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Pursuant to Section eight, Article three,: Chapter twenﬂy-
nine~A of the Code of West Virginia, one thousand nine hundred
thlrty—one, as amended, the Regulatory Services Program of the
West Virginia Department of Health shall convene a public hearing
at 10:00 A.M. on Monday, December 21, 1981 in the Conference
Room of the West Virginia Department of Health, Room 522, 1800
Washington Street, East, Charleston, West Virginia for the purpose
of taking evidence pertaining to the filing of the Approval of :
Laboratories for Syphilis Serology. : : '

Any citizen or other interested party may appear in person -
to present evidence. Any citizen or other interested party may
submit written evidence to the West Virginia Department of Health,
Regulatory Services Program, Room 416, 1800 Washington Street, East,
Charleston, West Virginia 25305 not 1ater than 5:00 P.M. Monday,
December 21, 1581. .

The issues to be heard shall be limited to the actual in-
formation contained in the above mentioned proposed regulation.
Copies of the regulation may be obtained from the Regulatory
Services Program, address heretofore appearing or by telephonlng
204-348-2411. :

g

Director

Entered Novem‘ber 17, 1981

OFFICE OF THE DIRECTOR . , .
1800 WASHINGTON STREET, EAST CHARLESTON, WEST VIRGINIA 263056 ' - TELEPHONE (304) 348-2971
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West Vlrglnla Administrative Regulatlons
‘Board of Health
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. Subject: Approvél of Laboratories for Syphilis Serology e Lay Divisie .

m&heéaéepted&n%by&e%s&%rgmaaepafmﬁéeéﬂe&thv E‘hel

mse&steaepfatsepre&etenq*eﬁperfeﬁmﬁeeeﬁaspeaﬁeéséanéaré.-

serolegie test for syphiligs
Section 1. :General '

1 0L. Scope - These regulatlons establish the method of test:.ng and
approving laboratories for syphilis serology by the West Virginia Department
of Health. N

1.02. Authority - These regulations are issued under the a:uthority
of Chapter 16, Article 1. Section 7, Subsection (6) of the Vest Virginia
Code of 1931, as amended. Reference to Chapter‘48, Afticle 1, Section 6a |
of the Vest Virginia Code of 1931, as amended. | |

1.03. Filihg Date — These regulations are. pranulgated .on the

day of , , and are filed on the " day of

' , in the Secreta:.y of State's office.

1.04. Effectlve Date - These regulatlons become effective on the

day of , 1981.

' Section 2. Supersess;.on and Repeal of Formmer Requlations - These xegula—-

tions supercede and repeal State Board of Health Regulatlons Chapber -4,
Artlcle 2 "Approval of Iaboratories in. West Vlrglnla for Sypi'ul:.s

Serology




State Dept. of Health , : | : S »
Admin. Reg. 16-1 T '  Sec. 3.
Series VIII ' ' : : ' .

Section 3. Application and Enforcement

'3.01. gggglication - These regulations. apply to all iaboratbries.
seeking cértification‘ under Premarital, Prenatal or Baxber/Beautician Laws .
for syphilis serology by the West Virginia Department of Heaith.

3.02. Enforcement - Enforcement of these reguléti’ons is vested in

the Director of the West Virginia Department of Health or his designee.

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

ment of Health

4.01. Report:s ‘of off1c1a1 laboratories of State, Terrltorlal and-

District of Coltmxbla 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 Ammys Navyy
Mariresy Military Service and the Public Health Service.
4.02. Except for the aforenentloned effieial laboratorles, a laboratory

eligible for appreval- seeklng approval shall- .

1.. be located in West Virginia;
2, show that it camplies with Axtiele 5 Chapter 16-1, Series

- VIT Reportable Diseases Requlations;

3. complete q&esaeﬁn&i:re director quallflcatlon, personnel

qualification, and agreerent forms -(-I-H&—G—-ané—-HE-'B}-
form HEC annuely and feorm HE-D vhen a laboratory requests -

approval for the first time ‘or when there is: change of

direetion a change in laboratory director ;

4. maintain adequate apparatus and reagents for tests for :

vwhich 'approval is requested;

e AN P e v S . AR S



State Dept. of Health -
Series VIII . o
5. send its requesﬁ for approval to the West Vifginia Depart~
"ment of Health well in aavance of future yearly testing
perlods, |
N 6. meet the accuracy’ standards of this Ar%?:ele -(-See%?cen 4—} .

