby will have HIV.
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4. Abstain from sexual activity or be in a long-term mutually monogamous relationship with an
uninfected partner.

5. Limit your number of sex partners. The fewer partners you have, the less likely you are to
encounter someone who is infected with HIV or another STD.

6. Correct and consistent condom use. Latex condoms are highly effective at preventing
transmission of HIV and some other sexually transmitted diseases.i Nat ur al 6 or | ambskin
condoms do not provide sufficient protection against HIV infection.

7. Gettested and treated for STDs and insist that your partners do too.

8. Male circumcision has also been shown to reduce the risk of HIV transmission from women to
men during vaginal sex.

9. Do notinject drugs. If you inject drugs, you should get counseling and treatment to stop or reduce
your drug use. If you cannot stop injecting drugs, use clean needles and works when injecting.

10. Obtain medical treatment immediately if you think you were exposed to HIV. Remember
sometimes, HIV medications (PEP) can prevent infection if they are started quickly.

11. Participate in risk reduction programs. Programs exist to help people make healthy decisions,
such as negotiating condom use or discussing HIV status. Your health department can refer you
to programs in your area.

Florida HIV/AIDS Law:

The Florida HIV/AIDS Law can be found in the Florida Statutes published yearly. In the recent
2009 Florida Statutes, all laws regarding HIV/AIDS can be found under Title XXIX-Public Health, Chapter
381.

2009 Florida Statutes
381.0034 Requirement for instruction on HIV and AIDS:

Besides including the introduction portion of this course, the statute requires that each person
licensed or certified under chapter 401, 467, part IV of chapter 468 or chapter 483 submit confirmation of
having completed and HIV/AIDS course, on a form provided by the department, when submitting fees or
application for each biennial renewal.

381.004 HIV testing:

(1) LEGISLATIVE INTENT.--The Legislature finds that the use of tests designed to reveal a condition
indicative of human immunodeficiency virus infection can be a valuable tool in protecting the public
health.

(2) DEFINITIONS.--As used in this section:

(a) "HIV test" means a test ordered after July 6, 1988, to determine the presence of the antibody or
antigen to human immunodeficiency virus or the presence of human immunodeficiency virus infection.

(b) "HIV test result" means a laboratory report of a human immunodeficiency virus test result entered into
a medical record on or after July 6, 1988, or any report or notation in a medical record of a laboratory
report of a human immunodeficiency virus test. As used in this section, the term "HIV test result" does not
include test results reported to a health care provider by a patient.

(c) "Significant exposure" means:

1. Exposure to blood or body fluids through needlestick, instruments, or sharps;
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2. Exposure of mucous membranes to visible blood or body fluids, to which universal precautions apply
according to the National Centers for Disease Control and Prevention, including, without limitations, the
following body fluids:

a. Blood.
b. Semen.

c. Vaginal secretions.

d. Cerebro-spinal fluid (CSF).

e. Synovial fluid.

f. Pleural fluid.

g. Peritoneal fluid.

h. Pericardial fluid.

i. Amniotic fluid.

j- Laboratory specimens that contain HIV (e.g., suspensions of concentrated virus); or

3. Exposure of skin to visible blood or body fluids, especially when the exposed skin is chapped,
abraded, or afflicted with dermatitis or the contact is prolonged or involving an extensive area.

(d) "Preliminary HIV test" means an antibody screening test, such as the enzyme-linked immunosorbent
assays (ELISASs) or the Single-Use Diagnostic System (SUDS).

(e) "Test subject" or "subject of the test" means the person upon whom an HIV test is performed, or the
person who has legal authority to make health care decisions for the test subject.

(3) HUMAN IMMUNODEFICIENCY VIRUS TESTING; INFORMED CONSENT; RESULTS;
COUNSELING; CONFIDENTIALITY.0

Human Immunodeficiency Virus Testing:

There are several human immunodeficiency virus (HIV) tests used to detect antibodies to HIV or the
genetic material (DNA or RNA) in blood and other types of samples.

a) Enzyme-linked immunosorbent assay (ELISA)
b) Western blot

c) Polymerase chain reaction (PCR)

d) Indirect fluorescent antibody (IFA)

Informed Consent:

a) No one has the authority to order a test that has been deem to identify the human
immunodeficiency virus, or its antigen or antibody, without first obtaining the informed consent of
the person upon whom the test is being performed, there are some exception of this informed
consent.

b) Prior to obtaining an informed consent the patient should receive an explanation of the right to
confidential treatment of information identifying the subject of the test and the results of the test to
the extent provided by law. Information shall also be provided on the fact that a positive HIV test
result will be reported to the county health department with sufficient information to identify the
test subject and on the availability and location of sites at which anonymous testing is performed.

c) The consent do not need to be in writing as long as there is sufficient documentation in the
medical record that the test has been explained and the consent has been obtained.

d) linformed consent must be obtained from a legal guardian or other person authorized by law
when the person:

i. Is not competent, is incapacitated, or is otherwise unable to make an informed
judgment; or
ii. Has not reached the age of majority, except as provided in s. 384.30.
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Informed Consent Not Required:
Certain situation are exempted from requiring an informed consent, the exemptions included are:
a) When testing required by state or federal law or by rule including the following situations:

1. Testing persons convicted of prostitution or procuring another to commit prostitution
2. Testing by a medical examiner
3. Testing during a bona fide medical emergency when knowledge of results is necessary
for providing appropriate emergency care or treatment and patient is unable to consent
as documented in medical record
4. When testing by blood, organ, semen, plasma, skin or other tissue banks
5. When obtaining informed consent would be detrimental to patient as supported by
documentation in the medical record and results are necessary to diagnosis and
treatment (does not provide for routine testing without informed consent)
b) When testing as part of an authorized autopsy
c) When victim of sexual battery requests the defendant be tested
d) When mandated by court order
e) For anonymous epidemiological research
f)  When testing donated eyes or corneas
g) Testing in the event of a significant exposure (consent must be sought, but if source refuses, can
be done if blood was previously obtained for another purpose). Document all circumstances. If no
blood available and source refuses, a court order may be obtained to direct the source to submit
to testing.
h) Test can be done in case of medical emergency where a significant exposure has occurred and
the source expired or could not be resuscitated
i)  When testing hospitalized infant for appropriate diagnosis and treatment when parent cannot be
contacted to give consent
i)  When testing to monitor progress of previously positive patient
k) When repeat testing to monitor possible conversion after significant exposure.

Results:

a) Preliminary test results may be released to licensed physicians or the medical or nonmedical
personnel involved in the care of the patient.

b) Justification for use of preliminary results must be documented in the medical record by the
provider who ordered the test

c) Does not provide for routine identification of HIV-infected persons or when HIV testing is
incidental to the preliminary diagnosis or care of a patient.

d) Identity and results of test are confidential and may not be released except to:

i. Test subject and/or legally authorized representative
ii. Any person designated in a legally effective release (including 3" party payors).
General release not sufficient (must specify HIV results).
iii. To other persons subsequently authorized in a release issued by the test subject
iv.  Agent, employee or provider participating in the care of the patient or who
handles/processes body fluids or tissues (has a fineed
V. Health care providers consulting between themselves for purpose of providing
diagnosis or treatment

Vi. The department in accordance with rules for reporting and disease control
Vil. Blood/Organ/Tissue/Semen banks
viii. Authorized medical or epidemiological researchers

iX. Person allowed access by court order

X. Employees of the department or of child-placing or child-caring agencies or foster
families, adult custodian, adult relative or adoptive parents

Xi. Employees of residential facilities or community-based care programs for
developmentally disabled persons
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Xil. Medical or non-medical personnel subject to a significant exposure during medical
practice or in performance of professional duties

Xiil. Medical examiner shall disclose positive HIV results for the purpose of reporting and
controlling the spread of disease

Xiv. Whenever disclosure is made pursuant to this section, it shall be accompanied by a
statement in writing which includes the foll o
disclosed to you from records whose confidentiality is protected by state law. State
law prohibits you from making any further disclosure without the specific written
consent of the person to whom such information pertains, or as otherwise permitted
by state law. A general authorization for the release of medical or other information is
NOT sufficient for this purpose. o

Counseling:

Each county health department shall provide a program of counseling and testing for human
immunodeficiency virus infection, on both an anonymous and confidential basis. Counseling provided to a
patient tested on both an anonymous and confidential basis shall include:

a) informing the patient of the availability of partner-notification services
b) the benefits of such services
¢) and the confidentiality protections available as part of such services

Confidentiality:

Inappropriate disclosure of diagnosis of any STD including HIV/AIDS by any person who knew or should
have known the nature of the information and maliciously, or for monetary gain makes this information
known to any other person (except to a physician or nurse employed by the department or to a law
enforcement agency) commits a felony of the third degree.

384.24 Unlawful Acts

It is unlawful and considered a 1% degree felony to have sexual intercourse with another person unless
the other person has first been informed of the presence of a sexually transmitted disease and has
consented to sex (where the source knows he/she is infected and has been informed that he/she may

communicate the disease to others). This includes HIV, chancroid, gonorrhea, granuloma inguinale,
lymphgranuloma venereum, genital herpes simplex, chlamydia, syphilis, PID/acute salpingitis, NGU.
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TEST

1) All of the following are available tests for Human Immunodeficiency Virus Testing, except:
a) Enzyme-linked immunosorbent assay (ELISA)
b) Ligase Productivity
¢) Polymerase chain reaction (PCR)
d) Indirect fluorescent antibody (IFA)
2) A consentis needed at all time in order to test for HIV:
a) True
b) False
3) The World health Organization (WHO) advice healthcare workers to:
a) to protect themselves from blood-borne infections
b) Preventing two-handed recapping of needles.
c) Promptly and carefully cleaning up spills of blood and other body fluids.
d) All of the above
4) HIV infection happens when the CD4 count falls below 200/mL:
a) True
b) False
5) The highest incidence of HIV exposure between healthcare are:
a) Technologists
b) Dialysis technicians
c) Nurses
d) Non-clinicallaboratory technicians
6) The immediate treatment with antiretroviral drugs is known as:
a) Post Exposure Pophylaxis
b) HIV Genetic Treatment
c) HIV Exposure Surveillance
d) HIV Diagnostic System
7) Each county health department shall provide a program of counseling and testing for HIV infection:
a) True
b) False
8) Having sexual intercourse without notify the partner of the presence of a sexually transmited disease
is considered:
a) Acrime
b) Punishable by law
c) 1% degree felony
d) All of the above
9) Alllicensed as a clinical laboratory personnel must have a course in the mode of transmission of
HIV/AIDS:
a) True
b) False
10) The CDC estimates that more than are infected with HIV:

a) One million people
b) Five million people
C) ¥ of the population
d) None of the above
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Medical Errors Biennium 2008 - 2010

This course meets the 2-hours Medical Errors continuing education requirement for healthcare providers
in the state of Florida.

