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The Accreditation Subcommittee met several times by conference call and culminated our discussions
with an in person mesting on May 23, 1987 We are pleased to attach our recommendations to the entire
CLTAC for consideration. Upon approval or modification, these recommendations will be forward to the
Department to assist them as they develop regulations to describe how deeming authority will be given to

Accreditation Organizations when California becomes CLIA exempt.

Representatives from the Joint Commission on the Accreditation of Healthcare Organizations (JCAHO),
the College of American Pathologists (CAP), and the Commission on Office Laboratory Accreditation
(COLA) participated in our discussions and provided input to our final recommendations.

The Subcommittee began with Subpart E of CLIA, recognizing that our regulations needed to be
consistent with those epecified in CLIA We then added sections to address California specific
requirements. The final praduct is aftached. A version that contains strikeout and underline typs with

additions and deletions from CLIA language is available on request.

In addition to the ltems contained in the proposed language, the Subcommittee discussed the following
additional concerns and hope the Department will consider these as they write and implement the

reguiations.

1. There was some concern expressed by the Accreditation Organizations regarding their desire to be
the responsible party for proficiency testing evaluation for accredited laboratories. The Department
should consider this request but not in lieu of the Department actuaily recelving proficiency testing
dats from accredited laboratories. The concem is that follow up of problems with proficiency testing
probiems should be addressed by one organization. To the extent that an accreditation organization
follows up on problems and provides the resolution to the Department, this will eliminate the need for
laboratories to respond to multiple entities for the same issue.

2. Accreditation Organizations are concerned about the extent to which they will be responsible for
assuring compliance with California Lews and Regulations. They would. and the Subcommittee

ress, like some guidance from the Depariment as they develop tools to assess compliance with
California laws and regulations. For example, to what extent should the Accreditation Organizations
look beyond Chapter 3 and what specific areas of the law need 1o be explicitly addressed. We
recommend that the Depariment prepare an ‘“orientation” program to educate Accreditation
Organizations with California requirements and how they might meet them. We believe this program
will also be valuable to non-accredited (ie., LFS licensed) laboratories as it will outline the most
important California laws refating {o laboratory services. This does not imply that it is acceptable to be
out of compliance with any of the laws; however, how compliance is assessed and monitored will be
helpful.

3. Concemns were raiged sbout the abllity of Accreditation Organizations to assess and assure
compliance with fraud and abuse problems given they are not governmental agencies. While we
believed it acceptable for there to be guidelines to determine it fraud or abuse might be present, the
actual investigation for serious allegations is probably best handied by the Department.

4. The Committee was concerned about the Department's ability to cover HCFA overhead fees from
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Laboratories because statute allows them only to collect $100 per year after the first year
nistrative fee. The approximate overhead cost 1o the Department is about $40/year.
he legislature to increase the aliowabte fee and

Accredited
as an admi
Options to address this concern include going back to 1
passing on the overhead fees to the Accreditation Organizations who may assess an additional fee

from their laboratories wishing California accreditation.  The latter golution was considered

problematic from the standpoint of the Accreditation Organizations present because they do not want

to be seen as increasing fees charged to their laboratories. The Department will need to address this
igsue fairly soon if the solvency of the axemption program is to be continued

5. There will be increased challenges 10 Accreditation Organizations wishing to accredit out-of-state

laboratories receiving gpecimens from Callfornia.

The Subcommittes appreciates the support and guidance from the Department and from the CLTAC. We
hope that this report mests the needs of both the Committee and the Department.
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Subpert E — Accreditation by a Private,

Nonprofit Accreditation Organization or Exemption Under an

Approved State Laboratory Program

§493.801 General requirements for accredited laboratories.

(a)

(b)

(c

Deemed status. The Department may deem a laboratory lo meet all the applicable California Clinical
Laboratory program requirements of this Section if the laboratory is accredited by a private, nonprofi
accreditation organization for laboratories that-

(1) Provides reasonable assurance {o the Department that it requires the \aboratories it accredits to meet all
California Clinica) Laboratory condition level requirements specified in this saction and would, therefore,
meet condition level requirements if those laboratories had not been granted deemed stalus and had
been inspacied the Depariment against condition level requirements, and

(2) Meets the requirements of §493.506 (substitute California Statute) of this section.

