
DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard, Mail Stop C2-21-16 
Baltimore, Maryland   21244-1850 
 
Center for Clinical Standards and Quality/Survey & Certification Group 

 
Ref: S&C: 17-11- CLIA 

DATE:   December 1, 2016 
 
TO:  State Survey Agency Directors 
 
FROM: Director 
  Survey and Certification Group 
 
SUBJECT: Advanced Copy –Revisions to State Operations Manual (SOM), Appendix C –  
  Survey Procedures and Interpretive Guidelines for Laboratories and Laboratory 

Services (Clinical Laboratory Improvement Amendments (CLIA)) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Background 
 
CMS is issuing this advance copy of the revised Appendix C-Survey Procedures and Interpretive 
Guidelines for Laboratories and Laboratory Services.  The revisions include edits recommended 
by RO and SA surveyors, professional and AO’s, OGC, and other Health and Human Services 
(HHS) components. 
 

Memorandum Summary 
 

Revisions to Appendix C of the SOM: The entire document has been revised and updated 
to include comments and recommendations from:  
• Regional Office (RO) and State Agency (SA) surveyors,  professional and accrediting 

organizations (AO); 
• Food and Drug Administration (FDA) and Centers for Disease Control and Prevention 

(CDC); 
• CMS Office of General Counsel (OGC); and 
• General Accounting Office (GAO) on reporting complaints. 
 
Deletion 
• D-tags (D2018, D6001, D6002 & 6077). 
 
It also includes: 
• New D-tags for surveyors; and 
• Board certification in dermatology by American Osteopathic Board of Dermatology is 

equivalent to board certification in dermatology by American Board of Dermatology 
(ABD)  
 
 

 
 



Contact: For questions related to this memorandum, please contact Minnie Christian at 410-786-
3339 (minnie.christian@cms.hhs.gov.) or Daniel Cajigas at 410-786-0793 
(daniel.cajigas@cms.hhs.gov). 
 
Page 2 – State Survey Agency Directors  
 
Effective Date:  Immediately.  This information is current policy and becomes effective no later 
than 30 days after the release of the memorandum.  The Interpretive Guidelines should be 
distributed to all CLIA Survey and Certification staff, their managers, SAs, and State RO 
training coordinators within 30 days of this memorandum.  There may be minor revisions in the 
final document that are not included in this advance copy. 
 
  
       /s/ 

David R. Wright 
 
Attachment- Advanced Copy – Appendix C 
 
cc:  Survey and Certification Regional Office Management 
 

The contents of this letter support activities or actions to improve patient or resident safety 
and increase quality and reliability of care for better outcomes. 
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Department of Health & Human CMS Manual System	 Services (DHHS) 
Pub. 100-07 State Operations	 Centers for Medicare & Medicaid 

Services (CMS) Provider Certification 
Transmittal – Advanced Date: 
Copy 

SUBJECT: Revisions to Appendix C-Survey Procedures and Interpretive Guidelines for  
Laboratories and Laboratory Services 

I.  SUMMARY OF CHANGES: Revisions have been made to reflect comments and 
recommendations from regional office and State Agency surveyors, professional and accrediting 
organizations, other Health and Human Services components, and a GAO audit. Changes have 
also been made to include partial deletions of certain subsections affected and to reflect the 
recent publication of regulations and updates in technologies within the field of laboratory 
medicine.  Standard level headings have been added to all D-tags for ease of use by surveyors. 

NEW/REVISED MATERIAL - EFFECTIVE DATE*: 30 DAYS AFTER ISSUANCE
 
IMPLEMENTATION DATE: 30 DAYS AFTER ISSUANCE
 

Disclaimer for manual changes only:  The revision date and transmittal number apply to the 
red italicized material only.  Any other material was previously published and remains 
unchanged.  However, if this revision contains a table of contents, you will receive the 
new/revised information only, and not the entire table of contents. 

II. CHANGES IN MANUAL INSTRUCTIONS: (N/A if manual not updated.) 
(R = REVISED, N = NEW, D = DELETED) – (Only One Per Row.) 

