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WEST VIRGINIA LEGISIATIVE RULES
BOARD OF HEALTH

Chapter 16-1
Series VIII Fiy »
(1983) A SED

5
Subject: Approval of Laboratories for Syphilis Serology Wf’fﬁ DA

Bection +r GCeperal Metheod

Hre method of +desbine and approving ebigible epplicenks shadt ke
themethod adopbed dn 1930 by the Wesk Vieginte Departmerk of Healbhs
hepureose 43 &0 appratkse proficieney ef perfomaree of 2  gpecified
seandardserotogiec test for syphiliss
Section 1. General

1.01. Scope - These legislative rules establish the method of testing
and approving laboratories for syphilis serology by the West Virginia
department of health.

1.02. Agthority - These legislative rules are issued under the
authority of Chapter 16, Article 1, Section 7, Subsection (6) and are related
to Chapter 48, Article 1, Section 6a of the West Virginia Code of 1931, as
amended.

1.03. Filing Date - These legislative rules were promulgated on

the day of ; and were filed on the

day of , in the Secretary of State's office.

1.04. Effective Date - These legislative rules became effective on the

day of s .

Section 2. Supersession and Repeal of Former Regulations ~ These legislative

rules supersede and repeal the West Virginia Board of Health Regulations




Board of Health

Legislative Rule 16~1 Sec. 2.
Series VIII

Chapter 4, Article 2 "Bpproval of Laboratories in West Virginia for Syphilis
Serology.

Section 3. Application and Enforcement

3.01. Application - These legislative rules apply to all laboratories
seeking certification under Premarital, Prenatal or Barber/Beautician Laws
for syphilis serology by the West Virginia department of health.

3.02. Enforcement - Enforcement of these legislative rules is vested
with the director of the West Virginia department of health or his lawful
designee.

Section 4. Iaboratories Eligible for Approval by the West Virginia Depart=-

ment of Health

4.01, Reports of official laboratories of State, Territorial and

District of Columbia Health Departments and those approved by State,

Territorial and District of Columbia Health Departments shall be honored, and

also reports of official laboratories of the United States Asmypy
NerryrMarinesy Military Service and the Public Health Service.

4.02. Except for the aforementioned effieiat laboratories, a labora-
tory etrigible for apprevat secking approval shall:

1. be located in West Virginia;

2. show that it complies with Rekiele 5 Chapter 16-1, Series

VII Reportable Diseases Regulations; and Chapter 161,

Series VI Reguirement for Laboratories to Report Positive

or Reactive Serologic and Other Tests for Syphilis and

Positive Laboratory Examinations for Neisseria Gonorrhea

to the West Virginia department of health.
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Board of Health
Legislative Rule 16-1 Sec. 4.02.
Series VIII

3. camplete eueskiemmaiwe director qualification, personnel

qualification, and agreement forms +tHbk-C-and-Hk-bB} form HE~C

anaualy and femm HE-B when a laboratory requests approval
for the first time or when there is change eofdireckien

a change in laboratory director ;

4. maintain adequate apparatus and reagents for tests for which
approval is requested;

5. send its request for approval to the West Virginia depart-
ment of health well in advance of future yearly testing
periods;

6. meet the accuracy standards of #his Arkiele {(Seekion 4jthese
regulations (Section 6).

Section 5. %eseking Perieds Proficiency Surveys and Duration of Certificates
of Approval

5.01l. ZSesking ef eligible Ilsbeorebkeories applying fer apprevat shald
besarried ook onse ansually by mesns by a proficiensy ourveye exesph Bhab
atabovabery wWhieh emplovs bve or move stardard servelegieal besks aprd whichhas

igonance of a Cerkifieabe of Approval woy subsequently be tested for approval
bieantally inskead of annualdy € it se elecksy untid sueh time as idbs
resakes in o preficieney survey fait te Jusbify a eerkificabke of spprevals A
proficiency survey is defined as a series of specimens sent to a laboratory
for the purpose of appraising the accuracy of its results.

