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1. Transmitted is a revision to Department of Vete
Health Administration Manual M-2, "Clinical Program
Laboratory Medicine Service," Chapter 1, "Pathology
Service Administration,” formerly titled "Laborator

2. Principal revisions include:

a. Paragraph 1.01: Defines the mission and stand
center Pathology and Laboratory Medicine Service.

b. Paragraph 1.02: Defines the scope, establishe
organizational structure and limits of Pathology an
Services in accordance with 38 United States Code.

c. Paragraph 1.03: Defines requirements for admi
test categories in VA medical centers.

d. Paragraph 1.04: Describes the functions of Pa
Medicine Service.

e. Paragraph 1.05: Outlines the administrative m
of the Chief, Pathology and Laboratory Medicine Ser

f. Paragraph 1.06: Establishes policy for manage

g. Paragraph 1.07: Establishes policy for intera
laboratories.

h. Paragraph 1.08: Establishes requirements for

i. Paragraph 1.09: Establishes policy for an int
health program.

j. Paragraph 1.10: Establishes responsibilities
and Laboratory Medicine Service, for educational pr

k. Paragraph 1.11: Defines research responsibili

|.  Paragraph 1.12: Establishes policy for manage
direction.

m. Paragraph 1.13: Defines the qualifications an
Chief, Pathology and Laboratory Medicine Service.

n. Paragraph 1.14: Establishes policy for consul
sites, and special clinical resource chiefs.
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0. Paragraph 1.15: Provides graphic organization al charts for laboratories
of varying size and complexity.
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CHAPTER 1. PATHOLOGY AND LABORATORY MEDICINE SERVICE

ADMINISTRATION
1.01 PURPOSE

a. The purpose of this chapter is to provide poli
administrative structure and management of services
testing in Department of Veterans Affairs (VA) medi
outreach functions.

b. Pathology and Laboratory Medicine Service prov
diagnostic laboratory testing and transfusion funct
centers and sets the standards for quality, test me
laboratory testing for patient care in the medical

1.02 POLICY

a. A Pathology and Laboratory Medicine Service mu
the physical plant and geographic boundaries of all
major outreach facilities that diagnose and treat p
Pathology and Laboratory Medicine Service must incl
laboratory medicine and anatomic pathology, includi
educational, developmental and research aspects. A
categories of tests that must be performed to provi
within the confines of the VA medical center and it
appears in Appendix 1A.

b. The main clinical laboratory in each VA medica
by a sole Chief, Pathology and Laboratory Medicine
board-certified pathologist, and will include clini
blood transfusion and anatomic pathology services a
direction of the Chief, Pathology and Laboratory Me

NOTE: The administrative separation of organizatio
anatomic pathology, blood transfusion, and clinical
permitted in a VA medical center or its outreach fu

c. The applicable requirements of M-2, Part VI, m
laboratory patient care services are offered, regar
pathology and laboratory medicine services. These
to all other laboratory elements that perform patie
medical center, regardless of the physical relation
and laboratory medicine services, or the administra
direct the personnel, research, or technical aspect

d. Both direct and indirect patient care tests wi
accordance with 38 United States Code (U.S.C.) ate
support a wide scope of services to be available at
full advantage will be taken of regionalization, sh
the VA system before using other sources, (see Ch.

15

cy guidance for the
providing laboratory
cal centers and their

ides the principal medical
ions in all VA medical
thods, and procedures for
center.
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VA medical centers and
atients. The functions of

ude both clinical
ng patient care,

list of the mandatory
de optimum patient care
s outreach functions

| center will be directed
Service, who is a licensed,

cal laboratory medicine,
Il under the administrative
dicine Service.

nal sections providing
pathology services, is not
nctions.

ust be met when any
dless of the location of
requirements are applicable
nt care tests within a VA
ship to the main pathology
tive service assigned to
s, of the test site.

Il be provided in
ach VA medical center. To
each VA medical center,
aring and networking within
11).
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(1) In some instances all necessary laboratory se
in a VA tertiary care laboratory, and in others the
combination of referrals to other VA medical center
Clinical Reference Laboratories, affiliated medical
military, and other federal laboratories.
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rvices will be available
y will be met through a
laboratories, VA Special

school laboratories,
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(2) Specialized tests that cannot be obtained fro
within a geographic cluster of VA medical centers b
distance between VA medical centers, or tests, that
the sources noted in this paragraph, must be procur
specifications identified in Chapter 11.

1.03 OPERATION OF LABORATORY SERVICES

a. Each Pathology and Laboratory Medicine Service
Chief, Pathology and Laboratory Medicine Service, w
Chief of Staff. This centralized position will be
licensed pathologist who is board certified in clin
by the American Board of Pathology. NOTE: In spec
Chief, Pathology and Laboratory Medicine Service, ¢
remote and/or rural locations, requirements for thi
paragraph 1.12.

b. The main clinical laboratory will perform the
in appendices 1A and 1B, for VA patients, when nece
basis. The medical staff will select tests needed
For legal protection, if these tests cannot be perf
written permission must be obtained from the medica
Regional Director, and the Director, Pathology and
Central Office, with justification for the exceptio
how coverage for emergent tests is provided during
hours to satisfy quality improvement and legal requ

M-2, Part VI

January 31, 1994

m other VA medical centers
ecause of extreme physical
cannot be obtained from
ed using the contract

will be directed by a

ho is responsible to the
held at all times by a
ical and anatomic pathology
ial circumstances, when a
annot be recruited in

S position are given in

categories of tests listed
ssary, on a 24-hour, 7-day
for immediate response.
ormed in their entirety,
| center Director, from the
Laboratory Medicine, VA
n, and an explanation of
routine and non-routine
irements.

