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and subparts H, J, K, M, and Q of this 

part. 

(d) In accordance with subpart R of 

this part, HHS will initiate suspension 

or revocation of a laboratory’s reg-

istration certificate and will deny the 

laboratory’s application for a certifi-

cate of compliance for failure to com-

ply with the requirements set forth in 

this subpart. HHS may also impose cer-

tain alternative sanctions. In addition, 

failure to meet the requirements of 

this subpart will result in suspension of 

payments under Medicare and Medicaid 

as specified in subpart R of this part. 

(e) A registration certificate is— 

(1) Valid for a period of no more than 

two years or until such time as an in-

spection to determine program compli-

ance can be conducted, whichever is 

shorter; and 

(2) Not renewable; however, the reg-

istration certificate may be reissued if 

compliance has not been determined by 

HHS prior to the expiration date of the 

registration certificate. 

(f) In the event of a noncompliance 

determination resulting in an HHS de-

nial of a laboratory’s certificate of 

compliance application, HHS will pro-

vide the laboratory with a statement of 

grounds on which the noncompliance 

determination is based and offer an op-

portunity for appeal as provided in sub-

part R. 

(g) If the laboratory requests a hear-

ing within the time specified by HHS, 

it retains its registration certificate or 

reissued registration certificate until a 

decision is made by an administrative 

law judge as provided in subpart R of 

this part, except when HHS finds that 

conditions at the laboratory pose an 

imminent and serious risk to human 

health. 

(h) 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 de-

nial of the certificate application even 

if there has been no appeals decision 

issued. 

[57 FR 7143, Feb. 28, 1992, as amended at 58 

FR 5223, Jan. 19, 1993; 60 FR 20045, Apr. 24, 

1995; 68 FR 3702, Jan. 24, 2003] 

§ 493.47 Requirements for a certificate 
for provider-performed microscopy 
(PPM) procedures. 

(a) A certificate for PPM procedures 
is required— 

(1) Initially for all laboratories per-
forming test procedures specified as 
PPM procedures; and 

(2) For all certificate of waiver lab-
oratories that intend to perform only 
test procedures specified as PPM proce-
dures in addition to those tests listed 
in § 493.15(c). 

(b) HHS will issue a certificate for 
PPM procedures if the laboratory— 

(1) Complies with the requirements of 
§ 493.43; and 

(2) Remits the fee for the certificate, 
as specified in subpart F of this part. 

(c) Laboratories issued a certificate 
for PPM procedures are subject to— 

(1) The notification requirements of 
§ 493.53; 

(2) The applicable requirements of 
this subpart and subparts H, J, K, and 
M of this part; and 

(3) Inspection only under the cir-
cumstances specified under §§ 493.1773 
and 493.1775, but are not routinely in-
spected to determine compliance with 
the requirements specified in para-
graphs (c) (1) and (2) of this section. 

(d) In accordance with subpart R of 
this part, HHS will initiate suspension, 
limitation, or revocation of a labora-
tory’s certificate for PPM procedures 
for failure to comply with the applica-
ble requirements set forth in this sub-
part. HHS may also impose certain al-
ternative sanctions. In addition, failure 
to meet the requirements of this sub-
part may result in suspension of all or 
part of payments under Medicare and 
Medicaid, as specified in subpart R of 
this part. 

(e) A certificate for PPM procedures 
is valid for a period of no more than 2 
years. 

[58 FR 5223, Jan. 19, 1993, as amended at 60 
FR 20045, Apr. 24, 1995; 68 FR 3702, Jan. 24, 
2003; 68 FR 50723, Aug. 22, 2003] 

§ 493.49 Requirements for a certificate 
of compliance. 

A certificate of compliance may in-
clude any combination of tests cat-
egorized as high complexity or mod-
erate complexity or listed in § 493.15(c) 
as waived tests. Moderate complexity 
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tests may include those specified as 
PPM procedures. 

(a) HHS will issue a certificate of 
compliance to a laboratory only if the 
laboratory— 

(1) Meets the requirements of §§ 493.43 
and 493.45; 

(2) Remits the certificate fee speci-
fied in subpart F of this part; and 

(3) Meets the applicable requirements 
of this subpart and subparts H, J, K, M, 
and Q of this part. 

(b) Laboratories issued a certificate 
of compliance— 

(1) Are subject to the notification re-
quirements of § 493.51; and 

(2) Must permit announced or unan-
nounced inspections by HHS in accord-
ance with subpart Q of this part— 

(i) To determine compliance with the 
applicable requirements of this part; 

(ii) To evaluate complaints; 
(iii) When HHS has substantive rea-

son to believe that tests are being per-
formed, or the laboratory is being oper-
ated in a manner that constitutes an 
imminent and serious risk to human 
health; and 

(iv) To collect information regarding 
the appropriateness of tests listed in 
§ 493.15 or tests categorized as moderate 
complexity (including the subcategory) 
or high complexity. 

(c) Failure to comply with the re-
quirements of this subpart will result 
in— 

(1) Suspension, revocation or limita-
tion of a laboratory’s certificate of 
compliance in accordance with subpart 
R of this part; and 

(2) Suspension or denial of payments 
under Medicare and Medicaid in ac-
cordance with subpart R of this part. 

(d) A certificate of compliance issued 
under this subpart is valid for no more 
than 2 years. 

(e) In the event of a noncompliance 
determination resulting in an HHS ac-
tion to revoke, suspend or limit the 
laboratory’s certificate of compliance, 
HHS will— 

(1) Provide the laboratory with a 
statement of grounds on which the de-
termination of noncompliance is based; 
and 

(2) Offer an opportunity for appeal as 
provided in subpart R of this part. If 
the laboratory requests a hearing with-
in 60 days of the notice of sanction, it 

retains its certificate of compliance or 

reissued certificate of compliance until 

a decision is made by an administra-

tive law judge (ALJ) as provided in 

subpart R of this part, except when 

HHS finds that conditions at the lab-

oratory pose an imminent and serious 

risk to human health or when the cri-

teria at § 493.1840(a) (4) and (5) are met. 

(f) 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 

noncompliance determination even if 

there has been no appeals decision 

issued. 

(g) A laboratory seeking to renew its 

certificate of compliance must— 

(1) Complete and return the renewal 

application to HHS 9 to 12 months 

prior to the expiration of the certifi-

cate of compliance; and 

(2) Meet the requirements of § 493.43 

and paragraphs (a)(2) and (b)(2) of this 

section. 

(h) If HHS determines that the appli-

cation for the renewal of a certificate 

of compliance must be denied or lim-

ited, HHS will notify the laboratory in 

writing of the— 

(1) Basis for denial of the application; 

and 

(2) Opportunity for appeal as pro-

vided in subpart R of this part. 

(i) If the laboratory requests a hear-

ing within the time period specified by 

HHS, the laboratory retains its certifi-

cate of compliance or reissued certifi-

cate of compliance until a decision is 

made by an ALJ as provided in subpart 

R, except when HHS finds that condi-

tions at the laboratory pose an immi-

nent and serious risk to human health. 

(j) 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 non-

renewal of the certificate of compli-

ance even if there has been no appeals 

decision issued. 

[60 FR 20045, Apr. 24, 1995, as amended at 68 

FR 3702, Jan. 24, 2003] 
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