‘these regulations (Section. 6) .

Section 5. Testing Periods Proficiency Surveys and Duration of Certlflcates h
of Approval . .

5.01. Testing of ekigible 4abe§aeefies applying for epprovel shatl ke
earﬁedeaéeneeanﬁaai&ybymbyapfe&eteﬁeys&rveyﬁa@eptébaﬁ&
}mmmwmwmmmwmmmﬁ
iﬁg%heissaaﬁeeeéaeef&&eaﬁeeﬁAppf@ﬁ}ﬁ&YWbe@ﬁm
éerap@m&btemtaﬁytnséeadeéaﬁmaﬂyrfﬁsee&ee%ﬁmtﬂeueh~
éimeaseeésresu&ts a:napfef—lemeys&r%y-faﬁteaasﬁﬁyaeef&&eaﬁe

ef apprevalr A prof:l.c:Lency survey is defined-as a series of specmens sent
to.a laboratory for the purpose 'of appraising the accuracy of its results.

5.02, The opening date of the annual profic;iénc;y survey shall be
set by~ the West Virginia Department of Health; 1aboratoriés; in West Virginia
shall be notified in advance of the approx:mte opening date. :

' 5.03. A Certificate of Approval shall be issued to a laboratory which
satisfactorily completes the requlred prof1c1ency survey in accordance Wlth.

this Af-’eﬂ:ele these requlations. £ a laberatery 48 resaired o be &es%:eé

m&a&-}ymé&ﬂaepremmeé Seeﬁenaypwagaeaph&yﬂaeﬂmcertlflcate
shall be in effelt to- the end of the calendar year following the year in.

' which the proficiency survey was completed.

" Page 3
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Admin. Reg. 16-1 | . | | Sec. 5.03.
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3£ a -}aasafateﬁehgtb}e-ferba:ema}tee&ag {seetion 37 pafagraph

the seeend ea-}enéar«-year, %ewa:ng the year in vhieh the pfa-fa:eieaey SHFvey
was eempleteds

& A@eﬂp&fafyeemftea%eeé@wwa}mybe&ssueéby%he%

. thgmtaseearme e§Hea&ﬂa%ea}abefaéeryfefaper&eésﬁét&eﬁEta

m&k&e%&b&r&&ﬁ%e&p&%%ﬁm—mﬁwwmm

5.04. Each certificate shall be 'issued;. to a specificflébor.atory: 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. Eféh&febeaaass&s&anééeﬂaeéﬂee%ef{-as

A certificate .shall be void if there is a change in direction; < oFr

detrimented ehaﬁge iR -}eeaéa:eﬁ er technieuer laboratory dlrector, labora-

tory 1ocatlon or change in testlng procedure or technicue; or unethical

practlce as determined . by the West Virginia "Board of Health.

Section 6. Sensitivity and Specificity Standards for Approval

Barmg%hemﬁa%pe&e&eﬁéesﬁngiabef&éeﬁeséefappfeva}m.
%W%MW&&&%&WWW%WS
bemre&emeaé%hanmteaﬁsméafésrb&tmﬁeahscaﬁéarésfer@hé
appfeva&efm&as%aée%abefa%eﬁesbya%eﬂea}%hefﬁe&beaéepteé"
assemasfeas&biefefWesévﬁgmar -(-See-u’?heSefeéi:agaes-::sef
WWN&Q%@WM&WM -1939—;pa§e
87+ |
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Admin. Reg. 16~1 ~ ‘. -Sec. 6.
Series VIII - - o ’ o o

A Certificate of Apprmral shall be granted by the West Vlrga.nla De-
partment of Health to a laboratory vhich in a proficiency survey demn—-:
strates a reasonable approximation to Bmerican Standards on sensitivity and
SpeC:Lf:LClty with a standard serologic test for syphilis.