1.04 FUNCTIONS OF THE PATHOLOGY AND LABORATORY MEDCINE SERVICE

The Chief, Pathology and Laboratory Medicine Servi
directing and coordinating the functions of the ser
special needs and size of the facility. The functi

diverse and those listed under encompass patient ca

education and research. The standard of operations

those prescribed by the Joint Commission on Accredi
Organizations  (JCAHO), Federal, and national

Accreditation by the College of American Pathologis

a. Medical and/or Patient Care Functions. The ph

laboratory making judgments about the medical signi

laboratory data must communicate effectively in int
and correlate laboratory data for clinical physicia
primarily carried out at the bedside and in clinica

Pathology and Laboratory Medicine Service, may desi

qualified clinical scientists, supervisors and path
to assist in this function.

(1) Consultations

17

ce, is responsible for
vice based on the mission,
ons of this position are
re, administration,
will meet, or exceed,
tation of Healthcare

accred iting  bodies.
ts (CAP) is mandatory.

ysician staff of the
ficance of clinical
erpreting laboratory data
ns. This function is

| rounds. The Chief,
gnate (in writing)
ology resident physicians

17
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(@) The physician staff of the laboratory provide
clinical physicians regarding the medical significa
The clinical laboratory scientist(s) and certified
provide consultation on laboratory technical findin
personnel according to local policies established b
The Chief, Pathology and Laboratory Medicine Servic
who is qualified to perform consultations, and plac
information in patient's records.

18
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s consultations to
nce of laboratory findings.
medical technologists
gs to patient care
y each VA medical center.
e, designates, in writing,
e medical diagnoses and
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(b) The Chief, Pathology and Laboratory Medicine
pathologists will be available to the hospital staf
guidance in matters pertaining to Pathology and Lab
Chief, or designee, will convene and patrticipate in
The Chief, or designee, will participate actively i
responsibilities relating to patient care and safet
responsibilities include, but are not limited to th

1 . Tissue Committee,

2 . Infection Control Committee,

3 . Transfusion Review Committee,
4 . Ancillary Testing Committee, and
5 . Utilization Review Committee.

(© The Chief, Pathology and Laboratory Medicine
pathologists and medical technology specialists in
transfusion medicine will provide expert consultati
problems. (See Ch. 5 for transfusion medicine poli

(d) The Chief, Pathology and Laboratory Medicine
pathologists will actively participate in the diagn
cytopathologic specimens, and interact and provide
services for attending physicians on follow-up of s
case material.

(2) Blood and Blood Component Transfusions. Path
Medicine Service:

(a) Procures, tests and dispenses blood and blood
treatment,

(b) Provides bedside consultations for transfusio

(c) Performs investigation of technical and disea
associated with blood/component transfusion.

(3) Fine Needle Aspiration, Bone Marrow and Other
Credentialed and qualified laboratory physicians pe
diagnoses on tissues and fluids when requested by ¢
the medical center and outpatient and/or satellite
the physicians in affiliated university, community,
hospitals.

(4) Surgical Pathologic and Cytopathology Examina

performs gross and microscopic examinations on tiss
examinations on cytology specimens and provides rep

19
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Service, and staff
f for consultation and
oratory Medicine. The
professional conferences.

n committees with

y. Such committee

Service, staff
blood banking and
on for transfusion-related
cies).

Service, and staff

osis of surgical and

expert consultative
urgical and cytopathologic

ology and Laboratory

components for patient

n-associated problems, and

se-associated problems

Surgical Biopsies.

rform and provide these
linical physicians within

outreach functions,or by
military, or Federal

tions. This service
ues and microscopic
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on these examinations. Pathology and Laboratory Me
surgical-cytology correlation and case review for p
patient from which tissue or cytologic material is
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dicine Service performs
rior diagnoses for each

received. (See Ch. 6.)
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(5) Clinical Laboratory Medicine Test Performance
Laboratory Medicine Service provides diagnostic and
by clinical physicians, nursing staff and other hea
clinical privileges or scope of practice in VA medi
functions permits them to request and utilize tests
treatment of patients (see Ch. 4).

b. Quality Improvement Functions (See Ch. 2.)
(1) Standards of Performance

(a) The Chief, Pathology and Laboratory Medicine
medical center's Quality Compliance Officer for all
laboratory tests for patient care.

(b) The Chief, Pathology and Laboratory Medicine
physicians are be involved in quality improvement i

1. Establishing medical standards for utilization o
conjunction with clinical physicians (see Ch. 3) an
Ancillary Testing Committee (see Ch. 10).