Objectives:
Explain the document of the Institute of Medicine
Describe Types of Medical Errors
Describe Causes of Medical Errors
Explain the Prevention of Medical Errors
Discuss the Position of the Joint Commission
Explain the Root Cause Analysis
Explain the role of the Patient and the Caregiver in Medical Errors

Background

In 1999 the Institute of Medicine (IOM) presented a report titledTo Err Is Human: Building A Safer Health
System. This report was focusing its attention to the issues of medical errors and patient safety, stating
that in the United States an estimated 44,000 to 98,000 people died unnecessary in hospitals due to
medical errors.

In comparison to other causes of death in the United States, medical errors are the eighth leading causes of
death. It is even higher than auto accidents, which is estimated at 43,458, breast cancer at 42,297and AIDS at
16,516. The amount of death estimated due to medication errors alone in the U.S. is about 7,000 people per year,
calculating this to be 16 percent higher than death associated to work-related injuries.

As a result of the IOM report, President Clinton ordered the Quality Interagency Coordination Task Force (QuIC) to
make recommendations on improving health care quality and protecting patient safety responding to the report.
According to the CDC (2001), the statistics showed that in the United States five other causes led to more deaths
than medical errors:

Heart Disease 700,000
Cancer 554,000
Stroke 164,000
Chronic lower respiratory disease 123,000
Accidents 102,000

Types of Medical Errors

Adverse Event i undesirable and unintentional, though not necessarily unexpected, results of medical
treatment. An example of an adverse event is discomfort in an artificial joint that continues after the
expected recovery period, or a chronic headache following a spinal tap. A medical error, on the other
hand, is an adverse event that could be prevented given the current state of medical knowledge.

The QuIC task force expanded the IOM's working definition of a medical error to cover as many types of
errors as possible. Their definition of a medical error is as follows: "The failure of a planned action to be
completed as intended or the use of a wrong plan to achieve an aim. Errors can include problems in
practice, products, procedures, and systems." A useful, brief definition of a medical error is that it is a
preventable adverse event (QulC, 2000). In reality, medical errors cannot be set to one specific
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classification as this may cover various areas. The report presented by QuIC in 2000 listed five different
classifications in order to narrow down the areas of incidence. These include:

type of health care given (medication, surgery, diagnostic imaging, etc.)

severity of the injury (minor discomfort, serious injury, death, etc.)

legal definitions (negligence, malpractice, etc.)

setting (hospital, emergency room, intensive care unit, nursing home, etc.)

persons involved (physician, nurse, laboratorian, pharmacist, patient, etc.)

According t o Fr eynpdrt&ncesoftheseiffedetit)ways th ¢lassify medical errors is their
indication that different types of errors require different approaches to prevention and problem solving.
For example, medication errors are often related to such communication problems as misspelled words or
illegible handwriting, whereas surgical errors are often related to unclear or misinterpreted diagnostic

i mageso.

A. Laboratory Errors:

There are two types of errors that can be reflected within the clinical and anatomical laboratories. Medical
error has been defined as A commission or an omission with potentially negative consequences for the
patient that would have been judged wrong by skilled and knowledgeable peers at the time it occurred,
regardl ess of whether there wai2005aThycomneisgianteirore conseque.
involves action, and the omission error involving inactions. The commission errors can be related to errors
such as a test specimen being mislabeled, blood samples being drawn from the wrong patient, and even
incubating test or specimens at the incorrect temperature. On the other hand, omission errors may
include errors such as omitting a reagent in a test, failure to communicate the results of a critical test, and
forgetting to collect a specimen at a specified time. The recognized errors discovered in laboratory
practices vary between laboratories and depend on many factors, not least of which is the competence of
the pathologist and technicians.

Causes for Laboratory Errors:
Humans?
Reagents?
Instruments?
Other?

Types of Laboratory Errors

The mistakes occuring in the laboratories are based in the levels of pre-analytic, analytic and post-
analytic. It is diffiucult to pinpoint at what level laboratory errors occur. The outsider or clinicians attributes
laboratory errors to the analytical level. However, many studies have shown that 68 to 87% of the
laboratory errors occur at the pre-analytic and post-analytic level. According to Pai (2005), In the clinical

| aboratory A v éimeiofasbnple sollestiancahd leagth of time of application of a tourniquet
can affect haematological and biochemical values. Drug interactions may interfere in various analyses
and have been known to confound the best of clinicians. In the era of automation, there are fewer analytic
errorsa Some literature have reported that in surgical pathology the errors are more frequently in the
post-analytical level giving as example a faulty transcription or understanding of the report.

a. Pre-Analytical Errors

Preanalytic medical errors begin with the patient and the places he or she receives medical care
the bedside, chair-side, hospital, clinic--wherever the patient is located.
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The possibility for these errors continues through the ordering processes for medical tests or
procedures.

Preanalytic medical errors also happen with the systems, processes, and procedures involved in
the collection of test samples from patients.

These medical errors occur during the time before the laboratory is directly involved in assaying and
analyzing test samples.

Sample identification - Wrong patient

Order/Entry Errors - Wrong test

Sample integrity/timing - Wrong timing

Phlebotomy technique - Wrong collection procedure
Wrong tube, container, additive

> I>» I>» >

b. Analytical Errors

Medical errors also occur in the analytic processes and systems of patient care.

Analytic errors begin with problems in the transportation of medical samples for testing. These occur
between the patient's location and the testing facility. They happen during the time between specimen
collection and arrival in the testing facility.

The possibility for analytic medical error continues through the analytic processes and procedures of
medical testing.

Analytic medical error also includes systems, processes, and procedures involved in the transmission
and reporting of test results.

These medical errors occur during the time the laboratory is directly involved in receiving, analyzing,
and reporting test samples.

Wrong transport storage or temperature

Delay in transport

Sample mixup during transport

Acceptance of unacceptable samples that are insufficient, hemolyzed, or clotted
Centrifugation, mixing, and other test sample preparation errors
Wrong test procedures

Test control errors

Sample mixup during testing

Outdated reagents

Wrong reagents

Test result mixup

Transcription errors

Data reporting process errors and result report delays

> > > > D> > D> D> D> >

c. Post-Analytical Errors

Errors also occur after analyses are completed and reported. Postanalytic errors begin with the medical
professionals who receive test results, and they include interpretation of the results.
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These errors can occur at--the bedside, chair-side, hospital, clinic-- wherever the patient and the medical
professional are located. The possibility for postanalytic medical error continues through diagnosis and
treatment procedures and processes. These medical errors occur during the time after the laboratory
reports test results.

These medical errors occur during the time after the laboratory reports test results.

Wrong test value associated with patient

Wrong test interpretation

Wrong diagnosis

Wrong treatment

Accessioning--name on specimen and tube do not match, put different numbers on form
and tube

Specimen Analysis--misidentify patient, misread results

Enter Results in computer--enter the incorrect result

Report Results--report to wrong provider

> I>» I > I

> I>» >

Headlines of Laboratory Errors

ALaboratory Errors Suspec EmedgenaysMedicmeideews of Two Deat hso
In June, the hospital laboratory did not verify the new reagent used in the PT measurement
device, and as a result, the 1SI used to calculate the INR was incorrect for the reagent used. The
World Health Organization recommends use of the INR to standardize PT results from various
manufacturers' devices and testing reagents

fiSuit Says Transplant ErroNYTWaes Cause in Baby's Deatho
A laboratory mixed up the blood types of the baby's parents and incorrectly identified the father
as a suitable donor of a partial liver when; in fact, the mother should have been the donor.
Although subsequent blood tests revealed the father's true blood type, hospital personnel did not
notice the mismatch. Mother and baby had Type O blood; the father is Type A.

AHospitals move t o c RittsbhuigaPog Gazaitel s | ab error s o
Diagnosed with a deadly neuroendocrine cancer at age 34, Kim Tutt was told she might have just
months to live. After five surgeries to excise a cyst under her gum, remove her lower jaw and
teeth, and reconstruct her face with bone taken from her lower leg, the Tyler, Texas, mother of
two heard some shocking news: The slides from the biopsy of her cyst had been contaminated by
cells from another patient, and she had never had cancer in the first place.

fAllegations of medical lab errors mountingd The Boston Globe
When the 47-year-old woman from Ohio got back the results of her breast biopsy from Magee-
Womens Hospital in 1999, she faced few medical options. The lab found invasive cancer
requiring immediate surgery. She promptly underwent a mastectomy, followed by two months of
painful radiation treatments, unaware that there had been a mistake. It turned out that the hospital
lab had mistakenly switched biopsy specimens. She had no cancer. The positive reading
belonged to a 64-year-old Pennsylvania woman.

B. Medication Errors:

These are errors that may occur outside of hospitals. The administration or dispense of prescriptions
account for a major percentage of Medical Errors. In 1999 the The Massachusetts State Board of
Registration in Pharmacy reported that an estimated 2.4 million prescriptions are filled incorrectly each
year in that stated this is only one of 50 states.
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C. Near Misses:

When a reference is made to near mi s s medicd €&énts that
avert unwanted consequences. A person or something identifies and corrects harmful influences before
they cause adverse events.

D. Medical Negligence:

Unfortunately, adverse events do occur in healthcare situations. They may or may not be

preventable and they may or may not involve medical negligence. Medical negligence is the legal term
describing the adverse events involving patient care that fails to meet specific, established standards.
Medical negligence occurs when a medical professional does or does not perform the correct action,
resulting in great patient harm (an adverse event).