Laboratory requirements. To be deemed to meet the applicable California Clinical Laboratory licensing

requirements, a laboratory accredited by a private, nonprofit accreditation organization must-

(1) Authorize its accreditatron organization to release to the Department all records and information requirad

by the Dapariment;

(2) Permit inspections as required by these regulations;
Obtain a California Clinical Laboratory license and Cerlificate of Accreditation as required by §1265(A)(1)

§1300 (h) and (i) and of Chapter 3 of the California Business and Professione code; and

(4) Pay the applicable fees as required by §1300 (h) and (i) of Chapter 3 of the California Business and
Professions Code.

Application and reapplication process for accreditation organizations. In applying of reapplying to the

Department for deeming authority, 8 private nonprofit accreditation organization must provide the following

information to the Department--

(1) Evidence thal the organization has received and maintains deeming authority from HCFA:

(2) The specleity(ies) or subspecialty{ies) for which the orgunization is requesting *deeming authority”: each
laboratery subspecialty must be igentified by the same numbering sysiem a3 Is used by HCFA.

(3) A detailed comparison of individua! accreditation organization requirements with the comparable HCFA,
CLIA and California condition level requirements. i.8., & crosswalk that Incorporates, in addition o those
requirements by HCFA, evidence that the organization inspection process verifies compllance with
applicable California laws and regulations,

{4) A detailed description of the inspection process, including the frequency of inspections, copies of
inspection forma, instructions, and guidelines. a description of the review and decision-making process of
accraditation inspections and a description of the sleps taken to monitor the correction of deficiencles;
instruments designed to specificaliy satisfy California requirements must be included;

(B) A description of the process for monitoring proficiency testing (PT) performance, including action to be
taken In response to unsuccessful participation in an approved PT program must be included,

(8) A description of the accraditation organization's data management and analysis system with respect 1o its
inspection and accreditation decisions including the kinds of routine reports and tables generated by the
system;

(7) Detalled information gonceming the personnel who perform accreditation inspections, including but not
limited to training In California Clinical Laboratory taws and reguiations, the size and composition of
Individus! accreditation inspection teams. education and experience requirements that those inspeciors
must meet and the content and frequency of the training provided to inspection personnel,

(8) Procedures to investigate and respond to complaints against aceredited laboratories according to the
requirements established by the accreditation organization and approved by the Department, including
procedures for reporting complaints to the Depariment:

(9) Alist of any currently accrediied laboratories in California or performing services on specimens originating

in California and the expiration date of each laboratory's accreditation;

(10) Proceduras for removal or withdrawal of accreditation status for laboratorias that fall to meet the

organization's standards;
(11) A proposed agreement between the accreditation organization and the Department with respeci 1o the

notification requirements specified in §493.508(b)(3) (substitute California Statute) of this subpart: and

(12) A siatement explaining whether routine Inspections are conducted on Bn announced or unannounced
basis, and a statement thal the accrediting body will conduct unannounced Inspactions whan the nature of
the complaint is of the severity to warrant an on-sile survey.

(13) Accrediting agencies will be responsible for paying en application and quality validation fee to the
Department to cover the costs associated with carrying out the requirements of this section.

(14) Accrediting agencies with deeming authority under HCFA as of the effective date of these regulations
must apply to the Department for California deeming authority within 80 days of notification of
promulgation of these regulations by the Department to accrediting organizations. Federal desming
suthority will no longer be recognized by California beyond this lime If application hes not been submitted
Federal desming authonty will no longer be recognized in California when the Department has denied an
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application. B
(16) Accrediting agencies with deeming authorily under HCFA as of the effective date of these reguiations

must -
(@) If the laboratory's accreditation is to be renewed between the time the accredlting agency receives

deeming authority and within one year of ihe sffective date of these regulstions, the accradiiing
agency musi complete an on-site inspection of each accredited laboratory 1o ensure compliance with
raquirements spacified in §493.506(b)(2) (substitute California regulation) within that year, or
(b) Wihe laboratory's regular inspection cycle does not fall with the period specified In (&) above, the
accrediting agency must require accredited laboratories to complete a self-inspaction and provide
the agency with writien documentation that each accredited laboratory is in compliance with
California statute and regulation.
(c) Include compliance with §493.506(b){2} (substitute California regulation) s pant of each subsequent
inapection perfarmed for \aboratories receiving specimens originating in California.