5.02. The opening date of the annual proficiency survey shall be set
by the West Virginia department of health; laboratories in West Virginia

shall be notified in advance of the approximate opening date.
Page 3




Board of Health
ILegislative Rule 16-1 Sec. 5.03.
Series VIII

5,03. A Certificate of Approval shall be issued to a laboratory which
satisfactorily completes the required proficiency survey in accordance with
this Arkiele these regulations. £ 8 dJoborakery is reowived +ws be
testedannually under the provisien of Geckien Iy pavagraph ay the The
certificate shall be in effect to the end of the calendar year following the

year in which the proficiency survey was completed.

£ a loborabery eligible for biemnial kestking {Seckien 3y pavagwaph azd
sabiafackortdy completes the reguived profieiensy suwveyr bk shall reeceive a
Certificate of Appreoval which shall be in effeek +o the end of the seecend
eaterday vear £ollewing #he vear in vhich the proficiency sarvey was
semplebeds

dr A Jemporary Certificabte of JPpproval may be isswed by &he
WestVirginia Deparkment of Health ke a laborakery for a period suffieient
toenable the loboratery ko cemplete the nexk- proficieney sueveyr see Beebkbion
4y b

5.04. Each certificate shall be issued to a specific laboratory for a
specific period of time, and shall list the name of the tests approved. It
shall bear the name and address of the laboratory to which it is issued and
the name of its director. *f there be an assiskant ke the direcker
tasdefined in Avtiele 5 of +his chapter) his name sheuld alse ke diskeds A
certificate shall be void if there is a change in diveebieny or debrimented

change in Joeakion er sechniemes laboratory director, laboratory location or

change in testing procedure or technique; or unethical practice as determined

by the West Virginia board of health.

Section 6. Sensitivity and Specificity Standards for Approval

Page 4




Board of Health
Legislative Rule 16-1 Sec. 6.
Series VIII
Buring the inibial peried of testing laborakeries for appreval in Wesk
Virginia {vwhieh began iam 19393y it was deemed advisable that skandards be
mere tendent then Ameriesn Gbandavder bab Ameriean Gkandarvds for the aspprovad
of inkeaskake laborateries by a Skake Health Officer be adeopted as seon as
feasitble for West Vivginiar +See The Serediagnesis of Syphitisy: Supplement
Heos 9 e Yenereal Pisease Infermabiens 1939y page 893
A Certificate of Approval shall be granted by the West Virginia de-
partment of health to a laboratory which in a proficiency survey demonstrates
a reasonable approximation to American Standards on sensitivity and
specificity with a standard serologic test for syphilis.
A Femporary Cerbificabe of FAppreval mey be 4sseed by the West
Virginiobepartment of Health 4w cerbain cases where ebrounsbances eleardy
suakifvanch askiony auch ase
E 2 £ a eurvently appreved Jlaberabery urder a new divecker whese
gaatbitentions mect the reguirempnks of Avbicite 5o

27 #e a Jabevabkery which has soueeessfolly ceomplebed +the dask 3
armaat er biennial proficieney surveys preceding ibs failure in
& euwrrent speficteney surveyry provided ibe divcchbor or sereioghe
worlier yeceives refresher bratning in serclegie bechatemes F
indieabedr apnd provided 4k seks wp a sokisfackory means feor
~imbertabovabery check on ks resales {as by cending ot least 6
Laheck! spesimerns per monkh and 4ks reoulbs thereonr €8 he
Hygienie haboratery for parallel tesbking}r

Seskion 5y Consutbanksy

not ke euceed 5 persensy
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Board of Health
legislative Rule 16-1 Secs 6.
Series VIII

Frey mast be recowrended by dhe Hygienie boberabery Divechker and
approved by the Skake Diveckbor of Healths Hhe purpese of these eonsulbanks
9 4o eenfer with ¢the Hygienie Iobeowakery Direcker ¢o assist in inbker-
prebabion of regulabionsy developrept of evaluakien beshnieuesy and the dikes
Seekion 6v Reperbting eof Reackive Serelegie FTesks Reguived for baborakery
Cerbificabiony

iperovat of imborvakories dn West Viveginia for ayphilis serelegy shadlt
be eonbingert on complebe en complete compliarnce with Chapker Jdy Cowmmieable
Biraeasesy febiele 4y veoubring loborakories te vepork resulbs of alkd reaskive
{posikive} serelegie bkesks for syphilis te the Stake Bivecker of Healthsr