A?&npefafyeer&&ea%eeéﬁpprm}mybeiss&eéby%he%séVﬁgtma -
%mtefkmmmmmwmm,
sach askieny saeh ass ,

I +oa earreaéi—yapgrewé daborotery under e new éﬂ:reeterwhese*

qaa-]:a:ftea’eﬂzens reet the reguirements of Awxkiele 5y
2- %ea&a}sefaéeﬁwhtehhass&eeessf&}%yeaﬁ@ieéeéthe&aséa

annaalefbteﬁﬁta}prefteieneysaweﬁpfeeeémgféséaﬁwema_f )

emmmmvaiﬁmwm
worker receives refresher training in serologic technigues if
mﬁeé-ané?reﬁéeéi’eee%apasaméaeéeﬁm%ef .
mﬁ&abefatefyehedieﬁﬁsresa}tsﬁsbysenémgatieasﬁé
”eheek”speeimensperrfenthanéi%sresa}&sthefeemte‘bhe'
Seetien 5r Eonsultants: }
%emmybepaiéeens&%m&%ée%heﬂygéen&eﬁaberaﬁe@%eeﬁeﬁn&t
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?heyms%bereemmﬁeébytheﬁymﬁeMBWaﬁéw
appreveéhythe%aﬁe&fee%sfeé!}ea%h— ?he@fpeseefﬂaeseeensa%anés

isteeeﬁéerw%htheHygken&ebﬁefateﬁBﬁee%erteassminm"

Wﬁmémﬁmmwm&ﬁw&ﬁm
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3= mmm&w&meﬁmwam
roquizements) shall devote his futl time to the work of this isboratery
feﬁﬁ*tsaﬁéfeﬁef’bs&ssamgfraasa&é&abefaew o |
4—: %M%%eém&mmmeﬁmm;
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Pated at TrrTTTTITTTITITES thigrsrerrrrrres day of .-.-:-7-.-:-.-.—:?':?'-"-‘ 3Ocrrrr
A1) TrTTTTTTETIITETTTTeS S&gnate@eeésmnéeﬁéentef
Hospital or Institution
2} r..... Signaweeésﬂee%efeéhaberaﬁary
-(-3-) TTTTYSTTTETTT T IS . S&gm@&eeﬁhssasﬁaﬁt%eéhegweeéer

Section 7. Agreement of Laboratory for Approval of Serologic Tests for
Syphilis | | .

Laboratorles in West Vlrg:l.nla seeking approval of Serologlc tests for
Syphl].ls shall submit an agreement form to the West Vlrglnla Department of .
Health on. forms supplied by the West Virginia Department of. Health for that.
purpose. o

Section 8. Admlnlstratlve Due Process - Those affected persons des:.rmg a

public ' hearing shall do so in a mamer prescrl_bed in and by the West

V:mglnla Rules of Procedure, West Vlrglma Board of Health, Chapte.r 16-1,

,Page’l'
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State Dept. ofbHealth N D B -
Admin. Reg. 16-1 ' , Sec. 8.

- Series VIIX

Serles I and further jdentified as Rules of Procedure for Contested Case
Hearings and Declaratoxy Rullng. The aforerrentloned rules of proceaure are

incorporated by reference.

- Section- 9. ,Severébility - If any provisons of these regulaf:ions or. the :

application thereof to any person or circumstance shall be held lnvalld ’
such :analldlty thereof sha_l not affect the prov:.sons or application of
these regulations which can be given effect without the invalid p]’.‘OVlSlOnS

or application, and to this end the prcm‘.sons of these regulatlons are

declared to be severable.
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West Virginia Administrative Regulations
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Seetieon i+ GCeneral Methed

The methed of testing and eppreving eligible applicants shall ke the
method adepted in 1930 by the West Virginie Department of Healthr The
parpese is o appraise preficieney of performance of a speeified standard
serolegie test for syphiliss
Section 1. General

1.01. Scope - These regulations establish the method of testing and
approving laboratories for syphilis serology by the West Virginia Department
of Health.

1.02. Authority - These regulations are issued under the authority
of Chapter 16, Article 1. Section 7, Subsection (6) of the West Virginia
Code of 1931, as amended. Reference to Chapter 48, Article 1, Section 6a
of the West Virginia Code of 1931, as amended.