Application review process. Once the Depariment receives an application for deeming authorlty from a private

non-profit accreditation organization-

(1) Within 90 days, the Depariment will determine if additionsl information Is necess
determination for approvel of the accreditation organization's application for deeming auth
notify the organization and give it an opportunity to pravide the additional information.

(2) The Department may visit the organization's offices to verify representations made by the organization in
l‘t:.;ppiication. including. but not limited to, review of documents and interviews with the organization's

(3) Within 30 days from when the Depariment determines the application is complete, the accraditation
orgenization will receive a formal notice from the Dapariment stating whather the requesl for desming
authority has been approved or denied and the rationals for any denial.

(4) The Department may approve an accreditation organization for a period not to exceed six years.

(5) An accraditation organization may withdraw its application for approval of deeming authority at any time
prior to the official notification specified in paragraph (d)(3) of this section

(8) Except s provided in paragraph (d)(8) of this section, any accreditation organization whose requsst for
approval of deeming authority 16 denied may reguest, within 60 days of the notification of the denial, that

its original application be reconsidered.
(7) Except as provided in paragraph (d)(8) of this section, any accreditation organization whase request for

approval of deeming authority has been denied may-resubmit it application if the organization--

(i) Has revised its accreditation program {0 address the rationale for denial of its previous request:

() Can demonsirate that it can provide reasonable assurance that its accredited facllities meet CLIA,
HCFA and California condition javel requirements. and

() Resubmits the application In Its antirety

8 |If an accreditation organization hag requested. in accordance with part 488, subpart D (substitute

California Statute) of this chapter, a reconsideration of the Depariment's determination that its request for
deeming epproval is denied, i may nol submit a new application for deeming authority until & final
reconsideration determination Is issued.

Publication of names of spproved accraditation organizations. The Department

California Regulatory Notica Register when it grants deeming authority to an accre

paragraph (a) of this gection. The notice--

(1) Names the accreditation organization;

(2) Describes the basis for granting deeming authority to the accreditation organization,

(3) Describes how the accraditation organization provides reasonable assurance lo the Department that

lsboratories accredited by the organization meet California Clinical Laboratory requirements equivalent 10

those specified in this par and would, therefore, meet California Clinical Laboratory requirements if thoge

\@borsiories had not been granied deemed status, but had baen inspected against HCFA, CLIA and

Californie condition level requirements, and
(4) Specifies a term of approval not to excead sht years.

ary to make &
ority and will 80

publishes a notice in the
ditation organization under

§493.504 Revocation or extinction of sccreditation.

(a)

()

(c)

ARer a private, nonprofit accreditation organization withdraws or revokes its accreditation of a laboratory, the

certificate of accreditation required by this part will continue in effect until the earlier of--
(1) 46days afier the laboratory receives notice of the withdrawal or revocation of the accraditation, or
The effective date of any action taken by the Department.
if @ laboratory is approved by 2 Califernia approved ageancy that will no longer aceradit Californie Clinical
\aboratories, the accredited |aboratory must, within 45 days of notification--
(1) Seek accreditation from anather, California approved, accrediation agency; of

(2) Apply for regular ticensure through the Department.
by a HCFA approved agency prior to California pxemption, if that agency fails to

if a laboratory is approved by
achlieve California deeming authority by 180 days, the accredited laboratory must, within 30 days of notification-
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(d)

0
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A laboratory's certificate of accreditation shall be considered valid during
organization that issued the certificate of accreditation is participating in

06/04/87

Seek accreditation from another. California approved, accreditation agency: or
Apply for regular licensure through the Department.

all periods in which the accrediting
deeming authority review. deeming

authority reconsideration, of appeal processes

§493.50

(=)

(b)

An

8 California state review and approval of private, nonprofit accreditation organizations.

accreditation organizatl
subspacialties or for specific specialty or subspecially areas.
will be accountable for the monitoring of compliance with all requiremenis equ

on may request and may be granted “deeming suthortty” for all specialties and
in the latter case, the accreditation organization
ivalent to HCFA condition level

requiremants within the 5cope of the specialty or subspecialty.