+ay The reporking of vesckive serslegie tesks fer ayphikis as s re-
guirement for ilaborabery cerkification shall not be construed to mean that
awy other ureertifed ey unapereved labovabery is exwempt fean the reporbing
ebtigabions of Chepber 2y Cownndesble DBiseasesy »Arkiele 4y Regulabieps
of the Wesk Virginia Skake Beard of Healbhsr

WESE YERGINIA PEPARIBMENT OF HEALTH
ACRERMENT OF LABCRATCRY BORRCOYAL OF SEROBOGES
TEEPS POR S¥PHIEREE

{Hokes Vherever the kerm Divecker of Healbh +s used i+ sheuld ke
inrerpreted to mean Biresker of the Wesk Viwsials Pepaswmsnkt of Heelehy
oF Bie avkherized vepresenbabives,d

e seerr T T TR TP T T T T T TTrreTer 2OeaEed a8k wrvrrrrrr e T T e R T e T e T T I T TrT T T

{Bxact pame of boboraberyd Address {Ghreet and Cibvd
West Yivgiwniar 4n econseckien wheh 4ks8 reguest for apprewat ef dbks
seretegieat besbs feor syohiliny hereby agresss

dr That the eenduck of said laberatery wiltlt be in accordance- with
recegnived seandards of ethiess
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Board of Health
lLegislative Rule 16~1 Sec. 6.
Series VIII

#r Fo exambne and vender weperks on Speeimens Submibbbed frem dime
ke ®ime by the birveckor of Health for purpeses of beshing the efficieney
and accuracy of procedures used in said inbowakerys

v That the diveckor of Ehis Isborekeryr eor the assiskant ke the
direckor 4kokh of whese educabien and experience eemply wibkh mindmen
reguirements) shall deveke his full time ke the work of this Ilaboratery
regelibs arnd witd have $fall aukberiby and respensibiliby fer altd Iinborsabory
regates and reporks iesulng frem sakd laboraborve

4s To wvebify the Diveckor of Health ak enee in webbing of any change
in this laborakery regavdings

+a) loeation er {b) ackive diveeking persemmels

5y Mot ko skatey publish er imply that said loberatery is appreved by
the Weskt VYivginia Depavbment ef Healibh for any +tesbs obber +han
those sgpecifieally nowed on bthe ecerkificake which may be issuwed to said
laboraterys Chake of Wr Varr County 6f +rrrrrrrrrvrrrrverrrersTrTTvoTessTosy

Baked at srrerrrrvrrererry EbiSvrvrererervy 88 of wrvsverrereresy rvewr

43} T TTTTTTTETTTTTTYTYTTTYTY Signabtere of Superintendent of
Hospibal or Tnshitebion
42 wrvvrrvrrrrTTeTTTTTTY Signabare of Direckeor of haboratery
D = = = —— Shonabare of Asstobant to the Divector
Section 7 Agreement of Laboratory for Approval of Serologic Tests for
Syphilis

Laboratories in West Virginia seeking approval of serologic tests for
syphilis shall submit an agreement form to the West Virginia department of
health on forms supplied by the West Virginia department of health for that

purpose.
Page 7




Board of Health
Iegislative Rule 16-1 Sec. 8.
Series VIII

Section 8. Administrative Due Process - Those persons adversely affected by

the enforcement of these legislative rules desiring a contested case hearing
to determmine any rights, duties, interests or privileges shall do so in a
manner prescribed in the West Virginia Procedural Rules, Board of Health,

Chapter 16-1, Series I, 1981, Rules of Procedures for Contested Case Hearings

and Declaratory Rulings. The aforementiond procedural rules are incorporated

herein by reference.

