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it retains its certificate of waiver or re-
issued certificate of waiver until a de-
cision is made by an administrative 
law judge, as specified in subpart R of 
this part, except when HHS finds that 
conditions at the laboratory pose an 
imminent and serious risk to human 
health. 

(3) For laboratories receiving pay-
ment from the Medicare or Medicaid 
program, such payments will be sus-
pended on the effective date specified 
in the notice to the laboratory of a 
non-compliance determination even if 
there has been no appeals decision 
issued. 

(f) A laboratory seeking to renew its 
certificate of waiver must— 

(1) Complete the renewal application 
prescribed by HHS and return it to 
HHS not less than 9 months nor more 
than 1 year before the expiration of the 
certificate; and 

(2) Meet the requirements of §§ 493.35 
and 493.37. 

(g) A laboratory with a certificate of 
waiver that wishes to perform exami-
nations or tests not listed in the waiv-
er test category must meet the require-
ments set forth in subpart C or subpart 
D of this part, as applicable. 

[57 FR 7142, Feb. 28, 1992, as amended at 58 
FR 5222, Jan. 19, 1993; 60 FR 20045, Apr. 24, 
1995] 

§ 493.39 Notification requirements for 
laboratories issued a certificate of 
waiver. 

Laboratories performing one or more 
tests listed in § 493.15 and no others 
must notify HHS or its designee— 

(a) Before performing and reporting 
results for any test or examination 
that is not specified under § 493.15 for 
which the laboratory does not have the 
appropriate certificate as required in 
subpart C or subpart D of this part, as 
applicable; and 

(b) Within 30 days of any change(s) 
in— 

(1) Ownership; 
(2) Name; 
(3) Location; or 
(4) Director. 

[57 FR 7142, Feb. 28, 1992, as amended at 60 
FR 20045, Apr. 24, 1995] 

Subpart C—Registration Certifi-
cate, Certificate for Provider- 
performed Microscopy Proce-
dures, and Certificate of 
Compliance 

SOURCE: 57 FR 7143, Feb. 28, 1992, unless 
otherwise noted. 

§ 493.43 Application for registration 
certificate, certificate for provider- 
performed microscopy (PPM) proce-
dures, and certificate of compli-
ance. 

(a) Filing of application. Except as 
specified in paragraph (b) of this sec-
tion, all laboratories performing non-
waived testing must file a separate ap-
plication for each laboratory location. 

(b) Exceptions. (1) Laboratories that 
are not at a fixed location, that is, lab-
oratories that move from testing site 
to testing site, such as mobile units 
providing laboratory testing, health 
screening fairs, or other temporary 
testing locations may be covered under 
the certificate of the designated pri-
mary site or home base, using its ad-
dress. 

(2) Not-for-profit or Federal, State, 
or local government laboratories that 
engage in limited (not more than a 
combination of 15 moderately complex 
or waived tests per certificate) public 
health testing may file a single appli-
cation. 

(3) Laboratories within a hospital 
that are located at contiguous build-
ings on the same campus and under 
common direction may file a single ap-
plication or multiple applications for 
the laboratory sites within the same 
physical location or street address. 

(c) Application format and contents. 
The application must—(1) Be made to 
HHS or its designee on a form or forms 
prescribed by HHS; 

(2) Be signed by an owner, or by an 
authorized representative of the lab-
oratory who attests that the labora-
tory will be operated in accordance 
with the requirements established by 
the Secretary under section 353 of the 
Public Health Service Act; and 

(3) Describe the characteristics of the 
laboratory operation and the examina-
tions and other test procedures per-
formed by the laboratory including— 
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