Causes of Medical Errors

The mere mention of medical errors makes one wonder about the involvement of such errors. Most
people believe that medical errors usually involve drugs, such as a patient getting the wrong prescription
or dosage, or mishandled surgeries, such as amputation of the wrong limb. The truth is that the causes of
medical errors are complex and not yet completely understood. Some causes that have been identified
include the following:

Communication Errors

One widely publicized case from 1994 involved the death of a Boston newspaper columnist from an
overdose of chemotherapy for breast cancer due to misinterpretation of the doctor's prescription; the
patient was given four times the correct daily dose, when the doctor intended the dosage to be
administered instead over a four-day period. Other cases involve medication mix-ups due to drugs with
very similar names. The Food and Drug Administration (FDA) has identified no fewer than 600 pairs of
look-alike or sound-alike drug names since 1992.

The increasing specialization and fragmentation of health care. The more people involved in a patient's
treatment, the greater the possibility that important information will be missing along the chain.

Human errors resulting from overwork and burnout

For some years, hospital interns, residents, and nurses have attributed many of the errors made in patient
care to the long hours they are expected to work, many times with inadequate sleep. With the coming of
managed care, many hospitals have cut the size of their nursing staff and require those that remain to
work mandatory overtime shifts. A study published in the Journal of the American Medical Association in
October 2002 found a clear correlation between higher-than-average rates of patient mortality and higher-
than-average ratios of patients to nurses.

Laboratory Errors

Most laboratory errors are the result of human action or a human interaction with an instrument of
reagent. Daily Quality Control is intended to verify that instruments and reagents are working properly.
Errors related to equipment and reagents are often the result of humans failing to detect problems
through QC.

Manufacturing/Blood Transfusion Errors
Instances have been reported of blood products being mislabeled during the production process, resulting
in patients being given transfusions of an incompatible blood type.

Equipment Failure
A typical example of equipment failure might be intravenous pump with a malfunctioning valve, which
would allow too much of the patient's medication to be delivered over too short a time period.
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Diagnostic Errors

A misdiagnosed illness can lead the doctor to prescribe an inappropriate type of treatment. Errors in
interpreting diagnostic imaging have resulted in surgeons operating on the wrong side of the patient's
body. Another common form of diagnostic error is failure to act on abnormal test results.

Poorly designed buildings and facilities
Hallways that end in sharp right angles, for example, increase the likelihood of falls or collisions between
people on foot and patients being wheeled to an operating room.

No matter how we view medical errors when they happen they can be attributed to one or more of the
categories:

Diagnoses

Treatments

Performance

Communications

Systems

Medications

Where do Medical Errors Occur?

Medical errors are not just an association with a hospital setting. There are many non-hospital sites where
medical errors may occur and these include:

Non-hospital Laboratories

Nursing homes

Home health care

End-of-life care

Doctorbés offices
Urgent Care centers

Cost of Medical Errors

In terms of health-care costs, the IOM report estimated that medical errors cost the United States about
$37.6 billion each year; about half this sum pays for direct health care.

Prevention of Medical Errors

All available research reflects that medical errors in their majority can be prevented. One of the studies
indicates that 70 percent of adverse events found in a review of 1,133 medical records were preventable
6 percent were potentially preventable; and 24 percent were not preventable. A study, based on a chart
review of 15,000 medical records in Colorado and Utah; found that 54 percent of surgical errors were
preventable.
In the laboratory, maintaining a good communication between clinicans and pathologists can be a source
to reduce all levels of errors. Understanding the various available tests and work together as to a
diagnosis and course of treatment may be the key to error reduction. The communication can be based
on:

a. Making requisitions and reports clear and standardized

b. Inclusion of a comment on the report

c. Follow process with a call
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Accor di ng t cErrdsan clinici2nOn@eipretationfimay be the result of a misunderstanding or
unfamiliarity with terminology. It is a fairly common practice in surgical pathology to include a comment in
the final report that may clarify a point or increase the doctor's understanding of the reporta

Ways of thinking about Medical Errors

a. Who to blame for Medical Errors?:
In the report by Frey (2009), e x p | a i n e subjecathat Wabeen emphasized in recent reports on
medical errors is the need to move away from a search for individual culprits to blame for medical
errors. This judgmental approach has sometimes been called the "name, shame, and blame game." It
is characterized by the belief that medical errors result from inadequate training or from a few "bad
apples" in the system. It is then assumed that medical errors can be reduced or eliminated by
identifying the individuals, and firing or disciplining them. The major drawback of this judgmental
attitude is that it makes health care workers hesitate to report errors for fear of losing their own jobs or
fear of some other form of reprisal. As a result of underreporting, hospital managers and others
concerned with patient safety often do not have an accurate picture of the frequency of occurrence of
some types of medical errorsd The IOM report concluded that the majority of medical errors were not
the fault of the individual practitioners, but the fault of systemic processes!

b. What being done?

The QuIC presented the recommended report to the president urging the adoption of model
borrowed from industry that incorporates systems analysis. The use of an industrial model is found to
be a continuous quality improvement model (CQI). At the arising of medical errors concerns,many
hospitals implemented error-reduction programs based on CQI concepts and have found that a non
punitive system of reporting errors can be implemented busting the trust of the employee and the
reporting of medical errors. The report of the QuIC focused on concepts to create a national focus on
patient safety, performance standards and expectation for safety and the implementation of safety
systems in health care organization. The report of the IOM published a follow-up report: Crossing the
Quality Chasm: A New Health Care System for the 21st Century and a National Initiatives known as
The National Summit on Medical Errors and Patient Safety Research.

Root Cause Analysis

Situations which are recurring with the greatest frequency and consume the most resources to rectify
are the candidates for root cause analysis

x  Root Cause Analysis: Identifying possible problems to be analyzed
Look for recurring problems. If something happens multiple times, consider
reviewing the process and look for ways to make changes that will prevent the
problem from occurring.

x  Root Cause Analysis: Evaluate the Process
Once problems are identified, review the entire process and look for opportunities for

errors to occur. It is important to include the people who perform the process since
they know it best.
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x  Root Cause Analysis: Identify Potential Changes
Identify changes that could be made to prevent errors from occurring again
x  Root Cause Analysis: Is it more cost effective to keep putting out the fires?

Once possible solutions are identified, you must consider the cost versus the cost of

an error. In some cases costs of making a change may be much more that the cost

of an error. For example, a scale in the doct
are off by 5 pounds. For an adult it would not be a big problem but what about for a

child? How about an infant?

x  Root Cause Analysis

Is it more cost effective to keep putting out the fires?
0 In some cases the cost of a solution might be much more than the cost of
dealing with the errors
A Example-a robotic instrument can be purchased that will process 100
specimens per hour with virtually 0% errors. The cost is 20 times the
cost of employing 2 technologists to process the specimens. If the
technologist makes an average of 2 errors per month, is it enough to
justify the additional cost? What would your decision depend on?

Joint Commission & Medical Errors

The Joint Commission (JACHO) was founded in 1951 in order to seek a continuous improvement in
health care for the public, in collaboration with other stakeholders, by evaluating health care organizations
and inspiring them to excel in providing safe and effective care of the highest quality and value. The Joint
Commission evaluates and accredits more than 17,000 health care organizations and programs in the
United States. An independent, not-for-profit organization, The Joint Commission is the nation's oldest
and largest standards-setting and accrediting body in health care.

Position Statement: The Joint Commission on Accreditation of Healthcare Organizations is committed to
improving patient safety through its accreditation process. Meaningful improvement in patient safety will
eventually be reflected by a significant reduction in the number of medical/health care errors that result in
harm to patients.

Steps to achieve goals outlined in position statement:
1. Identification of the errors that occur.

2. Analysis of each error to determine the underlying factors -- the "root causes" -- that, if eliminated,
could reduce the risk of similar errors in the future.

3. Compilation of data about error frequency and type and the root causes of these errors.

4. Dissemination of information about these errors and their root causes to permit health care
organizations, where appropriate, to redesign their systems and processes to reduce the risk of
future errors.

5. Periodic assessment of the effectiveness of the efforts taken to reduce the risk of errors.
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JACHO Sentinel Event Policy:

In support of its mission to continuously improve the safety and quality of health care provided to the

public, The Joint Commi ssi on rsponse¢wentinel evgnisiniitz at i ons 6

accreditation process, including all full accreditation surveys and random unannounced surveys and,
as appropriate, for-cause surveys.

A sentinel event is an unexpected occurrence involving death or serious physical or
psychological injury, or the risk thereof. Serious injury specifically includes loss of limb or
function. The phrase fior the risk thereofod
recurrence would carry a significant chance of a serious adverse outcome.

Such events are called fAisentinel o because they

and response.

The terms fisentinel event o and fimedical erroro

occur because of an error and not all errors result in sentinel events.

JACHO 2010 Laboratory National Patient Safety Goals

The purpose of the National Patient Safety Goals is to improve patient safety. The Goals focus on
problems in health care safety and how to solve them.

Goal i Improve the accuracy of patient identification.
A. Use of Two Patient Identifiers (NPSG.01.01.01)
Identify patients correctly: Use at least two ways to identify patients. For example, use the
pat i ent @nddate af meh. This is done to make sure that each patient gets the medicine
and treatment meant for them.

Goal i Improve the effectiveness of communication among caregivers.
A. Timely Reporting of Critical Tests and Critical Results (NPSG.02.03.01)
Improve staff communication: Quickly get important test results to the right staff person.

Goal i Reduce the risk of health carei associated infections.
A. Meeting Hand Hygiene Guidelines (NPSG.07.01.01)

Prevent infection Use the hand cleaning guidelines from the Centers for Disease Control and
Prevention or the World Health Organization.

Improvement for Medical Errors

Current proposals for reducing the rate of medical errors in the American health care system include the
following:

Adopt stricter standards of acceptable error rates.
Standardize medical equipment and build in mechanical safeguards against human error.
Improve the working conditions for nurses and other hospital staff.