1.03. Filing Date - These regulations are promulgated on the
day of ’ , and are filed on the day of

’ , in the Secretary of State's office.

1.04. Effective Date - These regulations become effective on the

day of , 1981.

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

tions supercede and repeal State Board of Health Regulations Chapter 4,

Article 2 "Approval of Iaboratories in West Virginia for Syphilis

Serology.




State Dept. of Health
Admin. Reg. 16-1 Sec. 3.
Series VIIT

Section 3. Application and Enforcement

3.01. BApplication - These regulations 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 regulations is vested in
the Director of the West Virginia Department of Health or his designee.

Section 4. Laboratories 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 Asmys Nevyr
Mexines; Military Service and the Public Health Service.

4.02. Except for the aforementioned effieiat laboratories, a laboratory
eligible for apprevat secking approval shall:

1. be located in West Virginia;

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

VII Reportable Diseases Regulations;

3. coamplete epestienmmaive director qualification, personnel

qualification, and agreement forms {H&-E-and-Hb-B}
form HE-C ammualy and form HE-D when a laboratory requests

approval for the first time or when there is change eof

direetien a change in laboratory director ;

4., maintain adequate apparatus and reagents for tests for

vwhich approval is requested;




State Dept. of Health :
Admin. Reg. 16-1 Sec. 4.02.
Series VIII
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 +this Awbiele {Seetien 4}
these regulations (Section 6).
Section 5. Hesting Perieds Proficiency Surveys and Duration of Certificates
of Approval
5.01. Festing ef eligible laborateries applying for apprevat shatl ke
earriedea%eneema&lybymsbyaweﬁéia&eysafvey?eeepthhaﬂéa

ing +he issuence of a Certificate of Appreval may Subseouently be +4ested
ferappreva&bm&aﬁyxneﬁeadefam&uaﬁy&fﬁsee&ee&mmtﬂs&eh
time as its resulks in a prefieieney survey fail to Justify a eertificate

of apprevalw 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.

5.03. A Certificate of Approval shall be issued to a laboratory which
satisfactorily completes the required proficiency survey in accordance with
this Axtiele these regulations. If a laberatery i9 required o be tested

annually under the provision of Seetior 37 paragraph ey the The certificate
shall be in effect to the end of the calendar year following the year in.

which the proficiency survey was completed.

Page 3




State Dept. of Health
Admin. Reg. 16-1 ' Sec. 5.03.
Series VIII

If a laberatery eligible for biennial teskting {(Sectien 37 paragraph
reeceive a Certificate of Approval whieh shall be in effect 4o £he end of
the seeend ecalendar year follewing the year in which the preficieney swrvey
was ecmpleteds

&> A Demporary Certificate of Appreval may be isswed by +he West
Virginie Pepartment of Health teo a laboratery for a peried sufficient te
enabhthe&aber&ﬁewteemp&eﬁeﬁhenéeb—preﬁeieaéysaﬁey?seeSee&en
4y b

5.04. Each certificate shall be issued to a specific 1éboratoxy 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. Efﬂae?ebemaassieﬁa&tteﬂeed&eeter-(-as
defined dim Artiele 5 of this chapter) his nsme sheuld alse ke 3Iisteds
A certificate shall be void if there is a change in direetieny; eor

detrimented change in Joeatien er *echnigues laboratory director, labora—

tory location or change in testing procedure or technique; or unethical

practice as detemined by the West Virginia Board of Health.
Section 6. Sensitivity and Specificity Standards for Approval
West Virginia {whieh began in 1939); it was deemed advisable that standards