Section 9. Severability - If any provisions of these rules or the applica-

tion thereof to any person or circumstance shall be held invalid, such
invalidity thereof shall not affect the provisions or application of these
rules which can be given effect without the invalid provisions or applica-
tion, and to this end the provisions of these rules are declared to be

severable,
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WEST VIRGINIA LEGISIATIVE RULES
BOARD CF HEALTH

Chapter 16-1
Series VIII
{1983)

Subject: BApproval of Laboratories for Syphilis Serology

Seskion dr Cereral Method

The methed of +testing and epproving eligible apprieants shalt ke
&ma@wia%wwe%sémwm@%mm
?Wéséeawmﬁmw%pemeeﬁawiﬁeé
seandardserolegie test for syphiliss |
Section 1. General

1.01. Scope -~ These legislative rules establish the method of testing
and approving laboratories for syphilis serology by the West Virginia
department of health.

1.02. Authority - These legislative rules are issued under the
authority of Chapter 16, Article 1,. Section 7, Subsection (6) and are related

to Chapter 48, Article 1, Section 6a of the West Virginia Code cf 1931, as

amended.

1.03. Filing Date =- These legislative rules were promulgated on
the day of , and were filed on the
day of , in the Secretary of State's office.

1.04, Effective Date — These legislative rules became effective on the

day of v o

Section 2. Supersession and Repeal of Former Requlations - These legislative

rules supersede and repeal the West Virginia Board of Health Regulations




Board of Health

Legislative Rule 16-1 V Sec. 2.
Series VIII

Chapter 4, Article 2 "Approval of Laboratories in West Virginia for Syphilis
Serology.

Section 3. Application and Enforcement

3.01. Application -~ These legislative rules apply to all laboratories
seeking certification under Premarital, Prenatal or Barber/Beautician Laws
for syphilis serology by the West Virginia department of health.

3.02. Enforcement - Enforcement of these 1egislative krules is .Vestad
with the director of the West Virginia department of health or his lawful
designee,

Section 4. Laboratories Eligible for Approval by the West Virginia Depart—

ment of Health

4.01. Reports of official Ilaboratories of State, Territorial and

District of Columbia Health Departments and those approved by State,

Territorial and District of Columbia Health Departments shall be honored, and

also reports of official laboratories of the United States Arwsgy
NavyrMarinesy; Military Service and the Public Health Service.
4,02. Except for the aforementioned effieiad laboratories, a labora-

tory eligible for approval seeking approval shall:

1. be located in West Virginia;

2. show that it complies with Arkiele 5 Chapter 16-1, Series

VII Reportable Diseases Requlations; and Chapter 16-1,

Series VI Requirement for Laboratories to Report Positive

or Reactive Serologic and Other Tests for Syphilis and

Positive Laboratory Examinations for Neisseria Conorrhea

to the West Virginia department of health.

Page 2




Board of Health «
Iegislative Rule 16-1 , Sec. 4.02.
Series VIII

3. camplete eeestienmatre director qualification, perxsonnel

qualification, and agreement forms {HE~E-and-Hi-B} form HE-C

anauaty and feorm HbB-B when a laboratory requests approval
for the first time or when there is cherge efdireckion

a change in laboratory director ;

4. maintain adequate apparatus and reagents for tests for which
approval is requested;

5. send its request for approval to the West Virginia depart-~
ment of health well in advance of future }éarly testing
periods;

6. meet the accuracy standards of this Artiele {Seection 4)}these
regulations (Section 6).

Section 5. Yesting Perieds Proficiency Surveys and Duration of Certificates

of Approval
5.01l, HYesking of eligible laborateries epplying for approvar shalt

beearricd ok once annuatly by means by & profiecieney surveyr exeept thatb
alaberatery which empleys tvwe or more standard sevelegheal tesks and vhickhas
ebkained vesalta in tve eonsecubive anmual proficiensy surveys-justifying the
issuance of a Cerbificate of Dpproval may subsequently be bested for approval
biennially instend of ammaally £ it seo elecksy unkdd such time as ibks
reaxtes in a profieieney survey fail o Justify a eertifiente of apprevale A
proficiency survey is defined as a series of specilrens sent to a laboratory
for the purpose of appraising the accuracy of its results.