Make use of new technology to improve accuracy in medication dosages and recording patients'
vital signs.

Develop a nationwide database for error reporting and analysis.

Encourage patients to become more active participants in their own health care.

Address the fact that both patients and physicians have emotional as well as knowledge-related
needs around the issue of medical errors.
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The Role of the Patient

Medical Errors have been the number one issue in patient care. Patients can take an important role in
reducingthe rate of medical errors. The QuIC task force initiated awareness that will help patients improve
the safety of their health care. One of these fact sheets, entitled "Five Steps to Safer Health Care," gives
the following tips:

Do not hesitate to ask questions of your health-care provider, and ask him or her for explanations
that you can understand.

Keep lists of all medications, including over-thecounter items as well as prescribed drugs.

Ask for the results of all tests and procedures, and find out what the results mean for you.

Find out what choices are available to you if your doctor recommends hospital care.

If your doctor suggests surgery, ask for information about the procedure itself, the reasons for it,
and exactly what will happen during the operation.
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10.

TEST

Types of Laboratory Errors includes all, except:

a) Pre Analytical Errors
b) Analytical Errors

c) Post Analytical Errors
d) Enzymatic Errors

Daily quality control is intended to verify that instruments and reagents are working properly:

a) True
b) False

In the United States, approximaetely died due to medical errors:

a) 44,0007 98,000
b) 10,0007 30,000
c) 110,0007 144,000
d) 144,0007 150,000

Which of the following is considered to be a cause of Medical Errors?

a) Communications
b) Manufacturing

c) Diagnostic

d) All of the above

The position statement for The Joint Commission includes identification of the errors that occur:
a) True

b) False

JACHO 2010 Laboratory National Patient Safety Goal includes:

a) Use of two patient identifier

b) Communication beween caregiver

¢) Reduce the risk of healthcare associated infections
d) All of the above

As a patient responsibility it is important that they keep a list of their medications:

a) True

b) False

Medical Errors are the leading cause of death in the United States.
a) Second

b) Four

c) Sixth

d) Eighth

An Analytical Error can begin in the transportation of medical samples for testing:
a) True

b) False

According to the IOM report Medical Errors in the United Staes is costing about a year:
a) 37.6 million

b) 37.6 billion

c) 37.6 trillion

d) 376 million
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Florida Histology Licensure: The Rules & Regulations
Biennium 2008-2010

This course meets the Rules & Law continuing education requirement for healthcare providers in the state
of Florida.

Objectives:

Define the difference between Statutes, Rules & Regulations

Review the Florida Statutes F.S. Chapter 483

Review the Florida Board of Clinical Laboratory Personnel Rules 64B3
Review the Rules directed to the Histotechnology field

Review and clarify rule updates

Statutes vs. Rules & Regulations
Statute

A Alaw established by an act of the legislature.
A Under the U.S. and state constitutions, statutes are considered the primary source of law in the
U.S. -- that is, legislatures make the law (statutes) and courts interpret the law (cases).

Rules
A To control the will and actions of
A To exercise authority or dominion over
A Togovern
A To manage
Regulations

A Regulations are rules, written in outline form, that are designed to fill in the details of the broad
concepts mandated by the legislature in statutes.
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Florida Statutes

Chapter 483
PART Ill
CLINICAL LABORATORY PERSONNEL
(SS. 483.800 - 483.828)

Chapter 483.800 - Declaration of Policy and Statement of Purpose

The purpose of this part is to protect the public health, safety, and welfare of the people of this state from
the hazards of improper performance by clinical laboratory personnel.

The protection of public and individual health requires the licensure of clinical laboratory personnel who
meet minimum requirements for safe practice.

Chapter 483.801 - Exemptions

(1) Clinical laboratories operated by the United States Government.

(2) Laboratories operated and maintained exclusively for research and teaching purposes, involving no
patient or public health service whatsoever.

(3) Persons engaged in testing performed by laboratories regulated under s. 483.035(1) or exempt from
regulation under s. 483.031(2).

(4) Respiratory therapists and respiratory care practitioners certified or registered under part V of chapter
468.

(5) Advanced registered nurse practitioners licensed under part | of chapter 464 who perform provider-
performed microscopy procedures (PPMP) in an exclusive-use laboratory setting.

Chapter 483.803 - Definitions

"Clinical laboratory personnel” includes a clinical laboratory director, supervisor, technologist, blood gas
analyst, or technician who performs or is responsible for laboratory test procedures.

DO NOT include trainees, persons who perform screening for blood banks or plasmapheresis centers,
phlebotomists, or persons employed by a clinical laboratory to perform manual pretesting duties or
clerical, personnel, or other administrative responsibilities, or persons engaged in testing performed by
laboratories regulated under s. 483.035(1) or exempt from regulation under s. 483.031(2).

"Clinical laboratory trainee" means any person having qualifying education who is enrolled in a clinical
laboratory training program approved pursuant to s. 483.811 and who is seeking experience required to

meet minimum qualifications for licensing in this state.

Trainees may perform procedures under direct and responsible supervision of duly licensed clinical
laboratory personnel, but they may not report test results.
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Chapter 483.805 - Board of Clinical Laboratory Personnel

There is created within the department the Board of Clinical Laboratory Personnel, composed of seven
members appointed by the Governor and confirmed by the Senate.

* Five Members should be licensed

* Two members should be state citizens never licensed and not attached to the clinical professions.

Clinical
Laboratory
Director
Clinical Clinical
Laboratory Laboratory
Supervisor Supervisor
Clinical Clinical
Laboratory Laboratory
Personnel Personnel
Chapter 483.807 - Fees; Establishment; Disposition
Non Refundable Application Fee not to exceed: $200.00
Initial Licensure Fee may not exceed: $100.00
Licensure by Endorsement not to exceed: $100.00
Biennial renewal fee may not exceed: $150.00
Inactive status or reactivation may not exceed: $50.00
Training Initial application shall not exceed: $20.00
Training Program may not exceed: $300.00

Chapter 483.809 - Licensure; examination; registration of Trainees; Approval of Curriculum

(1) LICENSING.--The department shall provide biennial licensure of all clinical laboratory personnel who
the board certifies have met the requirements of this part. The license of any person who fails to pay a
required fee or otherwise fails to qualify within 60 days after the date of expiration of such license shall be
automatically canceled without notice or further proceedings unless the individual has made application
for inactive status pursuant to s. 483.819.

(2) EXAMINATIONS.--The department shall conduct examinations required by board rules to determine in
part the qualification of clinical laboratory personnel for licensure. The board by rule may designate a
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national certification examination that may be accepted in lieu of state examination for clinical laboratory
personnel or public health scientists.

(3) REGISTRATION OF TRAINEES.--The department shall provide for registration of clinical laboratory
trainees who are enrolled in a training program approved pursuant to s. 483.811, which registration may
not be renewed except upon special authorization of the board.

(4) APPROVAL OF CURRICULUM IN SCHOOLS AND COLLEGES.--The board may approve the
curriculum in schools and colleges offering education and training leading toward qualification for

licensure under this part.

Chapter 483.811 - Approval of Laboratory Personnel Training Programs

1. The Board will approve clinical laboratories for training programs

2. Adopt rules for the training programs, including curriculum, educational objectives, evaluation
procedures, personnel licensure requirements, pre-entry requirements and length of clinical training.

3. The Board shall approve training programs for laboratory technicians in a hospital or clinical laboratory
under the supervision of a Clinical Laboratory Director. Any person who completes a training program

must pass, before licensure, an examination given by the department. (For Histology is the ASCP).

4. The Department may inspect Laboratory Personnel training programs and may terminate a program
that no longer meets their criteria's.

Chapter 483.812 - Public Health Laboratory Scientists

Chapter 483.813 - Clinical Laboratory Personnel License

A person may not conduct a clinical laboratory examination or report the results of such examination
unless such person is licensed under this part to perform such procedures.

However, this provision does not apply to any practitioner of the healing arts authorized to practice in this
state or to persons engaged in testing performed by laboratories regulated under s. 483.035(1) or exempt

from regulation under s. 483.031(2).

The department may grant a temporary license to any candidate it deems properly qualified, for a period
not to exceed 1 year.

Chapter 483.815 - Application for Clinical Laboratory Personnel License

An application for a clinical laboratory personnel license shall be made under oath on forms provided by
the department and shall be accompanied by payment of fees as provided by this part.

A license may be issued authorizing the performance of procedures of one or more categories.
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Chapter 483.817 - Renewal of Clinical Laboratory Personnel License

(1) The department shall renew a license upon receipt of a renewal application and fee and upon
certification by the board that the licensee has demonstrated her or his competence.

(2) The board shall adopt rules establishing a procedure for the biennial renewal of clinical laboratory
personnel licenses.

Chapter 483.819 - Inactive Status

(1) A licensee may request that her or his license be placed in an inactive status by making application to
the department and paying a fee in an amount set by the board.

(2) A license that has been inactive for more than 1 year may be reactivated upon application to the
department. The board shall prescribe, by rule, continuing education requirements as a condition of
reactivating a license. The continuing education requirements for reactivating a license may not exceed
15 classroom hours for each year the license was inactive and in no event may exceed 65 classroom
hours for all years in which the license was inactive.

Chapter 483.823 - Periodic Demonstration of Competency; Continuing Education or Re-examination

(1) The board shall prescribe minimal qualifications for clinical laboratory personnel and shall issue a
license to any person who meets the minimum qualifications and who demonstrates that she or he
possesses the character, training, and ability to qualify in those areas for which the license is sought.

(2) Personnel qualifications may require appropriate education, training, or experience or the passing of
an examination in appropriate subjects or any combination of these, but no practitioner of the healing arts
licensed to practice in this state is required to obtain any license under this part or to pay any fee
hereunder except the fee required for clinical laboratory licensure.

Chapter 483.825 - Grounds for Disciplinary Actions

(a) Attempting to obtain, obtaining, or renewing a license or registration under this part by bribery, by
fraudulent misrepresentation, or through an error of the department or the board.

(b) Engaging in or attempting to engage in, or representing herself or himself as entitled to perform, any
clinical laboratory procedure or category of procedures not authorized pursuant to her or his license.