The Depariment's review of a private,

non-profit accreditation organization includes. but is not: necessarily

limited to, an evaluation of the following--

m
@
)

4

Whether the accreditation organization's requirements for laboratorias are equal fo or more stringent than

the HCFA and CLIA condition level requirements for laboratories. :

All applicable California Chinical Laboratory and related faws and regulations, whether the laboratory Is

operating wiihin ar outside California using @ validation mechanism acceptable to the Department

The accreditation organization’s inspection process to determine -

() The composition of the inspection team, qualifications of the inspectors (including their knowisdge of
applicable California statute and regulations), and the ability of the orgamization to provide continuing
education and training to inspectors;

(i) The comparabiiity of the organization's full inspection and complaint inspection requirements to
those of the Depariment, including but not limited to inspection frequency, gnd the abillty to
investigate and respond to complaints against accredited \aboratories;

(ily The organizalion’s procedures for monitoring |aboratories found to be out of compliance with its

requirements. (These monitoring procedures are 10 be used only when the accraditation

organization identifies noncompliance. If noncompliance 18 identified through validation inspections,
the Depariment monitors corrections as authorized at §493.507(b)(4) of this subpart) (substitute

California Statute).

The ability of the organizetion 1o provide the Department with slectronic data and reports, including

the crosswalk specified in §493.501(c)(2) (gubstitute California Statute), in ASCll-comparable code

that ara necessary for effective validation and assessment of the organization's mspection process.

(v) The ability of the organization to provide the Department with slectronic date in ASCll-comparabie
code related to the adverse aclions resulting from PT results constituting unsuccessful participation
in PT programs as well as data related to the PT failures, within 30 days of the initiation of adverse
action,

{vl) The ablity of the organization to provide the Department with electronic data in ASCll-comparable
code for all accredited \aboratories, including the area of specially or subspecialty.

(vii) The adequacy of numbers of staff and other resources, _

(viii) The organization's abillty to provide adequate funding for performing required inspections; and

(ix) How the accrediting organization will assure compliance with California statue and regulations if the
sccrediting organization wishes to accredil laboratories oulside California that receive California
specimens.

The organization's agreement with the Department that requires it to: .

(i) Notify the Depariment of any laboratory accredited by the organizetion that has had its accreditation
denied, withdrawn, revoked or limited by the accreditation orgenization of that hae had any other
adverse action taken agains! it by the accreditation organization within 30 days of the action taken,

()  Notify the Department within 10 days of a deficiency identified in an accredited laboratory where the
deficiency poses an immediate jeopardy fo the laboratory's patients or & hazard 1o the general

public;
(i) Notify the Department of all newly accredited laboratories {or ‘aboratories whose areas of specialty

or subspacialty are revised) within 30 days,
(iv) Notify each laboratory accredited by the orgamzation within 10 days of the Department's withdrawal

of recopnition of the organization's deeming authority.
{v) Provide oversight of all areas performing tests under the accreditation certificate, identifying each

specialty, subspeciaity and each tasting location included in the accraditation;
(vi) Provide oversight for any non-diagnostic general health assassment-like programs operated under

the laboratory's license;
(vii) Provide the Department with inspection schedules, as requested, for the purpose of conducting

onsite validation inspections;
{viil) Provide the Depariment with an
(upan request):

(iv)

y facility-specific data to include, but not be limited to, the following
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§483,507 Validation inspections of laboratories with certificates of accreditation.
(a) Basis for inspection. The Department may conduct an inspection of an accre

(b)

(c)

(d)

()

)

(A) PT results that constitute unsuccessful participation in an approved PT program; and

(B) Notlfication of the adverse aclions or corrective actions imposed by the accreditation
organization 8s @ result of unsuccessful PT pariicipation;

(ix) Provide the Department written notification at least 30 days in advance of the effective date of any

proposed changes In its requirements; and
(¢ Disclose any \sboratory's PT results upan the reasonable request by any person.

dited laboratory that has been

issued a cerificate of accrediiation. The results of these inspactions will be used 1o validate the accreditation

orgenization's accraditation process. These Inspections may be conducted on a representative sample basis

or In response to substantial allegations of noncompliance.

(1) When conducted on 8 representative sample basis, the inspection is comprehensive, addressing all
federal and state condition level requirements. or may be focused on @ specific condition level
requirement or requirements. and the number of laboratories sampled Is sufficient ta allow a reasonable
estimats of the parformance of each accreditation organization. The Department may conduct validation
inspections concurrently with the accreditation agency.

(2) When conducted in response lo & substantial allegation of noncompliance the Department inspects for
any condition lavel requirement or requirements that the Department determines 1o be related to the

If the Depariment substantiates 8 deficlency and determines that the laboratory is out of
compliance with any condition leval requirement, the Depariment will conduct a full California Clinical
Laboratory inspection.