5.02. The opening date of the annual proficiency survey shall be set
by the West Virginia department of health; laboratories in West Virginia

shall be notified in advance of the approximate opening date.
Page 3




Board of Health ‘
Iegislative Rule 16-1 , Sec. 5.03.
Series VIII

5.03. A Certificate of Approval shall be issued to a laboratory which
satisfactorily completes the required proficiency survey in accordance with

¢his Arkiele these regulations. If & Jaborabery 49 resguived 4o be

teskedannualtly under the provision ef Beckien 3y pavegreph ay &he The
certificate shall be in effect to the end of the calendar year following the
year in which the proficiency survey was completed.

If & laboratory ehigible for biemniel tesking {Sechien 3, paragraph av)
sakisfactorily completes the requived preficiency sarveyy it shalld reaceive &
Eerbifieate of Zpprovel whieh shall be in effeckt 4o the end of the seceend
eaterdar year fellewing &he year in vhich the proficicney sarvey wWas
eomptebedys '

%A%mfaw%&ﬁemeﬁﬁpmmymémwm
WestVirginta Departwmert ef Healbh teo a Iaboratery for a @efé:@éf’sﬁﬁieieﬁ%
toensble the laboratery Lo complebe the newt— profieiency marveys see Seebien
4y b=

5.04. Each certificate shall be issued to a specific laboratory for a
specific period of time, and shall list the name of the tests approved. It
shall bear the name and address of the laboratory to which it is issued and
the name of its director. I£f there be an assisbank o the divecker
{asdefined in Arbkiele 5 of +his chapbker) his name should alse be listeds A
certificate shall be void if there is a change in diveebieony or debriwented

ehange in loeakion er sechniewer laboratory director, laboratory location or

change in testing procedure or technique; or unethical practice as determined

by the West Virginia board of health,.

Section 6. Sensitivity and Specificity Standards for Approval

Page 4




Board of Health o
ILegislative Rule 16-1 Sec. 6.
Series VIIT

Buring the inibtial peried of tesking laborateries for eppreval in West
Virgiaia fWhich begen in 19393 i+ wes deered advioable Eaok skerndards be
mmmmsmmmsmmvmam
ef inbrastate Jlaborebories by a Ckabe Health GEfieer be adopbed as soon as
feasible for Vest Virginias {See "the Berediagnosis ef Syphitis;" Supplement
Nov 9 to Venereal Disease Informabions 1039, page 8%+)

A Certificate of Zpproval shall be granted by the West Virginia de-
partment of health to a laboratory which in a proficiency survey demonstrates
a reasonable approximation to American Standards on sensitivity and
specificity with a standard serologic test for syphilis.

A DTemporary Cerbifiecabe of MAppreval way be issued by the West
VirginiaDepartwent of Health in cerkain ecases vhere eireunstances ecleawly
Justifyeuch ackieny el ast

2 0 a euvrreptly opproved Jlaboratory under & new direcker vhese

suatifieations meelk the regquivements of Artiele 5¢

P to a Joboratery whiehk has cueeessfally eomplebed Ehe last 3

areat orF biesstal profieieney surveys preeceding dbks failuve in
& eurrent profieiency Surveyr provided its é.%ﬁ?&@%%éﬁ? seretogie
viorker reeeives refresher training in serelogie technigues if
indieated; and provided it scks up a sabkisfackeory weans for
~interlaboratory check on its resulks {as by sending at least 6
Leheck? gpeeimens per renkh apd ks resulbs thereony 4o the
Beckion 5+ Consutkanber
Shere mey ke paid eonsulbants to the Hygienie Laboratery Directory

net o exesed 5 persenssy
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Board of Health
Legislative Rule 16-1 Sec. 6.
Series VIII :
appreved by the State Bireckor of Healthr The parpese of these consulbanks
+9 +to eonfer with the Hygienie Ioborabery Divecker o assist 4n inter—
Eecktion 6v Reporking ef Reackive Cevolegie Fesbks Reguired for baberakery
Cereifionbions

Ppprevel of laborateries in West Virginia for syphilis serelegy shalt
be%n&h&g%me@&p&e%%é&a@%&tee&my&m%&%@%raw%ﬂmﬁiewé
Diseases; Artiele 4y resuiring laboratories te repork resalts of all reaskive
WWWWW%%%@&W@%M@%Mr