(c) Demonstrating incompetence or making consistent errors in the performance of clinical laboratory
examinations or procedures or erroneous reporting.

(d) Performing a test and rendering a report thereon to a person not authorized by law to receive such
services.

(e) Has been convicted or found guilty of, or entered a plea of nolo contendere to, regardless of
adjudication, a crime in any jurisdiction which directly relates to the activities of clinical laboratory
personnel or involves moral turpitude or fraudulent or dishonest dealing. The record of a conviction
certified or authenticated in such form as to be admissible in evidence under the laws of the state shall be
admissible as prima facie evidence of such guilt.
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(f) Having been adjudged mentally or physically incompetent.

(g) Aiding and abetting in the violation of any provision of this part or the rules adopted hereunder.
(h) Reporting a test result when no laboratory test was performed on a clinical specimen.

(i) Knowingly advertising false services or credentials.

()) Having a license revoked, suspended, or otherwise acted against, including the denial of licensure, by
the licensing authority of another jurisdiction. The licensing authority's acceptance of a relinquishment of a
license, stipulation, consent order, or other settlement, offered in response to or in anticipation of the filing
of administrative charges against the licensee, shall be construed as action against the licensee.

(k) Failing to report to the board, in writing, within 30 days that an action under paragraph (e), paragraph
(f), or paragraph (j) has been taken against the licensee or one's license to practice as clinical laboratory
personnel in another state, territory, country, or other jurisdiction.

() Being unable to perform or report clinical laboratory examinations with reasonable skill and safety to
patients by reason of iliness or use of alcohol, drugs, narcotics, chemicals, or any other type of material or
as a result of any mental or physical condition. In enforcing this paragraph, the department shall have,
upon a finding of the secretary or his or her designee that probable cause exists to believe that the
licensee is unable to practice because of the reasons stated in this paragraph, the authority to issue an
order to compel a licensee to submit to a mental or physical examination by physicians designated by the
department. If the licensee refuses to comply with such order, the department's order directing such
examination may be enforced by filing a petition for enforcement in the circuit court where the licensee
resides or does business.

The department shall be entitled to the summary procedure provided in s. 51.011. A licensee affected
under this paragraph shall at reasonable intervals be afforded an opportunity to demonstrate that he or
she can resume competent practice with reasonable skill and safety to patients.

(m) Delegating professional responsibilities to a person when the licensee delegating such responsibilities
knows, or has reason to know, that such person is not qualified by training, experience, or licensure to
perform them.

(n) Violating a previous order of the board entered in a disciplinary proceeding.

(o) Failing to report to the department a person or other licensee who the licensee knows is in violation of
this chapter or the rules of the department or board adopted hereunder.

(p) Making or filing a report which the licensee knows to be false, intentionally or negligently failing to file
a report or record required by state or federal law, willfully impeding or obstructing such filing or inducing
another person to do so, including, but not limited to, impeding an agent of the state from obtaining a
report or record for investigative purposes. Such reports or records shall include only those generated in
the capacity as licensed clinical laboratory personnel.

(q) Paying or receiving any commission, bonus, kickback, or rebate, or engaging in any split-fee
arrangement in any form whatsoever with a physician, organization, agency, or person, either directly or
indirectly for patients referred to providers of health care goods and services including, but not limited to,
hospitals, nursing homes, clinical laboratories, ambulatory surgical centers, or pharmacies.
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The provisions of this paragraph shall not be construed to prevent a clinical laboratory professional from
receiving a fee for professional consultation services.

(r) Exercising influence on a patient or client in such a manner as to exploit the patient or client for the
financial gain of the licensee or other third party, which shall include, but not be limited to, the promoting,
selling, or withholding of services, goods, appliances, referrals, or drugs.

(s) Practicing or offering to practice beyond the scope permitted by law or rule, or accepting or performing
professional services or responsibilities which the licensee knows or has reason to know that he or she is

not competent to perform.

(t) Misrepresenting or concealing a material fact at any time during any phase of the licensing,
investigative, or disciplinary process, procedure, or proceeding.

(u) Improperly interfering with an investigation or any disciplinary proceeding.

(v) Engaging in or attempting to engage in sexual misconduct, causing undue embarrassment or using
disparaging language or language of a sexual nature towards a patient, exploiting superior/subordinate,
professional/patient, instructor/student relationships for personal gain, sexual gratification, or advantage.
(w) Violating any provision of this chapter or chapter 456, or any rules adopted pursuant thereto.

(2) The board may enter an order denying licensure or imposing any of the penalties in s. 456.072(2)
against any applicant for licensure or licensee who is found guilty of violating any provision of subsection

(1) of this section or who is found guilty of violating any provision of s. 456.072(1).

(3) In determining the amount of the fine to be levied for a violation, as provided in subsection (1), the
following factors shall be considered:

(a) The severity of the violation, including the probability that death or serious harm to the health or safety
of any person will result or has resulted, the severity of the actual or potential harm, and the extent to
which the provisions of this part were violated.

(b) Actions taken by the licensee to correct the violation or to remedy complaints.

(c) Any previous violation by the licensee.

(d) The financial benefit to the licensee of committing or continuing the violation.

Chapter 483.828 - Penalties for Violations

1) Each of the following acts constitutes a felony of the third degree, punishable as provided in s.
775.082, s. 775.083, or s. 775.084:

(a) Practicing as clinical laboratory personnel without an active license.

(b) Using or attempting to use a license to practice as clinical laboratory personnel which is suspended or
revoked.
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(c) Attempting to obtain or obtaining a license to practice as clinical laboratory personnel by knowing
misrepresentation.

(2) Each of the following acts constitutes a misdemeanor of the first degree, punishable as provided in s.
775.082 or s. 775.083:

(&) Knowingly concealing information relating to violations of this part.
(b) Making any willfully false oath or affirmation whenever an oath or affirmation is required by this part.

(c) Leading the public to believe that one is licensed as clinical laboratory personnel, or is engaged in
licensed practice as clinical laboratory personnel, without holding a valid, active license.

Florida Rules & Regulations
64B3
BOARD OF CLINICAL LABORATORY PERSONNEL
CHAPTER 64B3-1 ORGANIZATION

CHAPTER 64B3-1.006 - Notices, Current Address of Licensees

If you hold a Professional Licensure you should maintain with the department:
1. acurrent mailing address
2. acurrent primary practice location

3. Must be done within 60 days, regardless if in or out of state.

CHAPTER 64B3-1.008 - Board Meetings

1. applies to Board Members
2. can obtain 1 hour ceu for attending a board meeting

CHAPTER 64B3-1.015 - Probable Cause Determinations

A A panel determines if there is probable cause violating one of the provisions of
the statutes.

A The probable cause panel is selected by the Chair of the Board.

A They meet accordingly to discuss the probable cause.

64B3-2 DEFINITIONS

CHAPTER 64B3-2.002 - Clinical Laboratory Personnel

Director=Cl i ni cal Laboratory Director qualified or |licensed
responsible for and assures the overall operation and administration of the clinical laboratory and fulfills
the responsibilities specified in Rule 64B3-13.001 F.A.C.
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Supervisor = person |licensed pursuant to the Boardds r |
supervision and oversight of technical and scientific operations in a clinical laboratory and fulfills the
responsibilities specified in Rule 64B3-13.002, F.A.C.

Technol ogist = person |icensed pursuant to the Boardods
independence practice and under general supervision, fulfills the responsibilities specified in Rule 64B3-

13.003, F.A.C.

Technician = person licensed pursuant t o t he Boarddés rules who practices
perform tests classified as highly complex pursuant to 42 CFR 493.17 (September 17, 1999),

incorporated by reference herein, only when under direct supervision of a licensed technologist,

supervisor, or director unless the technician meets the minimum qualifications contained in 42 CFR

493.1489 (September 7, 1999), incorporated by reference herein, and the requirements contained in

subsection 64B3-5.004(5), F.A.C, and fulfills the responsibilities specified in Rule 64B3-13.004, F.A.C.

General Supervision - supervision by a director, or supervisor who is available on a regular basis and who
is responsible for the overall performance of laboratory testing.

Direct Supervision - supervision by a director, supervisor, or technologist who is on the premises or is
available to the laboratory when test procedures are being performed and is responsible for the oversight

of testing and reporting results.

Accredited - Regional Accrediting agency for colleges/Universities recognized by the U.S. Department of
Education

Approval Laboratory - Laboratory approved to operate under F.S. 483.091 or equivalent to Chapter 483,
Part 1, F.S.

Year-12 months calendar year, except fAone year full ti me
One year FT experience - 1500 hours not less than 12 months not more than 36 months

Contact hours - CE offering at least 50 minutes in duration.

Academic science - Classes with a chemical or biological prefix

Applied science - physical, chemical or biological courses specific to a major.

Pertinent clinical laboratory experience - experience defined in Section 483.041, F.S., Experienced may
occur while licensed if in-state or state with licensure.

Not Acceptable Experience:
Industrial laboratories

Research laboratories, unless they involve human tissue and follow QA/QC procedure
comparable to those in the clinical lab.
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CHAPTER 64B3-2.003 - Definitions - Accredited program - Programs accredited by:

1. CAHEA - Committee on Allied Health Education and Accreditation

2. NAACLS - National Accrediting Agency for Clinical Laboratory Sciences
3. CAAHEP - Council on Accreditation of Allied Health Education Programs
4. ABHES - Accrediting Bureau of Health Education Schools

Independent practice authority to perform clinical laboratory testing and release of results without direct
supervision

Semester hours - one semester hour or 1.5 quarter hour of academic credit

Sexual misconduct - direct or indirect physical contact by any CLP and a patient which is intended to be
erotical, etc.

High complexity testing - clinical laboratory testing as defined in 42 CFR 493.5 and 42 CFR 493.25
Moderate complexity testing - clinical laboratory testing as defined in 42 CFR 493.5 and 42 CFR 493.20
Waived testing - clinical laboratory testing as defined in 42 CFR 493.5 and 42 CFR 493.15

Board approved programs - training program or a continuing education program approved by the Board.