be more denient +hon Americen Standards; kut Americen Gtendards fer the
appreval of intrastate lakorateries by a Skakte Health Officer be adepted
as seen as feasible fer West Virginiar +See I%he Serediagnesis ef
Syphilisy! Supplement Nes 9 ko Venereal Disease Informatient 19397 page
87+%
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State Dept. of Health
Admin., Reg. 16-1 Sec. 6.
Series VIII
A Certificate of Approval shall be granted by the West Virginia De-
partment of Health to a laboratory which in a proficiency survey demon-
strates a reasonable approximation to American Standards on sensitivity and
specificity with a standard serologic test for syphilis.
Aﬁmper&yeef&ﬁeateeéﬁpp?ev&}mybeissaeébyéhe%stvirginia
sach actiony such ase
ir o a ecurrently approved Ilaboratory under a new director whese
qualifications meet the wreguirements of Artiele 54
2= 4o a laberatery which hes suecessfully completed the last 3
annual er biemnial prefieienecy sarveys preceding its failure in a
eurrent profieieney survey,; provided its diveeter er serelegie
worker weeeives refresher training in serolegie technigues if
indicated; and provided it sets up a satisfactory means for
inter—laboratery cheek en its results +{as by sending at least 6
ldcheclk! speeimens per month and its results thereony €0 the
Hygienie hLaberatory for paraltliel testing)r
Section B+ Consuleantss
Fhere may ke paid consultants +o the Hygienie haboratery Directerr not
o esxceed 5 persenss
They must be rceemmended by +the Hygienie haberatory Diveetor and
approved by the Gtate Dixector of Healthr UThe purpese of these eensultants
is 4o eenfer with the Hygienic beberatory Directer ¢o assist in inker—
pretation ef regulations; development of evaluation techniquesy and the liker
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State Dept. of Health
Admin. Reg. 16~1 Sec. 6.
Series VIIT

Seetion 6+ Reporting of Reactive Cereoleogic Tests Reguired for haboratery
be eentingent en ecmplete on cemplete ceompliance with Chapter 27 Cemmunieable
Diseasesy Artiele 4y requiring laboratories to report results ef all reactive
{positive) cerelegie tesks for syphilis te the State Director of Healthr

4a) The reperting of reactive serolegie tests for syphilis as a re—
guirement for laberateory ecertificabion shall net be eonstrxued o mean that
any other uncertifed or unapproved laberatery is exempt frem the reporting
ebligations of Chapter 2; Cemmunieable Diseasesy Artiele 47y Regulatiens
of the West Virginia State Board of Healthr

WESE VERGENFA DEPARPMENT OF HEALTH
ACREEMENT OF FABORATORY EBRROVAL OF SHROBOGES
PESES FOR S¥PHILES
{Noter Wherever the term Birector of Health is used it sheould ke

interpreted £o mean Director ef the West Virginia Department ef Healthy

{Eact pame of hoboratery} Address {Street and City)
West Virginia; in conpection with iks regquest for appreval ef its
serelogical tests for syphilis; hereby agreess

i That the conduct of said lsboratery will: be in acecordance- with

2+ Fo examine and render reports en Speeimens submitted frem ¢ime to
time by the Director of Health for purposes of testing the efficieney and
accuracy of proecedures used in said laboraterys

Page 6




‘State Dept. of Health
Admin. Reg. 16-1 Sec. 6.
Series VIII

3> CFhet the dixector of this laboratery; er the assistant +o the
requirements) shatl devote his fuld kime +o the worlk of this laboratery
results and repeorts isgsuing frem said laborateryr

4: Do netify the Divecteor of Health at enee in writing of any change

ta) leeation er {b)} aetive directing persennels

5 Net ¢e skatey publish or imply that said loboratery is approved
by the West Virginia Depertwment of Health for any tests other than these
speeifically named en the certificate which may be issued o said
Bated at Trrrrrrrrrrreveey tRiSrerrrrereeey day of severereeeeeer d0veeer

1} serrrerrTrTTTTETETYeT Signature ef Superintendent of
Hospital e Inshitubion

€2} TerrrrrrrevTTTTTTTTYT Signature ef Directer of Laboratery
43} TrerrrerTeTTTTTTTTYTS Signature of Assistant o the Piveector

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.
Section 8. Administrative Due Process - Those affected persons desiring a

public hearing shall do so in a mamner prescribed in and by the West

Virginia Rﬁles of Procedure, West Virginia Board of Health, Chapter 16-1,
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Admin. Reg. 16-1 Sec. 8.
Series VIII

Series I and further identified as Rules of Procedure for Contested Case
Hearings and Declaratory Ruling. " The aforementioned rules of procedure are

incorporated by reference.

Section 9. Severability - If any provisons of these regulations or the

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

declared to be severable.
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