Effect of selection for inspection. A laboratory selected for inspection must:

(1) Authorize its accreditation organization to release to the Depariment, on & confidential basis. a copy of the
resulte of the laboratory's most recent full, and any subsequent partial, accreditation ingpection(s),

(2) Authorize the validation inspection to take place;

{(3) Provide the Department access to all facilties, equipment, materials, racords and information that the
Department determines have 8 bearing on whether the laboratory 1§ being operated in accordance with
the raguirements of this part, and permit the Department {0 copy any such materisl or require il to be

submitted; and

(4) Autharize the Department to monitor the
nspection.

Refusal to cooperate with the inspaction.

(1) If a laboratory salected for inspaction fails to comply with the requirements specified in paragraph (b) of
this section il-
(i) Wil be subject to full review by the Department in accordance with this part, and
(i) May be subject to suspension, revocation, of limitation of lts certificate of accreditation under this

corractlon of any deficiencies found through the validation

(2) An accrediied {aboratory will be once again deemed to meet the condition jevel requirements by virtue of
its accreditation when—

() It withdraws any prior refusal to authorize lts accreditation prganization to release a copy of the
laboratory's current accreditation inspection, PT results. or notification of any adverse actions
resulting from PT failure;

(i) It withdraws any prior refusal to allow a validation inspection; and

() The Depariment finds that the laboratory meets all the condition level requirements.

Consequencas of 8 finding of noncompliance. If a validation inspection results in a finding that the laboratory is
out of compliance with one or mare condition level requirements, the laboratory is subject to the same
requirements and survey and enforcement processes applied to laboratories that are not accredited and thal
are found out of compliance following a State agency inspection under this part and to full review by the
Depariment in accordance with this part, i.e., lhe laboratory will be subject to the principal and alternative
sanctions specified in §483.18086 (substitute California Statute) of this part.
Disclosure of accreditation and validation inspection results. The accreditation inspection results are
disciosable to the public only if they are related to an enforcement action taken by the Depariment. The results
of all validation inspections conducted by the Depariment are disclosable.
Onsite observation of accreditation organization operalions. As part of the validation review process, the
Depariment may conduct an onsite Ingpection af the accreditation organization's opsrations and offices lo
the organization's representations and 10 as688E the organization's compliance with its own policies and
procedures. Such an onsite inspection may include, but I not limited to, the review of documents, the auditing
of mestings concerning the accreditation process, the svaluation of accreditation inspection results or the
accreditation declsion-making process. and interviews with the organization's staff.

§493.500 Continuing California oversight of private, nonprofit accreditation organizations.

{(a) Comparability review. In addition to reviewing the equivatency of

specified accraditation raquirements to the
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comparable condition |evel requirements when an accreditation orgsnization inttially applies to the Depariment

for "deeming authority”, the Department reviews the equivalency of requirements--

{1) Whenthe Depariment promulgates new condition level requirements;

(2) When the Department identifies accreditation organizations whose requirements do not continue to be
equal to or more stringent than {ederal or state condition level requirements; '

(3) Whenan accreditation organization adopls nNew requirements.

(4) When an accreditation organization adopts changes 1o its inspection process as raquired by §493.511(b)
(substitute California Statute), of

(5) Every six years or saoner if the Depariment determines the prganization requires an earlier raview.

(b) Vvalidation review. Following the end of a validation review period, the Depariment evaluales the validation
inspection results for each approved accreditation organization.

(c) Reappiication procedures.

(1) Every six years, of gooner as determined by the Depariment, an approved accreditation organization must
reapply for continued approval of deeming authority. The Depariment will notify the organization of the
materials the organization must submit as part of the reapplication procedure.

(2) An accreditation organization that is not meeling the raquirements of this subpar. as determined through
a comparability o validation review, must furnish the Depariment, upon request and at any time. with the
reapplication materials the Department requests. The Departmant will establish a deadline by which the
materials are to be submitted.

(d) Nofice. The Departmant provides written notice to the accreditation organization indicating that its approval
may be In jeopardy i a8 comparability or validation review reveals thal an accreditation organization {8 not
meeting the requirements of this subpart and that a deeming authority review is being inltiated. The notlce
contains the following information--

(1) A statement of the discrepancies that were found as well as other relaied documentation;

(2) An explanation of the Department's review process on which the final determination will be based and B
description of the possible actions 86 specified In §403.511 (substftute California Statute) that may be
imposed by the Department based on the findings from the comparabllity or validation review:

(3) A description of the procedures available if the accreditation organization desires an opportunity o axplain
or jusiify the findings made during the comparability or validation review; and

@) The reapplication materiale the organization must submit and the deadline for that submission.