64B3-3

APPROVAL OF CLINICAL LABORATORY PERSONNEL TRAINING
PROGRAMS

CHAPTER 64B3-3.001 - General Requirements of Clinical Laboratory Personnel Training Programs

1. Approved by the Board and pay the fees in section 64B3-9.001

2. Program should be in compliance with F.S. Chapter 483, Part |

3. Submit a self study at application time, updated every 6 months if any changes in
curriculum, faculty, enroliment, etc. Not required of National Accreditations, just
present certificate.

4. Allt r a i nae shéll be reported to the Board.

Program Requirements:

Lab Space and equipment for training

Maintaincopi es of i nspections and fire marshall és off i ceée
Maintain file on each student

Maintain examinations and laboratory evaluations instruments utilized by the program

Provide the student with a certificate or letter of graduation, including license number and

Directors signature

To T o To I
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Curriculum Requirements:

HIV and AIDS

Prevention of Medical Errors

Course objectives, descriptions, outlines assessment of outcomes, student evaluations and
graduate evaluations in the curriculum

Teach the affective, cognitive and psychomotor domains

Practicum included with instrumentation and specimens for evaluations

One year in Histology instruction

Copies of the Chapter 483, Parts | & Ill, Chapter 456, F.S., and Chapters 59A-7 and 654B3,
F.A.C.

To To o o Io To I»

CHAPTER 64B3-3.002 - General Requirements of Clinical Laboratory Personnel Training Programs

Personnel:
A Director with a national certification
A Instructor in their specialty only
U Licensed as a supervisor, technologist or director
U Three years of experience
A Alicensed technologist or supervisor should be on duty during training practicum hours.

Trainee:
A Shall not be used to substitute a licensed clinical personnel
A Be registered when enrolled in the practicum portion of the training program
A Cannot report clinical laboratory results
A Perform tests only when a director, supervisor or technologist is in the immediate bench area

where the trainee is performing tests

CHAPTER 64B3-3.003 - General Requirements of Clinical Laboratory Personnel Training Programs

Curriculum Requirements (Histology):

A All programs shall include

Specimen collection, handling and storage
Laboratory Mathematics

Statistical applications

General instrumentation

Reagent preparation and storage

Quality control

Instrument maintenance and Calibrations
Documentation Techniques

Laws and Regulations

To To o To T Do Do o Do
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monitoring systems for results and errors

ethics, communication skills

interpersonal skills

computer skills

correlation of laboratory data with common physiological conditions for the purpose of
assessing validity of the results and laboratory safety

Histologic technology standards

To o To Do o Do

A All programs not accredited by the National Accrediting Agency for Clinical Laboratory Science
(NAACLS), the Council on Accreditation of Allied Health Education Programs (CAAHEP), or the
Accrediting Bureau of Health Education Schools (ABHES) except for those in the categories of
cytology, cytogenetics, histocompatibility, embryology or andrology shall adopt the 2008-09
curriculum frameworks for Health Science Education set forth by the Florida Department of
Education at http://www.fldoe.org/workforce/dwdframe/he_cluster-frame08.asp for the categories
in which training occurs as follows:

(b) For the category of histology, the histologic technology standards.

64B3-4
TRAINEES

CHAPTER 64B3-4.001 - Trainee Registration

All trainees should be enrolled in a CL training program approved according to chapter 64B3-3 F.A.C.
Apply to the Department of Health

Trainee registration may not be extended beyond its expiration date, except upon recommendation of the
program director and approval of the Board for:

Program failed to start on time

Trainee withdrew and started at another time

Training program cancellation

Trainee unable to complete the program on time

Trainee shall apply for licensure once program is completed

Trainee in histology Board approved programs should be granted a two year trainee license

Trainee should submit a certified copy of a high school diploma or transcript to the DOH

64B3-5
QUALIFICATION FOR LICENSURE

CHAPTER 64B3-5.002 - Supervisor

(1) Qualification
A Degrees or semester hours of academic credit required in this section shall be obtained at a

regionally accredited college or university.
A Be licensed or meet the requirements for the technologist licensure.
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Complete a Board approved examination or 25 hours of Board approved continuing education in
Administration and Supervision which includes and examination and not older than five years.
One (1) hour of HIV/AIDS

Two (2) Hours of Medical Errors & Patient safety

And one of the following:

(f) Category of Histology:

1.
2.

ASCP at the HTL level and five years of pertinent experience.

ASCP at the technician level, five years of pertinent experience post-certification, and an
additional 23 hours of continuing education in administration and supervision within five years
prior to application for licensure.

Florida licensure or meeting the requirements for licensure as a histology technologist, five years
of pertinent clinical laboratory experience, and an additional 23 hours of continuing education in
administration and supervision within five years prior to application for licensure

CHAPTER 64B3-5.003 - Technologist

(1) Qualification

A

A
A
A

Degrees or semester hours of academic credit required in this section shall be obtained at a
regionally accredited college or university. All associate degrees used to qualify shall include, at
a minimum, 60 semester hours of academic credit including a total of 16 semester hours of
biological or chemical sciences.

One (1) hour of HIV/AIDS

Two (2) Hours of Medical Errors & Patient safety

And one of the following:

(g) Category of Histology:

Option 1: Certified by ASCP at the HTL level or ASCP at the technician (HT) level and
Qualification in Immunohistochemistry (QIHC)

Option 2:  Graduation from a NAACLS approved associate degree histotechnology program and
board certification gained by examination through ASCP at the Histotechnician (HT)
level.

Option 3: Certified by ASCP at the technician level (HT), five years of pertinent experience, and
48 contact hours of continuing education in immunohistochemistry/advanced
histologic techniques.

Option 4:  Florida licensure as a histology technician, 48 contact hours of continuing education
in immunohistochemistry/advanced histologic techniques and five years of pertinent
clinical laboratory experience.

CHAPTER 64B3-5.004 - Technician

(1) Qualification

A

A
A

Degrees or semester hours of academic credit required in this section shall be obtained at a
regionally accredited college or university. All associate degrees used to qualify shall include, at
a minimum, 60 semester hours of academic credit including a total of 16 semester hours of
biological or chemical sciences.

One (1) hour of HIV/AIDS

Two (2) Hours of Medical Errors & Patient safety
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A And one of the following:
(b) Qualification for Histology Technician:
Option 1: Certification by ASCP at the Histotechnician (HT) level.

CHAPTER 64B3-6.001 i Application

1. Apply to the Department of Health on form #DH-MQA 3000 (11/08), copies of which can be obtained
from the Board office at 4052 Bald Cypress Way, Bin #C07, Tallahassee, Florida 32399-3257 or from
its website at http://www.doh.state.fl.us/mga/ ClinLab/index.html. The application must be
accompanied by the appropriate application fee required by Rule 64B3-9.001, F.A.C.

2. Application and fee good for one (1) year.

3. Social security number is mandatory, used to allow efficient screening of applicants and licensees by
a Title IV-D child support agency to assure compliance with child support obligations.

CHAPTER 64B3-6.002 - Documentation for Licensure

1. Official transcript from institution.

2. Notarized copy of high school diploma.

3. Certified copy of a diploma, training certificate or Dept.of Defense.

4. Notarized copy of attendance of training, HIV/AIDS and Medical Errors.
5. Certified copies of foreign education and translation.

6. Foreign credential evaluation which includes a breakdown of all college level courses by credit hours
and subject sent directly to the Board office by an evaluator.

CHAPTER 64B3-6.003 - Personnel Licensure - Temporary Permit

1. The Department shall issue one temporary license to an applicant who has met the qualifications
requirements for initial examination for a period not to exceed one year.

2. Failure to pass the examination, the applicant shall no longer be permitted to work and shall not
receive a second temporary license to be employed at that licensure level.

3. Failure to present the examination, temporary license shall be invalid as of that date. A second
temporary license will not be issued. However applicant can retake the test by reapplying and
requalifying

CHAPTER 64B3-8.001 - Renewal of Clinical Laboratory Personnel License
1. The department shall renew a license upon receipt of the renewal fee provided that the Board has not
withdrawn its certification of competency for an active status licensee.

CHAPTER 64B3-8.002 - Inactive Status and Reactivation

1. Aclinical laboratory personnel may elect at any time to place the license into in inactive status by
filing with the Board a complete application for inactive status and paying the inactive status fee.
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2. Aninactive license may change to active status at any time provided the licensee meets the
continuing education requirements. The licensee shall be requested to provide copies of all
continuing education hours; and requirements:

a) Pay the active status fee
b) Pay the reactivation fee
c) Pay, if applicable, the change of status fee

CHAPTER 64B3-8.003 - Renewal of Clinical Laboratory Training Program License

1. An approved training program shall renew biennially.
2. Submit a renewal application with the applicable fee to the Department.
3. The renewal application shall include the following:

a) Name of the program director and all instructors

b) License number of the director and instructors

¢) Submit a resumé if the Director has changed

d) Name, address, Lic #, personnel roster, and most current licensure or certification survey
report of the laboratory sponsoring the training program, and affiliates.

CHAPTER 64B3-8.004 - Renewal of Clinical Laboratory Personnel Continuing Education Provider
License

1. Submit a biennial renewal application and renewal fee to the Department.
2. Shall indicate any changes in the contact person and course offerings.

CHAPTER 64B3-8.005 - Delinquent License

1. Failure of the licensee to elect active or inactive status before the license expires shall cause the
license to become delinquent.

2. The delinquent licensee must affirmatively apply for active or inactive status during the biennium
in which the license becomes delinquent. Failure by the delinquent licensee to cause the license
to become active or inactive before the expiration of the biennium in which the license became
delinquent shall render the license null and void without further action by the Board or the
Department.

3. The delinquent licensee who applies for active or inactive license status shall:

a) Pay the active or inactive fee
b) Demonstrate compliance with the continuing education requirements of Rules
64B3-11.001 & 64B3-8.002

CHAPTER 64B3-8.006 - Exemption of Spouses of Members of Armed Forces from Licensure Renewal
Provisions

A licensee who is the spouse of a member of the Armed Forces of the United States shall be exempt from
all licensure renewal provisions for any period of time which the licensee is absent from the State of

Fl orida due to the spouseds duties with the Armed For c
The licensee mustdo c ument the absence and the spouseb6s military
required to notify the Board of a change in status within six monthsof t he | i censeeds return

Fl orida or the spousebés discharge from active duty.
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If the change of status occurs within the second half of the biennium, the licensee is exempt from the
continuing education requirements for that biennium.