{a) The reporting of reackive serolegie bestka fer gyphilis as a ¥e-
gaivement for loborakery cerbifieabien shall ret be ecnsbrued o mean thatb
ary other unecertifed or unspproved loberatery is exempk frem the repeorbing
cbligations of Chepber 2y Ceowmuniceble Diseasesy Axkiele 4y  Pegalabieons
ef the West Virginia Ckake Board of Healbhr

WESE VERCENIL DEPARSMENE OF HbEPmEH
ACRERMENE OF LABORATORY BORROVADL OF BREROBOCES
FEGRS FOR B¥HEELES

lokes Vherevew the berm Dirvecker of Health &8 used ib sheuld be
intereoreted to wmesn Direcbor of the Wesk Virvginia Department of Healthy
e¥ kis avkherived represeneabivess)

e ooy Tr e e T T e T T T e ey Ty TeeTee boeated ak vrrerr T e T e T e T I T T T T T T e T T T TYy

{Baet name of Leberaberyd pddress {bierect and €kby)
Vesk Virginior $n copncebion wikh ibs sreguest for epprevat of des
serotegient besks fer syphilisy hereby agreess

i- That the conduct of said laboratery wiltt ke in accordance~— with
recogrived skandards of ethiess
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Board of Bealth . ‘
Iegislative Rule 16-1 ' ‘Sec. 6.
Series VIIT

2 %@meméf&éefreﬁeﬁsmmmm&eéfmm

teﬁ%eby%e%ee%eﬁ%&%&h%erm@sef%ﬁ&gtheeﬁﬁé@é&mr

end aceuracy eof proeedures used ir said laboraterys

3r Thak the direckor ef this leborakeryy er the assistant be the

direckor {both of wheose education and experience eemply with mindmum
sequirerents) chall devoke his £uil bime bo the work of this laboratory
fe%%ﬁa&é%hﬁ&%a&%@fiﬁa&éf%p@&%&ﬂfwm&m
resutts and reporks iasuing from sald loboraterve

4 To nobkify the Divecker ef Health ab enee in wribing of any change
in this leboratkery regardings |

+{a} loeakieon er b} ackive direcking persermelw

By Mot te stabey publish er imply thek sadd laborakery is appreoved by
the Wesk Virginia Deparbmenk eof Health for any +tests other than

%mamﬁeawmé%&&emiﬁm&ﬁehmyb@ém%saéé

&aﬁ@m?&‘ 84@&% 9§ W'S“ Va‘i’?" @@ﬁﬁh}‘ @% T TE T T ETTTITTTTITTETETds o'aaé PEFTTTE

M &% TETTVETTTTEETITYY MWW é&y 8‘% TETETTTTTTTTT ‘&'.’9'7‘3’?‘1"?

41} wrrrTETTTETTTTTTTTEEYY Eiganbare of Superinbendent 6
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Section 7. Agreement of Laboratory for Approval of Serologic Tésts for
Syphilis

Laboratories in West Virginia seeking approval of serologic tests for
syphilis shall submit an agreement form to the West Virginia department of

health on forms supplied by the West Virginia department of health for that

Parpose.
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Board of Health
Iegislative Rule 16-1 , Sec. 8.
Series VIII

Section 8. Administrative Due Process - Those persons adversely affected by

the enforcement of these legislative rules desiring a contested case hearing
to detemine any rights, duties, interests or privileges shall do so in a
manner prescribed in the West Virginia Procedural Rules, Board of Health,

Chapter 16~1, Series I, 1981, Rules of Procedures for Contested Case Hearings

and Declaratory Rulings. The aforementiond procedural rules are incorporated

herein by reference.

Section 9. Severability - If any provisions of these rules or the applica-
tion thereof to any person or circumstance shall be held invalid, such
invalidity thereof shall not affect the provisions or application of these
rules which can be given effect without the invalid‘ provisions or appliéan-
tion, and to this end the provisions of these rules are declared to be

severable,
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