§483.811 Removal of deeming authority and final determination review.

(a) Deeming authority review.

(1) Tha Department (eviews, as appropriate, the criteris described in §493.506 (substitute California Siatute)

to reevaluate whether the accreditation organization continues to mest all these criteria. The Department

conducts a desming suthority review of an accreditation organizetion's program if the comparability or

~ vahdation review produces findings as described Bt §483.509(a) {asubstitute California Statute) of this
subpart.

(2) The Department conducts, at its discretion, a deeming suthority review of an accreditation organization's
program if validation review findings, irrespective of the rate of disparity. Indicate widespread or
systematic problems in the organization's processes that provide evidence that the organization's
requirements, taken as 3 whole, are no longer squivalent o California Clinical Laboratory requiremsris,
taken as a whole.

(3) The Depsriment conducts a deeming authority review whenever yalidation Inspection resulls over a
one-year pericd indicate a rate of disparity of 20 percent or more between the findings of the accredliation
organization and the findings of the Department.

{(b) Foliowing the deeming authonty review, it the Department determines that the accreditation organization has

falied to adopl requirements equal to o more siringent than California Clinical Laboratory requirements, the

Department may give the accraditation organization 8 conditional approvel effective 30 days following the date

of the Depariment's determination of its deeming authority for a probationary period. not 1o exceed one year, o

adopt comparablé reguirements.

Following the desming authortly review, if the Department delermines that there are widespread sysiematic

s in the organization's Inspection process, the Depariment may give {he accredilation organization

conditional approval of its deeming authority during a probationary period not to exceed one year that 18

gffactive 30 days {ollowing the date of the Department’s determination.

(d) Within 60 days aher the end of any probationary period. the Department will make a final dstermination as (0
whether or not 8n accrediation organization continues 1o mael the criteria described at §493.508 (substitute
California Statute) of this gubpart and Issues an appropriale nofice (Including reasone for the determination) 1o
the sccraditation organization. This determination is based on the evaluation of any of the following:

(1) The most recent validation inspection and review findings as described at §483.508(b) (substiiute
California Statute) of this subpart. In order for the accreditation organization to continue to have deeming
authority, it must continue to meet the criteria in §483.508 (substitute California Statute) of this subpart.

(2) Facility-spacific data and other reiated Information;

(c)
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(3) The accreditation organization's surveyors in terms of qualifications, ongoing education and iraining. com-

position of inspection team, etc.;
(4) The organizetion's inspection procedures; and
(5) The organization's accreditation requiraments.
The Depariment may remove recognition of deeming authority effective 30 days from the daie that it provides
written notice to the accreditation organization that its deeming authority will be removed if the accreditation
organization has not made improvements acceptable to the Department during the probationary period.
The existence of any validation review, deeming authority review, probationary status. or any other action by
the Department with respect to an accreditation organization does not affect or limit the conduct of any
validation inspection of ils accrediied laboratories.
The Dapariment will publish a notice in the California Regulatory Notice Register containing a justification of the
basis for removing the deeming authority from an accreditation organization.
After the Department withdraws approval of an accraditation organization's deeming authority, the certificates
of accreditation of all affacted laboralories continue in effect for 80 days afier the laboratory receives noftifica-
tion of the withdrawal of approval. The Department may extend the period for an additional 80 days for &
laboratory if it determinas that the laboratory submitled an application for inspection to another approved
accraditation organization for an application for & certificate, certificate for physician-performed microscopy
procedures, or cartificaie of waiver to the Department before the Initial 8C day period ends.
If at any time the Department determines that the continued approval of deeming authority of any accreditation
organization poses an immediate jeopardy to the patients of the laboratories accredited by that organization, or
such continued approval otherwise constitutes a significant hazard to the public health, the Depariment may
immediately withdraw the approval of deeming authority of that accreditation organization.
Any accreditation organization that is dissatisfied with a determination to withdraw lts deeming authority may
reques! a reconsideration of that determination in accordance with subpart D of part 488 (substitute California

Statuta).
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