64B3-9 FEES

64B3-9.001 Application Fees
Category Fee
Trainee $20.00
Licensure Application:
Director $90.00 (Effective 4-27-2010)
Supervisor $70.00 (Effective 4-27-2010)
Technologist $50.00 (Effective 4-27-2010)
Technician $25.00 (Effective 4-27-2010)
Clinical Laboratory Personnel Training Program $200.00
CEU Provider $250.00
Public Health Science Technician $100.00
64B3-9.002 Initial Licensure Fees
Category Fee

Director $65.00 (Effective 4-27-2010)
Supervisor $55.00 (Effective 4-27-2010)
Technologist $45.00 (Effective 4-27-2010)
Technician $25.00 (Effective 4-27-2010)
All Clinical Laboratory Personnel $100.00
Clinical Laboratory Personnel Training Program $200.00
Clinical Laboratory Personnel Trainees $20.00

64B3-9.004 Active Status Renewal Licensure Fee

Category Fee
Director $130.00
Supervisor $110.00
Technologist $90.00
Technician $50.00
Clinical Laboratory Personnel Training Program $300.00
CEU Provider $250.00
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64B3-9.005 Reactivation Fee

Reactivation $50.00
64B3-9.006 Inactive Status Fee

Inactive Status $50.00

Renewal of Inactive Status $50.00
64B3-9.009 Duplicate License Fee

Duplicate License $ 25.00
64B3-9.010 Change of Status Fee

Change of Status $50.00
64B3-9.011 Delinquency Fee

The fee for a delinquent licensee applying for active or inactive status shall be equal to the
renewal fee set forth in Rule 64B3-9.004, F.A.C. (Changed 6/17/2009)

64B3-9.012 Unlicensed Activity Fee

Unlicensed Activity $5.00
64B3-9.0035 Additional Specialty Fee $ 25.00
64B3-10

SCOPE OF PRACTICE
CHAPTER 64B3-10.005 - Scope of Practice Relative to Specialty of Licensure

(1) The scope of practice for licensed clinical laboratory personnel includes specimen collecting,
processing, storing, shipping and performing manual pretesting procedures.

(2) The scope of practice for licensed clinical laboratory technologists, supervisors and directors
includes interpretation of clinical laboratory test results.

(11) Histology
The purpose of the specialty of histology is to process cellular and tissue components through methods of
fixation, dehydration, embedding, microtomy, frozen sectioning, staining, and other related procedures
and technigues employed in the preparation of smears, slides, and tissues.

The specialty also emcompasses methods for antigen detection and other molecular hybridization testing
methods where the purpose is analysis and/or quantification of cellular and tissue components for

interpretation by a qualified physician.
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Technicians licensed in histology are limited to the performance of specimen processing, embedding,
cutting, routine and special histologic staining, frozen sectioning and mounting of preparations under the
general supervision of a director, supervisor, or technologist.

64B3-11

CONTINUING EDUCATION

CHAPTER 64B3-11.001 - Continuing Education

1)

2)
3)

4)

5)

6)

7

8)

9)

In order to renew a Clinical Laboratory Personnel license the following should be met:
a) 24 Hours of Continuing education to include:
1) One (1) hour of HIV/ADIS
2) Two (2) hours of Medical Errors
3) One (1) hour of Florida Laws and Rules Governing CLP
4) One (1) hour for each specialty
b) Directors and Supervisors must include One (1) hour of Supervision and Administration
A licensee may choose to surrender his/her licensure in a given category by submitting a written
request to the Board at the time of renewal.
The licensee shall retain the original CEU certificates of attendance received from approved
providers for a minimum of four years.
First time applicants are exempt from ceu requirements for that biennium with the exception of
completing any statutorily mandated courses. Licensees adding a category to an existing license
are exempt from the one (1) contact hour in that specialty.
A licensee intending to use a course offered by a state or federal government agency or a
regionally accredited educational institution is responsible for maintaining documentation to verify
the date, location, attendance, and subject matter of such course.
In order to count for continuing education credit, courses taken at a regionally accredited college
or university must be:
a) Documented by an official transcript.
b) Successfully completed.
¢) Inthe subject matter area specified in subsection 64B3-11.002
d) One semester hour equals 15 contact hours and one quarter hour equals 10 contact
hours.
A random sample of licensee shall be audited by the Department to determine compliance with
the CEU®s r eq u i30daysefmdtification\bfis¢ldetiom licensee shall submit an
original or certified copy of each certificate of attendance since the date of last renewal.
Licensed clinical laboratory personnel who teach Board approved continuing education may claim
three hours of continuing education credit for each hour of prepared lecture. These hours,
however may be claimed only once per biennium during which the person teaches the program.
Continuing education credit shall not be claimed by school faculty for regular teaching
assignments.
In addition to the continuing education credits authorized herein, former Board members will
receive eight hours of credit per biennium for annual service on a Probable Cause Panel. (New
6/17/2009)
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CHAPTER 64B3-11.002 - Standards for Continuing Education Courses

Continuing education courses approved by the Board shall meet the following standards:

1) Provide subject matters from one or more of the following standards:

a) Clinical laboratory sciences practice areas.

b) Legal aspects of Clinical Laboratory sciences, state and federal regulations and
accreditation standards.

c) Management or Administration of a clinical laboratory.

d) Subjects relating to laboratory practice which are required as part of an approved
laboratory training program advanced beyond the completed for current licensure.

e) HIV/AIDS which shall include the minimum course content set forth in Rule 64B3-11.005.

f) Latest developments in clinical laboratory methods, instrumentation, information systems
and discoveries in biology, chemistry and medicine applied to clinical laboratory practice.

2) Provide faculty qualified by experience in the area of instruction or experience sufficient to
achieve the course objectives. Faculty qualifications shall be presented to the Board upon
request.

3) Provide learning experiences and utilize teaching methods which are appropriate to achieve the
course objectives.

4) Ensure that time schedules for each activity is sufficient for the learner to meet the learner
objectives.

5) Provide participants an opportunity to evaluate learning experiences, course objectives,
instructional methods, facilities and faculty.

6) Provide offerings which are least 50 minutes in duration for 1 contact hour. In calculating the
number of contact hours for offerings which are longer than one hour, the time used for breaks,
lunches and other activities not directly part of the instructional experience shall be subtracted
from the total number of hours in the offering.

CHAPTER 64B3-11.003 - Requirements for Continuing Education Programs

1) Meet the standards of 64B3-11.002
2) Receive a program number upon approval.
3) Providers to update current information of the pers
4) Record keeping and storage of such reports for three years.
5) Each participant shall receive a certificate of attendance to include: Participant name, lic #,
course title, number of contact hours earned by specialty, dates of attendance, program
providerdéds name, approval number , and signature of

64B3-12 DISCIPLINE

64B3-12.001- Disciplinary Guideline

Offense Fine

. . : st
Obtain License by Bribery 1 Offense: $500.00/2 years probation

nd
2 Offense: $5K- 10K

Fraudulent misrepresentation $10K/6 months probation
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Error of the Department or the Board

Letter of concern to $500.00 up to suspension for 1
year followed by 2 years probation & $5K fine.

nd rd
2 Offense: $3K, 3 Offense: $10K

Representing itself as entitled to perform testing

$300/ 1 YR Probation; $5K/ 2YR Probation

nd
2 Offense: $1K - $10K/Probation

Delegating knowingly not licensed to perform the
task

Min: $800/6 months Probation

Max: $5K/3 Yrs Suspension

nd
2 Offense:

Min: $1K/1 YR Probation
Max: $7,500.00/Revocation

After

nd
2 Offense:

Min: $2K/6 months suspension followed by
probation

Max: $10K/Revocation of license

64B3-12.002 Citations

1. Definition: instrument which meets the requirements set forth in Section 456.077, and which is
served upon a licensee for the purpose of assessing a penalty in an amount established by this
rule. All citations will include a requirement that if it can be corrected it must be done within 60
days, and impose whatever obligations will remedy the offense, except that up to six months shall
be permitted with regard to the completion of continuing education credit hours.

2. The Department may issue a citation to the subject within 6 months after the filing of the

complaint which is the basis for the citation.

3. The Board designates the following offenses citations violations, which shall result in a penalty of

$250.00

Offense

b) Issuing a bad check.

F.S.

a) Failure to renew license during which time the person continues to practice up to
60 days in violation of Rule 64B3-8.001

c¢) Failure to notify of change of address within 60 days.

d) Failure to respond to a continuing education audit.

e) Failure to pay required fees and fines in a timely manner.
f) Failure to comply with continuing education requirements.

g) Failure to report to the Board in writing within 30 days after the licensee has been
convicted or found guilty of, or entered a plea of nolo contendere to, regardless
of adjudication, a crime in any jurisdiction.

h) Failure to report to the Board in writing within 30 days of action taken against a
license to practice by another jurisdiction as required by section 483.825(1) (k),

i) Failure to comply with a portion of a Final Order of the Board due to negligence.
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64B3-12.003 7 Probations

Probations

1) License suspended for a period of time set by the Board.
2) The licensee is placed on probation for a period of time set by the Board.
3) Thelicens ee6s probation shall be subject

a) Probationer shall comply with all state statutes and rules pertaining to
Clinical Laboratory Personnel.

b) Probationer shall appear before the Board at the first meeting after said
such probation commences, at the last meeting of the Board preceding
termination of probation, and at such other times as requested by the
Board.

c) Inthe event of leaving the State of Florida for period of 30 days or more,
probation shall be tolled and remain in such status until the return back
to the State of Florida which time the probation status shall resume. Shall
notify Board of any change of address residential or commercial within
ten days which must be kept on file.

d) Shall practice under the supervision of a licensed clinical laboratory
personnel. This person shall appear to the first meeting with the
probationer. Failing to do so con

Probations

The responsibilities of the supervising person shall include:
1) Submit quarterly reports, which shall include:
a) Brief statements of why probationer is on probation.
b) Description of Probationerds prac
c) Brief statement of Probationer compliance with terms of probation.
d Brief statement of Pr obat isimgpersomd s

2) Detail any problem which may have arisen with Probationer.