2 . Defining criteria-based audits to determine when
exceed defined standards.

3 . Revising testing standards when there has been a

4 . Determining whether medical care is appropriate,
measuring the outcome of medical laboratory testing
Ch. 14).

(c) This applies not only to transfusion practice
selection of appropriate antimicrobial therapy, the
pharmacological agents, nutrition support services,
surgical/cytology appropriateness, among other func
laboratory.

(d) The Chief, Pathology and Laboratory Medicine
defines, implements, and monitors standards of:

1 . Performance in quality control, and

2 . Quality improvement cost-effectiveness of the ma
and other ancillary laboratory testing programs, as

(e) The Chief, Pathology and Laboratory Medicine
for ensuring continuous outcome measurement at all

(2) Test Appropriateness Evaluation. The laborat
staff in collaboration with clinical physicians who

21
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The Pathology and
monitoring tests for use
Ith care providers whose
cal centers and outreach
in the diagnosis and

Service, serves as the
sites that perform

Service, and laboratory

n the medical center by:
f the laboratory in
d the medical center's

practice patterns

change in common usage.
safe, and adequate by

in the medical center (see

s, but also to the
effective use of
anticoagulant therapy and
tions provided by the

Service, and senior staff

in clinical laboratory
appropriate.

Service, is responsible
testing sites (see Ch. 14).

ory medical and technical
order tests, jointly
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participate in the monitoring and evaluation of the
appropriateness of patient tests appropriate for th

of the location of the testing site(s). The pathol
technologist team approach affects cost containment

and assumes responsibility for determining which te

test sequences offer the highest vyield, specificity

22
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quality and
e institution, regardless
ogist/scientist/
-quality improvement issues
sts, test combinations, and
, sensitivity and
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accuracy in defined medical situations (see Ch. 3).
Laboratory Medicine Service, is ultimately responsi
test appropriateness program in the medical center.

(3) Monitoring and Correlation of Laboratory Data
and Laboratory Medicine Service, develops a plan to
in the laboratory to determine that medically relia
generated. Laboratory data for diagnosis and patie
between laboratory sections to provide optimum effi
care results to treating physicians and nursing sta

(4) Reference Laboratories. The Chief, Pathology
Service, selects all outside referral laboratories
11, to ensure that tests are performed in reference
the same high standards utilized by VA medical cent
laboratories.

(5) Ancillary and/or Point of Care Testing Sites.
Laboratory Medicine Service, chairs the VA medical
Committee and provides technical, accreditation, in
medical improvement oversight for all ancillary tes
VA medical center and its outreach sites that perfo
or screening tests performed on patient specimens (

(6) Postmortem Examinations. The Chief, Patholog
Service, ensures the performance of postmortem exam
the protocol within 60 working days from date of po
Ch. 9.) The Chief, Pathology and Laboratory Medici
premortem with postmortem diagnoses and reports dis
attending physician, the appropriate clinical servi
center's Quality Management Coordinator, and the Ch

(7) Interaction with Physicians, Patients, Admini
The Chief, Pathology and Laboratory Medicine Servic
functions effectively with applicable accrediting a
appropriate administrative officials, the medical s
population served to guarantee adequate external re
quality.

(8) Quality Control, Proficiency Testing and Peer
Surgical Pathology/Cytopathology Diagnoses. The Ch
Laboratory Medicine Service, will maintain a compre
proficiency testing, and peer review programs withi
laboratory and all ancillary testing sites (see Ch.

(9) Measurement of Patient Outcome Using Clinical
Outcome Measures. The Chief, Pathology and Laborat
provides measures of patient outcome, utilizing the

Patient Injury Reports and other clinical indicator

23
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rm diagnostic, monitoring
see Ch. 10).

y and Laboratory Medicine
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crepancies to the patient's
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ief, Pathology and
hensive quality control,
n the main clinical
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ory Medicine Service,
latest data available from
s that show the
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laboratory's performance in providing quality of ca
the technical subsections of the laboratory (see Ch

(10) Infection Control Surveillance and/or Report

Foodborne Diseases. The Chief, Pathology and Labor
shall maintain

24
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re for patients in each of

. 14).

ing and Investigation of
atory Medicine Service,
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active interest in the control of infections within
Pathology and Laboratory Medicine Service, or a des
the Infections Control Committee.

(a) Pathology and Laboratory Medicine Service ass
culturing material taken as check samples at freque
such as the operating suite or patient areas.

(b) The identification of pathogenic organisms fr
clean or sterile shall be reported without delay to
within the hospital (see Ch. 7).

(11) Preventive Medicine and Public Health. The
Laboratory Medicine Service, or designee, shall pro
of activities relating to preventive medicine and p

(a) Laboratory examination of samples of food, da
service utensils, food service equipment, food vend
bacteriological monitoring of floor surfaces, linen
conducted in accordance with the recommendations of
Committee.