R/N/D CHAPTER/SECTION/SUBSECTION/TITLE 
R Table of Contents 
R Appendix C/A. Survey Protocols/III. Information Gathering/D. Record Review 
R Appendix C/A. Survey Protocols/VI. Exit Conference 
R Appendix C/A. Survey Protocols/VII. Development of the Statement of 

Deficiencies/C. Choosing the Appropriate Condition/Example 3. 
R Appendix C/A. Survey Protocols/VII. Development of the Statement of 

Deficiencies/D. Mandatory Citations 
R Appendix C/§493.5 Categories of Tests by Complexity 
R Appendix C /D1000/§493.15 Laboratories performing waived tests 
R Appendix C /D1001/§493.15 Laboratories performing waived tests 
R Appendix C /§493.20 Laboratories performing tests of moderate complexity 
R Appendix C /§493.25 Laboratories performing tests of high complexity 
R Appendix C/§493.37 Requirements for a certificate of waiver 
R Appendix C/§493.47 Requirements for a certificate for provider performed 

microscopy (PPM) procedures 
R Appendix C/§493.49 Requirements for a certificate of compliance 
R Appendix C/§493.51 Notification requirements for laboratories issued a certificate 



 
   

 
  
  

 
 

    
 

  
  
  
  
  
  
   

 
   

 
  

 
  

 
  

 
  

 
  

 
   
  

 
  
   

 
 

 
  
  
  
  
  
   
  

 
  

 
  

 

of compliance 
R Appendix C/§493.53 Notification requirements for laboratories issued a certificate 

for provider-performed microscopy (PPM) procedures 
D Appendix C/D2018/§493.807(b) 
R Appendix C/ PROFICIENCY TESTING BY SPECIALTY AND 

SUBSPECIALTY FOR LABORATORIES PERFORMING TESTS OF 
MODERATE COMPLEXITY (INCLUDING THE SUBCATEGORY), HIGH 
COMPLEXITY, OR ANY COMBINATION OF THESE TESTS/(before & above 
§493.821 Condition: Microbiology) 

R Appendix C/B. Index/Subpart H/D2074/§493.835 Standard; Syphilis serology 
R Appendix C/B. Index/Subpart H/D2121/§493.851; Standard; Hematology 
R Appendix C/B. Index/Subpart H/D2122/§493.851; Standard; Hematology 
R Appendix C/B. Index/Subpart H/D2123/§493.851; Standard; Hematology 
R Appendix C/B. Index/Subpart H/D2127/§493.851; Standard; Hematology 
R Appendix C/B. Index/Subpart H/D2128/§493.851; Standard; Hematology 
R Appendix C/B. Index/Subpart H/D2153/§493.859 Standard; ABO group and D 

(Rho) typing 
R Appendix C/B. Index/Subpart H/D2154/§493.859 Standard; ABO group and D 

(Rho) typing 
R Appendix C/B. Index/Subpart H/D2164/§493.861 Standard; Unexpected antibody 

detection 
R Appendix C/B. Index/Subpart H/D2165/§493.861 Standard; Unexpected antibody 

detection 
R Appendix C/B. Index/Subpart H/D2169/§493.861 Standard; Unexpected antibody 

detection 
R Appendix C/B. Index/Subpart H/D2170/§493.861 Standard; Unexpected antibody 

detection 
R Appendix C/B. Index/Subpart H/D2172/§493.861 Standard; Unexpected antibody 

detection 
R Appendix C/B. Index/Subpart H/D2173/§493.863 Standard; Compatibility testing 
R Appendix C/B. Index/Subpart H/D2182/§493.865 Standard; Antibody 

identification 
R Appendix C/B. Index/Subpart J/D3001/§493.1101 Standard; Facilities 
R Appendix C/B. Index/Subpart J/D3015/§493.1103 Standard; Requirements for 

transfusion services 
R Appendix C/B. Index/Subpart K/Quality System for Nonwaived Testing/§493.1200 