3)Review a percentage of records which
performance which may include but not be limited to patient reports, proficiency
testing, QC records, calibrations, PM and any other pertinent records.

AHConsultation with Probationero6s i mmed
performance.

55Review Probationerds use of pharmaceu

Any licensee determined to have violated the provisions of Chapter 483, F.S., and the rules
adopted hereunder may be ordered to serve probationary terms including any or all of the
following:
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Probations

1) Report to the Board any violations by the Probationer of Chapters 456 & 483,
Part I, F.S.

e)

f)

9)

e)

)
a)
h)

)

Probationer shall submit quarterly report to the Board and shall
include:

1. Brief statements of why probationer is on probation.
Practice location.

Description of current practice stating type and composition.
Brief statement of compliance with probationary terms.

Description of relationship with the supervising person.

S

Description of any problems.
7. Notarized copies of a number of records.

Probationer shal./l obtain a numb ¢

a # of months/years, in addition to those required for renewal.

Probationer shall see a psychiatrist, psychologist or psychotherapist
approved by the Board.

Probationer shall not consume, inject or ingest any controlled
substances unless prescribed or administered by a practitioner
authorized by law to prescribe or dispense controlled substances.

Probationer shall not consume alcohol.
Probationer shall attend AA or NA meetings at least once a week.

Probationer shall submit to random blood and/or urine testing for the
purpose of ascertaining Probati

Probationer shall pay all reasonable costs of obtaining random urine
and/or blood screens.

Probationer shall pay an administrative fine in the amount set by the
Board and comply with Rule 64B3-12.006
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64B3-12.004 - Mediation Offenses

Mediations

The Board designates the following violations of its practice act as being appropriate for
mediation where the subject has an explanation and a differing view from the
complainant as to the nature or extent of the violation as provided in Section 4546.078,
F.S., as these violations are economic in nature or can be remedied by the licensee:

1. Failure to comply with Rule 64B3-12.006 or with a Final Order
with regards to the time limitation for the payment of fines or
costs.

Timely response to CEU audit.

3. Issuing a bad check to the Department.
Failure to notify the Department of Change of Address within 60
days.

5. Failure to complete CE in a specialty area solely because the
subjects contends the he or she was unaware that according to
the Boar dods r eigstilrigensedhinghatspebigltye ¢ t

area, provided that the subject has not been actively practicing in
that specialty area during the biennium.

64B3-12.005 - Notice of Noncompliance

Noncompliance

1) The department shall issue a notice of noncompliance as a first response to a
minor violation of a rule. Failure of a licensee to take action in correcting the
violation within 15 days may result in an issuance of a citation or disciplinary
proceedings.

2) Failure to notify a change of address with 60 days.

3) Issuing a bad check to the department.

64B3-12.006 - Time Limitation for Payment of Administrative Fine or Costs
Cases where the Board impose an Administrative Fine or cost this shall be paid within 30 days

from the date of the Final Order of the Board is filed with the Clerk of the department unless a
different time frame is set forth in the final order.
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64B3-13

RESPONSIBILITIES OF
CLINICAL LABORATORY PERSONNEL

64B3-13.001 - Responsibilities of Directors

Directors Responsibilities

that specialty.

1) Responsible head of the Clinical Laboratory and overall operation and
administration of the Clinical laboratory.

2) May perform or delegate duties of the Supervisor or technologist if licensed in

3) Not qualified shall have a co-director that meets the licensure qualifications.
4) Shall not direct more than five labs.

5) Can delegate performance of responsibilities to licensed supervisors, however,
the director remains responsible for ensuring that all duties are properly
performed. Must be written and specific.

6) The laboratory director shall:

a) Shall be accessible (on-site, by phone or electronic consultation
as needed).

64B3-13.002 - Responsibilities of Supervisors

Supervisors Responsibilities

2) In addition shall:

1)
2)
3)

4)

5)

6)

1) Fulfill the responsibilities of the director as assigned and monitor compliance with
all applicable regulations of the Board and the Department.

a) Perform the duties of a technologist as needed in specialties
where is licensed.

b) Assign as needed performance of his or her direct supervision
responsibilities to licensed technologists, however they are still
responsible.

c) Evaluates competency of the technologists and technicians and
assures staff maintain their competency to perform test
procedures. This shall include:

Direct observation of routine test performance.
Monitoring and reporting of test results

Review of QC records, proficiency testing results and
preventive maintenance.

Direct observation of Instrument maintenance and function
checks.

Assessment of test performance through testing previously
analyzed specimens, through internal blind testing samples
or through external proficiency testing samples.

Assessment of problem solving skills.
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7) Evaluates and documents the performance or individuals
responsible for testing at least semiannually during the first
year the individual tests patient specimens. After that shall
be annually.

8) Accessible through on-site, phone or electronic to resolve
technical issues.

9) Provide day to day supervision of test performance by
technologists and technicians.

10) Ensure on-site direct supervision when testing is being
performed by those technicians who are required to work
under direct supervision.

64B3-13.003 - Responsibilities of Technologists

Technologist Responsibilities

1) Responsible for fulfilling the responsibilities of the supervisor, as assigned.

2) In addition the technologist shall fulfill the following responsibilities:

a)
b)

c)

d)

f)

a)

Performs only those tests authorized by the director.

Foll ows the clinical | aboratoryos
processing, test analyses, reporting and maintaining records of patient
results.

Maintain record that demonstrates proficiency testing samples are tested
in the same manner.

Adhere to the QC policies, document all QC activities, instruments and
procedures.

Follow policies and procedures when tests do not meet expectations.

Able to identify the problem and correct or report the problem to the
immediate supervisor.

Document all corrective action taken when test systems deviate from the
| aboratoryés established perfor ma
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64B3-13.004 - Responsibilities of Technicians

Technicians Responsibilities

1) Perform tests classified as highly complex pursuant to 42 CFR 493.17 (September 7,
1999), only when under the direct supervision of a licensed technologist, supervisor, or
director unless the technician meets minimum gqualifications set forth in 42 CFR 493.1489
(September 7, 1999).

2) Perform only those test authorized by the Director.

3) Follow the Clinical Laboratory procedures for specimen handling and processing, test
analyses, reporting and maintaining records of patient tests results.

4) Notify a licensed technologist or supervisor whenever test systems are not within the
Clinical Laboratoryds defined acceptabl e

5) Participate in proficiency testing samples.

6) Adhere to the QC policies, document all QC activities, instruments and procedures.

7) Able to identify the problem and immediately report the problem to a licensed
technologist or supervisor.

8) Document all corrective action taken when test systems deviate fromthel abor at o
established performance specifications.

9) Follow the directives of directors, supervisors or technologists while exercising their
duties and responsibilities.

References:

Florida Department of Health. Division 64B3 Board of Clinical Laboratory Personnel. Retrieved, March

25, 2010 from https://www.flrules.org/gateway/Organization.asp?OrgNo=64b3.
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TEST

1. The Chapter number for the Clinical Laboratory Professional for regulations is::

a) Chapter 483

b) Chapter 64B3
c) Chapter 446B1
d) Chapter 66B4

2. Grounds for Disciplinary actions may include performing and reporting a test to a person not
authorized by law to receive such services:

a) True
b) False

3. Inorder to obtain a license at the histology technology level one should:

a) Certified by the ASCP at HTL level

b) Certified by the ASCP at the HT level with a certification in Immunohistochemistry by ASCP
c) Florida HT licensure, 5 years of experience and 48 hrs of advance histologic techniques

d) all of the above

4. The penalty for representing yourself as entitled to perform testing is:

a) A fine of $300 and 1 year probation

b) A fine of $5,000 and 2 years probation

c) Afine of $20,000 and 2 years of probation
d a&b

e) all of the above

5. The renewal of licensure requires 1 hour of continued education for each specialty that you are
licensed:

a) True
b) False

6. All trainee should be enrolled in clinical lab training program approved by:

a) The Department of Health

b) American Society for Clinical Pathologist
c) College of American Pathologist

d) The Florida Society for Histotechnology

7. Technicians licensed in histology are limited to the performance of processing, embedding,
cutting, routine, special stains, frozen sections and mounting of specimens.

a) True
b) False

8. The Department shall consider a notice of noncompliance when:

a) License is suspended for a period of time.

b) Unable to receive approval for a program number

c) A failure to notify a change of address within 60 days
d) Not completing an approved program.

9. Arandom sample of license shall be audited by the Department of Health to determine
compliance of the CEUG6s requirements.

a) True
b) False

10. Technicians are responsible for::

a) Participating in proficiency testing samples

b) Performing only test authorized by the Director
c) Adhere to the qc policies

d) All of the above
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MANDATORIEANSWER SHEET

Name:

Address:

E-mail Address:

FL Licensure #: (TC, TN, SU)
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Circlethe best answer*** Certificate will be mailed by FSH***

HIV/AIDS 2010 Medical Errors 2010 Florida Laws & Rules 2010
CE #20-270596 CE # 20-270597 CE # 20-270598
1. ABCD 1. ABCD 1. ABCD
2.ABCD 2.ABCD 2.ABCD
3.ABCD 3.ABCD 3.ABCD
4. ABCD 4. ABCD 4. ABCD
5. ABCD 5.ABCD 5.ABCD
6.ABCD 6.ABCD 6.ABCD
7. ABCD 7. ABCD 7. ABCD
8. ABCD 8. ABCD 8. ABCD
9.ABCD 9.ABCD 9.ABCD
10. ABCD 10. ABCD 10 ABCD

Mail with payment to: Dreama Hall, FSH CEU Chairperson
1155 Lake Ave S.E.
Largo, FL 33771
Wk. Phone: (727) 461-8296
Fax: (727) 462-7596
E-mail: fshceu@fshgroup.org
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