(b) Pathology and Laboratory Medicine Service wil
investigation of outbreaks of food poisoning, as ou

(12) Occupational Safety and Health. The Chief,
Medicine, will provide a safe and healthful workpla
employees. The Chief, Pathology and Laboratory Med
the medical center's safety and health official inf
Laboratory Medicine issues that affect the health a

1.05 ADMINISTRATIVE MANAGEMENT RESPONSIBILITIES

The Chief, Pathology and Laboratory Medicine Servi
keeping abreast of current management trends and ap
center laboratory operations. The duties of the Ch
diverse and varied. The following list includes co
necessary for good management.

a. Financial Management. The Chief, Pathology an
Service, provides cost-effective and efficient admi
Laboratory Medicine Service including budget planni
responsible financial management (see Ch. 15).

b. Human Resources Management. The Chief,
Medicine Service, shall work with appropriate facil
that there are sufficient numbers and types of qual
to perform the work of the service which meets the

of JCAHO and CAP. This includes ensuring that phys

credentialed and privileged, the qualifications and

25
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the hospital. The Chief,
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umes responsibility for
nt intervals from sites

om a source assumed to be
the proper authorities

Chief, Pathology and
vide assistance in support
ublic health.

iry products, water, food
ing machines, and the

s, and air flows will be
the Infection Control

| provide support for
tlined in Chapter 7.

Pathology and Laboratory
ce for all service
icine Service, will keep
ormed on all Pathology and
nd safety of VA employees.

ce, is responsible for

plying them to VA medical
ief for management are
mprehensive functions

d Laboratory Medicine
nistration of Pathology and
ng and control with

ogy and Laboratory
ity personnel to ensure
ified personnel available
accreditation requirements
icians are properly
health status of other
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employees are properly documented, and interpersona
mechanisms are established.

(1) The Chief, Pathology and Laboratory Medicine
procedures and tests performed by the technical sta
education, training, and experience of the individu
the tests, based on accreditation requirements of J

26
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| problem resolution

Service, ensures that
ff are within the scope of
al(s) employed to perform
CAHO and CAP.
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(2) The Chief, Pathology and Laboratory Medicine
qualified technical staff are on duty, or available
laboratory testing is being performed. Emergency |
performed only by qualified medical laboratory pers

NOTE: The laboratory chief shall maintain document
of technical personnel authorized to perform proced

c. Equipment, Supplies and Space Management

(1) The Chief, Pathology and Laboratory Medicine
there is sufficient space, equipment, and supplies
Laboratory Medicine Service to perform the required
optimal accuracy, precision, efficiency, timeliness
on space planning and design, the Chief, Pathology
Service, is required to utilize Construction Manage
VA Facilities, H-08-9, Chapter 240.

(2) The performance of instruments and equipment
Pathology and Laboratory Medicine Service, frequent
they function properly at all times. Appropriate r
each item of equipment. The records must show the
validations, or performance evaluations, as well as
in response to revealed deficiencies. Temperatures
temperature-controlled instruments (see Ch.4).

d. Communications. The Chief, Pathology and Labo
maintains channels of communication within Patholog
Service, with other departments and other services
medical staff, and with approved and accredited out
that are appropriate for the size and complexity of
Pathology and Laboratory Medicine Service, enforces
that ensure the continued quality of the laboratory

(1) The Chief, Pathology and Laboratory Medicine
requests for laboratory tests are made in writing o
means. The policies of Medical Administration Serv
guidance in this area.

(2) The Chief, Pathology and Laboratory Medicine
laboratory performs tests and examines specimens on
of:

(a) Individuals authorized by the medical staff t
and receive the results.

(b) Those physicians, or non-physicians, who are

staff but who have written authorization as designa
by-laws and/or specific written privileges to reque

27
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Service, ensures that

, at all times that

aboratory testing is
onnel (see Ch. 12).

ation of the qualifications
ures.

Service, ensures that
within the Pathology and
volume of work with
, and safety. For guidance
and Laboratory Medicine
ment Planning Criteria for

is evaluated by the Chief,
ly enough to ensure that
ecords are maintained for
dates of inspections,
significant actions taken
are recorded daily for all

ratory Medicine Service,
y and Laboratory Medicine
of the medical center, the
side services and agencies
the hospital. The Chief,
policies in this manual
testing process.

Service, ensures that all

r through electronic
ice (MAS) are followed for

Service, ensures that the
ly on the written request

o order such evaluations

not members of the medical
ted in the medical staff
st such support services.
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(c) Other persons, to the extent permitted by law
the facility and licensed to engage in the direct t

e. Patient Identification. The Chief, Pathology
Service, enforces the policies in this manual to en
requisitions for inpatient and ambulatory care pati
identify:
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(1) Patient,

(2) Requesting individual,

(3) Tests required,

(4) Any special handling required,

(5) Date and, when relevant, the time the specime

(6) Date and time the request and/or specimen rea

f. Specimen Collection, Preservation, and Transpo

(1) The Chief, Pathology and Laboratory Medicine
policies in this manual to ensure that each patient
satisfactory condition for the tests to be performe

(2) Written procedures, approved by the Chief, Pa
Medicine Service, are developed for those who colle
VA medical center.

(a) The procedures relate to at least the followi

1 . The ordering of tests;

2 . Standards and special methods used for the prepa
the collection of specimens;

3 . Precautions to be taken for special procedures;
4 . Proper identification, storage, and preservation

(b) The Chief, Pathology and Laboratory Medicine
these guidelines shall be applied uniformly through

(c) The Chief, Pathology and Laboratory Medicine
record of the daily accession of specimens and an a
identification of specimens is maintained. The rec
the:

1 . Laboratory test site location and patient identi

2 . lIdentification of the practitioner ordering the

3 . Date, and when relevant, time of specimen collec

4 . Reason for any unsatisfactory specimen;

5 . Test or evaluation performed;
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6 . Result; and

7_. Date and time of reporting to the requesting pra
care unit (see Ch. 2).
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ctitioner or patient

30



January 31, 1994

M-1, Part VI

(d) A system must exist within the medical center
functions for receipt, identification, documentatio
reporting on all specimens submitted to each labora
the medical center and its outreach functions. The
Laboratory Medicine Service, as Chairperson of the
Testing Committee, is responsible for the efficient
of this system.

(e) The Chief, Pathology and Laboratory Medicine
for storage and disposition of specimens according
national inspection, accreditation and Federal safe
departments; this information must be available for

g. Test Results. The Chief, Pathology and Labora
enforces the policies in this manual to ensure that

(1) The laboratory report includes the date and t
condition of any unsatisfactory specimen.

(2) A system is developed to ensure that the indi
performing or completing the procedure is identifie
site where the test was performed.

(3) A list of critical limits of tests is publish
patient care areas of the medical center and its ou

(4) Criteria are established for the immediate no
responsible for the care of the patient when critic
results are exceeded. The Clinical Executive Board
of the medical center will determine which persons

h. Results Reporting

(1) The Chief, Pathology and Laboratory Medicine
policies in this manual that require records and re
as appropriate, are filed in the patient's record a
Laboratory Medicine Service for time periods specif

(2) Authenticated, dated reports of all examinati
and Laboratory Medicine Service are made part of th

(@) The Chief, Pathology and Laboratory Medicine
policies in this manual to ensure the accurate and
laboratory testing results produced in the medical

(b) When tests are performed in a reference labor

laboratory performing the test is included in the r
patient's record (see Ch. 11).
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tification of the provider
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(3) The Chief, Pathology and Laboratory Medicine
descriptive diagnostic report of gross specimens re

performed) is produced for every specimen received.

surgical specimens and autopsies must be expressed
of a recognized disease nomenclature; these must be
Ch. 6).

32

M-2, Part VI

January 31, 1994
Service, ensures that a
ceived (and of autopsies
Diagnoses made on
in acceptable terminology
indexed for retrieval (see
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(4) Reports of all anatomic and clinical laborato
examinations performed must be readily available to
the tests. The facility ensures that the reports a
patient's record. JCAHO's requirement for providin
met by including in the medical record a current li
VA medical center's Ancillary Testing Committee mus
range of values for ancillary testing sites. The b
values in use were established is available to medi
request.

(5) The Chief, Pathology and Laboratory Medicine
for standardizing the Decentralized Hospital Comput
cumulative laboratory reporting form throughout the
actively works with the chiefs of all ATS in the me
the same methods and reference values for each test

NOTE: Duplicate copies of the reports of all anato
tests and examinations performed are retained in th
retrievable manner.

1.06 MANAGEMENT DATA AND TREND ANALYSIS

a. The Chief, Pathology and Laboratory Medicine S
establishing a laboratory management data collectio
management systems noted in Chapter 15.

b. The Chief, Pathology and Laboratory Medicine S
relates the data to assess cost-effectiveness, staf
needs. The VA medical center Director, and COS wil
conditions and needs through documented recommendat
Chief, Pathology and Laboratory Medicine Service.

C. The Chief, Pathology and Laboratory Medicin
productivity information for the reporting period.
level is compared to peer groups as determined by P
Medicine Service, VA Central Office (see Ch. 15).

1.07 INTERACTION WITH MILITARY, FEDERAL,
LABORATORIES

a. The Chief, Pathology and Laboratory Medicine S
with the clinical laboratories of military, Federal
and medical institutions in such matters as profici
referee laboratory surveys, and exchange of data fo
laboratory medicine.

b. Laboratory tests may be preformed for other he
agencies when so requested in case of emergency whe
it will not interfere significantly with normal ope
18).
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1.08 MEDICAL LEGAL RESPONSIBILITIES
a. The Chief, Pathology and Laboratory Medicine S

cognizant of local medical legal practices and reso
the local practices to the extent permissible by VA
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ervice, will remain
urces, and will comply with
regulations.
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b. Assistance with special forensic post-mortem c ases may be obtained from
the Armed Forces Institute of Pathology (See Chs. 1 1 and 18).

c. Toxicological examinations that are not availa ble locally may be

obtained from other VA sources (see Ch. 8).

1.09 SAFETY AND HEALTH

The elements of a Laboratory Safety and Health Pro gram are identified in
Chapter 15. In addition to the requirements of Cha pter 15, the service chief
will ensure that appropriate security precautions a re observed by employees

and visitors to the laboratory.

1.10 EDUCATION RESPONSIBILITIES

a. VA medical center Pathology and Laboratory Med icine Services, are
committed to the principles of education of all lab oratory physicians,
clinical scientists, and technical personnel, and w ill maintain and encourage
affiliation with schools of medicine, universities, colleges, and professional
organizations that provide laboratory training prog rams.

b. The Chief, Pathology and Laboratory Medicine S ervice, provides
educational direction for the medical and laborator y staff, and participates
in educational programs of the institution as appro priate. This includes, but

is not limited to the following:

(1) Provision for all personnel, including physic ians and supervisors, to
further their knowledge and skills through on-the-j ob training, in-service
education programs, or attendance at workshops, ins titutes, and/or
professional meetings. An in-service education pro gram shall be provided at
defined intervals appropriate for the size and need s of the technical staff.

The program content and personnel participation sha Il be documented.

(2) Maintenance of continuing educational program s for professional and
technical personnel. Members of the laboratory sta ff will be encouraged to
attend and participate in the programs of professio nal organizations,
including short courses, workshops and meetings at local and national levels.
Such activities are a necessary adjunct to maintain ing and expanding
professional knowledge and skills. An orientation program shall be provided
for each new laboratory employee, and the employee' s participation shall be
documented.

(3) Establishment and maintenance of accredited e ducational programs for
the training of residents and allied health personn el in VA medical centers
with Deans Committees or Medical Advisory Committee s. In selected VA medical
centers with such affiliations, training programs f or resident physicians and

allied health personnel may be conducted.

1.11 RESEARCH AND DEVELOPMENT RESPONSIBILITIES

35

35



January 31, 1994

M-1, Part VI

Clinical research in Pathology and Laboratory Medi
innovation and improvement in the quality of patien
for the expansion of services, especially in areas
special problems of the aging and disabled veteran.

a. The Chief, Pathology and Laboratory Medicine S

36

M-2, Part VI

January 31, 1994
cine is the basis for
t care, and is essential
directly related to the

ervice, shall:

36



January 31, 1994 M-2, Part VI

M-1, Part VI January 31, 1994
D Foster clinical research as an integral part of the program,
recognizing that the benefits are direct and indire ct for improving the

quality of care for patients.

(2) Plan and direct research and development appr opriate to the facility.
b. VA Pathology and Laboratory Medicine Service p ersonnel are encouraged to
apply for grants and joint research projects with V A, private, Federal and

non-Federal agencies that support clinical researCh

1.12 MANAGEMENT STRUCTURE AND DIRECTION

Pathology and Laboratory Medicine Service (the mai n, central laboratory in a
VA medical center) must be directed at all times by a physician who is a
licensed, board certified pathologist, and who is q ualified by virtue of
documented training, expertise, and experience to a ssume professional,
scientific, consultative, organizational, administr ative, educational and
clinical research responsibilities for the laborato ry and for services
rendered.

a. In a VA medical center where Pathology and Lab oratory Medicine provides
clinical consultation, blood transfusion, surgical and/or cytopathology,
and/or medical diagnostic/interpretive opinions, th e Chief, Pathology and
Laboratory Medicine Service, must be board certifie d in both anatomic and
clinical pathology. In the event that the VA medic al center cannot recruit a
pathologist who is board certified in both specialt ies, a pathologist must be
employed on at least a 5/8ths basis who is board-ce rtified in the specialty
(either anatomic or clinical pathology) that is not possessed by the Chief,
Pathology and Laboratory Medicine Service, so that the VA medical center is

ensured complete coverage for both specialties.

b. Because of the legal responsibilities that enc umber the Chief's,
Pathology and Laboratory Medicine Service position, it must be filled at all
times by a licensed, board-certified physician, eve n when the position is held
by a temporary and/ or acting Chief, Pathology and Laboratory Medicine
Service.
1.13 QUALIFICATIONS, RESPONSIBILITIES, AND ROLE OF THE CHIEF, PATHOLOGY AND

LABORATORY MEDICINE SERVICE

a. The keystone and most fundamental principle of VA clinical laboratory
testing operations is continuous quality improvemen t of patient care. The
importance of the laboratory in present-day medicin e is underscored by its
major role in the delivery of services related to a Il health care activities

within a medical center.

b. The Chief, Pathology and Laboratory Medicine S ervice, must possess a
broad knowledge of clinical medicine, basic medical sciences, clinical
laboratory sciences, and management operations. Th is individual must have the
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appropriate training and background to be able to
responsibilities cited in this chapter.

C. Responsibilities accruing to the Chief, Patho
Medicine Service, have become multidirectional. Pr
as managerial skills are needed and must be integra
operation of a laboratory.The Chief, Pathology and
Service, is responsible for:
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(1) Maintaining the highest standards of quality
laboratory operation.

(2) Technical innovations in laboratory methodolo
well as cost-effective and imaginative utilization
equipment.

(8) Working with and managing human resources and
problems that may promote good working relationship

c. Delegation of Responsibilities. The Chief, Pa
Medicine Service, need not perform all responsibili
administrative functions may be delegated to qualif
laboratory managers and supervisors. Medical care
be delegated to physicians and technical responsibi
laboratory personnel as appropriate. The Chief, Pa
Medicine Service, however, remains responsible for
administration of the laboratory to ensure that qua
provided and that personnel operations and laborato
and efficiently.

1.14 OTHER PERSONNEL
a. Consulting Pathologists

(1) In a very small or remotely located VA medica
medical center where a pathologist cannot be succes
is not enough surgical pathology or cytopathology w
time, or part-time, surgical pathologist in the mai
of a board-certified, qualified, licensed consultin
retained.

(a) The consulting pathologist shall be a member
Board, and all quality improvement committees.

(b) A close working relationship between the COS
pathologist must be established.

(c) The Chief Technologist and consulting patholo
effective working relationship with the institution
laboratory's management and staff, the medical staf
other institutional departments and services.

(d) The consultant shall play an active role in t
the laboratory and of the institution.

(2) When the services of the pathologist are limi

status, these services shall be provided on a regul
twice-weekly) basis.
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(& A written report of the consulting pathologis t's evaluation and
recommendations shall be provided with each visit.

(b) The consultant shall sign in and out at each visit in the office of the
COS on official VA log sheets.

b. Requirements for Chiefs of Laboratories Not Re quiring Surgical
Pathology, Cytopathology or Transfusion Medicine/BI ood Bank Services

40
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(1) In laboratory ATS outside the physical limits
center's Pathology and Laboratory Medicine Service,
physician or doctoral scientist may serve as Chief,
Medicine Service. This individual must be qualifie
training, expertise, and experience in the areas of
biological, chemical or clinical science specially
special testing functions. In each and every ancil
including bedside and point of care sites, the serv
consulting pathologist shall be provided by an in-h
in the main VA medical center laboratory.

(2) In all ATS sites, the Chief, Pathology and La
(or designated in-house consultant who is a board-c
provide signatory support for the legal backup for
reporting when the ATS Chief is a doctoral scientis
the VA medical center's Ancillary Testing Coordinat
improvement oversight when the ATS Chief is a non-p
Chs. 10 and 2).

c. Chiefs of Special Clinical Reference Center La
clinical reference center laboratories refer to bot
support services in VA medical centers for all type
resources that do not involve the transfer of patie
center to another.

(1) Clinical activities that may be included in a
Center (SCRC) will be restricted to: analysis of sp
supply of unique devices, materials and/or biologic
presence of a patient.

NOTE: VA medical centers are encouraged to develo
to those special reference centers already operatio
laboratories for virology, tuberculosis, cytogeneti
(see Ch. 11).

(2) The following requirements must be followed f

(a) The Chief, SCRC, may be a doctoral scientist,
physician, or pathologist, board certified in eithe
clinical pathology.

(b) When the SCRC performs any one or all tests i
subspecialty or in blood banking (immunohematology)
board-certified pathologist in the specialty relate
performed.
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1.15 ORGANIZATIONAL STRUCTURE OF LABORATORY SERVICES

The following recommended organizational structure
determining staffing patterns for laboratory person
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of varying size and complexity. See Appendix 1B fo
a laboratory's complexity.
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a. General Structure. Main Clinical Laboratories and Ancillary Testing
Laboratories:

43
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b. Very Large, Large and Medium Complexity Labora tories

44
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c. Small Laboratories, Free-Standing Outpatient C linics and Satellite
Outpatient Clinics

1.16 ADMINISTRATIVE MANAGEMENT PERFORMANCE MEASURE

All VA medical center Chief, Pathology and Laborat ory Medicine Service,s of
Pathology and Laboratory Medicine are responsible f or the smooth and
coordinated operation of the service. The criteria for evaluating the overall
performance of the laboratory are discussed in Chap ter 15.

1.17 REFERENCES
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BASIC LABORATORY SERVICES THAT MUST BE PERFORMED INALL MAIN
CLINICAL LABORATORIES WITHIN VA MEDICAL CENTERS
AND MAJOR OUTPATIENT CLINICS

Each VA medical center's main clinicla laboratory
to perform:

a. Hematology and Coagulation Studies (Immediate
Routine).

b. Chemistry (Clinical Chemistry) (I. R. and Rout
(1) Electrolytes,

(2) Renal Function,

(3) Liver Function,

(4) Cardiac Tests,

(5) Isoenzymes,

(6) Lipid Tests (Routine use only),

(7) Osmometry,

(8) Blood Gases, and

(9) Therapeutic drug monitoring, Toxicology, and
monitoring.

c. Microscopic Examination and Organism Isolation
(Microbiology).

d. Culture (Microbiology) of blood, body fluids,
environmental/infection control cultures (Routine a

e. Susceptibility Tests (Microbiology), (Routine
f. Mycobacteriology (Routine).

g. Mycology (Routine).

h. Parasitology (Routine).

i. Urinalysis (Routine and I.R.).

j. Blood Bank, Transfusion Medicine and Immunohem

R.).

47
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k. Diagnostic and General Immunology (Routine, in
Deficiency Syndrome (AIDS)/Human Immunodeficiency V
testing.

NOTE: Medical centers without staff, equipment or

tests should refer them to the VA National Serology
Ch. 11).
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cluding Acquired Immune
irus (HIV) antibody

expertise to perform these
Reference Laboratory (see
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|. Histology (Anatomic Pathology) (Routine and fr
m. Cytology (Anatomic Pathology).

n. Autopsy (Anatomic Pathology).
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LABORATORY COMPLEXITY INDEX - PATHOLOGY AND LABORADRY MEDICINE

All facilities must provide Basic Laboratory Servic

es* which include:

Cardiac tests, routine and Immediate Response clini
Response and routine), culture (micro), cytology, d
hematology (Immediate Response and Routine), immuno
tests, liver function tests, microscopic exam and o
mycology, bacteriology, osmometry, parasitology, re
serologic studies including AIDS/HIV antibody testi
toxicology screening, urinalysis.

cal chemistry, coagulation (Immediate
rug monitoring, electrolytes,

logy (routine), isoenzymes, lipid
rganism isolation, mycobacteriology,
nal function, susceptibility testing,

ng, therapeutic drug monitoring,

CATEGORY:

Small Medium
Outpatient
TYPE:
Core Level 1
Level 1 Referral Level 2
Facilities
Facilities
Referral

Special Clinical
Large Very Large
Resource Centers

Core Level 2 Referral
Independent OPC

Facilities Facilities

or Domiciliary Specialty

With inpatient
Same as Core
Basic Laboratory
and/or outpatient
Levels 1 and 2
Services with
surgery, mandatory
and may also
Outpatient Surgery,
services include:
Same as
*Basic Laboratory
Micro- Referral Level 1
Services (App.1A)
scopy, GLC mass
Routine Histology
Surgical Pathology
spectroscopy,
Cytology
Cytology

1B-50

Tertiary Testing
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expertise of each
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Referral Level 1 Electron
Surgical Pathology
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Routine Histology

Radioimmunoassay,
Post-mortem
examination
Special chemistry/
endocrine
reference lab
Toxicology
reference lab
Flow cytometry
Cytogenetics
Microprobe analysis
Muscle biopsy/
histology/
histo-chemistry
Mycobacterial
disease/TB
reference lab
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Core Level 1 Core Level 2 Referral Level 1 Referral Level 2 Independent OP(
Facilities Facilities Facilities Facilities or Domiciliary
Virology
reference lab
Crystal indentifi-
cation reference
lab
Hemoglobinopathies
Mycology suscepti-
bility testing
Serologic lab
(special)
Core Level 1 Core Level 2 Referral Level 1 Referral Level 2 Independent
facilities must facilities must facilities serve fa cilities serve facilities must
provide the provide the as network as regional or provide the range
range of services range of services resources for national referral  of services
identified as identified as for multiple resources for identified as
basic clinical basic clinical secondary and selecte d programs. basic clinical

services, plus services, the

services mandatory services which
for Core Level 1. are mandatory for

They may also Core Level 1
provide services facilities and
identified as may provide

discretionary

for Core Level 1
if program
criteria are met
and Core Level 1
facilities have

In addition, the
template
identifies

inpatient hospital additional manda-

capability. They tory and discre-
provide primary
care to veterans
residing in their
catchment area.

specifically for
Core Level 2

most secondary
and all tertiary

care are referred ed secondary
to other
facilities.
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are discretionary
for Core Level 1.

tionary services

facilities. Core
Patients requiring Level 2 facilities network refer ral

may be privileged
to provide select-

services, usually
due to geographic

erral Level 2
r- facilities must
provide the range

tertiary programs  Ref
which are conside
ed appropriate for

the network level. servi ces identified
These facilities as basic clinical
must provide the services , services
range of services  whic h are mandatory

sic for Core Levels 1
2 and referral
level 1, and may
e services
are discre-
may tionary for these
levels. Referral
level 2 facilities
potentially serve
population ex-
tending beyond
network service

identified as ba
clinical services, and
the services whic h
are mandatory for  provid
Core Level 1 and 2 which
facilities and
provide services
which are discre-
tionary for these
levels. Thetem- a
plate identifies

services which are

specifically na tional programs
mandatory or extend ing beyond
discretionary for  region al boundaries

Referral Level 1 Ins

areas and may have

ome cases, a

services, plus
discretionary
programs which
exist if program
matic criteria are
met. These facili
ties provide out
patient care whic
may range from
primary care to
highly sophistica
ted outpatient
services. They
have no inpatient
hospital compong

but may have

nursing home or
domiciliary beds.
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Core Level 1 Core Level 2 Referral Level 1 Referral Level 2 Independent OP(
Facilities Facilities Facilities Facilities or Domiciliary
location or unique facilities. network's popula-
characteristics of Although this level tion base m ay
of their veteran primarily serves  warrant providi ng

populations. Core the network, this regional leve I
Level 2 facilities does not preclude  programs even

serve primarily referral relation- though the prog ram
in their own ships with facili- serves primarily

catchment areas; ties outside the the network. Ref er-
however, they may network. Referral ral Level 2 p ro-
accept referrals programs may exist grams may exis tin
for secondary at one or more, one or more, but

services (suchas  but not all usually not all

inpatient surgery). facilities in the  networks in the

network. In some region.
cases, a facility's
population base may
warrant providing
network level
programs even
though that facility
serves its own
catchment area
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