Introduction 
R Appendix C/B. Index/Subpart K/D5002/§493.1201 Condition; Bacteriology 
R Appendix C/B. Index/Subpart K/D5004/§493.1202 Condition; Mycobacteriology 
R Appendix C/B. Index/Subpart K/D5006/§493.1203 Condition; Mycology 
R Appendix C/B. Index/Subpart K/D5008/§493.1204 Condition; Parasitology 
R Appendix C/B. Index/Subpart K/D5010/§493.1205 Condition; Virology 
N Appendix C/GENERAL LABORATORY SYSTEMS (before D5200) 
R Appendix C/B. Index/Subpart K/D5200/§493.1230 Condition; General laboratory 

systems 
R Appendix C/B. Index/Subpart K/D5215/§493.1236 Standard; Evaluation of 

proficiency testing performance 
R Appendix C/B. Index/Subpart K/D5219/§493.1236 Standard; Evaluation of 

proficiency testing performance 



  
 

  
   
  
  
   

 
   

 
   

 
   

 
   

 
  
  
  
  

 
  

 
  

 
   

 
 

 
  

 
  
  
  
  
  
  
  
  
  
  
  
  
  

  

   

    

R Appendix C/B. Index/Subpart K/D5221/§493.1236 Standard; Evaluation of 
proficiency testing performance 

N Appendix C/PREANALYTIC SYSTEMS (before D5300) 
R Appendix C/B. Index/Subpart K/D5303/§493.1241 Standard; Test request 
R Appendix C/B. Index/Subpart K/D5307/§493.1241 Standard; Test request 
R Appendix C/B. Index/Subpart K/D5309/§493.1241 Standard; Test request 
R Appendix C/B. Index/Subpart K/D5313/§493.1242 Standard; Specimen 

submission, handling, and referral 
R Appendix C/B. Index/Subpart K/D5315/§493.1242 Standard; Specimen 

submission, handling, and referral 
R Appendix C/B. Index/Subpart K/D5317/§493.1242 Standard; Specimen 

submission, handling, and referral 
R Appendix C/B. Index/Subpart K/D5391/§493.1249 Standard; Preanalytic systems 

quality assessment 
R Appendix C/B. Index/Subpart K/D5393/§493.1249 Standard; Preanalytic systems 

quality assessment 
N Appendix C/ANALYTIC SYSTEMS (before D5400) 
R Appendix C/B. Index/Subpart K/D5405/§493.1251 Standard; Procedure manual 
R Appendix C/B. Index/Subpart K/D5409/§493.1251 Standard; Procedure manual 
R Appendix C/B. Index/Subpart K/D5415/§493.1252 Standard; Test systems, 

equipment, instruments, reagents, materials, and supplies 
R Appendix C/B. Index/Subpart K/D5417/§493.1252 Standard; Test systems, 

equipment, instruments, reagents, materials, and supplies 
R Appendix C/B. Index/Subpart K/D5419/§493.1252 Standard; Test systems, 

equipment, instruments, reagents, materials, and supplies 
R Appendix C/B. Index/Subpart K/D5425/§493.1253 Standard; Establishment and 

verification of performance specifications 
R Appendix C/B. Index/Subpart K/D5427/§493.1253 Standard; Establishment and 

verification of performance specifications 
R Appendix C/B.  Index/Subpart K/D5439/§493.1255 Standard; Calibration and 

calibration verification procedures 
R Appendix C/B. Index/Subpart K/D5449/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5451/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5455/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5457/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5459/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5461/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5463/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5465/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5467/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5469/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5481/§493.1256 Standard; Control procedures 
R Appendix C/B. Index/Subpart K/D5501/§493.1261 Standard; Bacteriology 
R Appendix C/B. Index/Subpart K/D5503/§493.1261 Standard; Bacteriology 

R Appendix C/B. Index/Subpart K/D5505/§493.1261 Standard; Bacteriology 

R Appendix C/B. Index/Subpart K/D5519/§493.1263 Standard: Mycology 

R Appendix C/B. Index/Subpart K/D5525/§493.1264 Standard; Parasitology 



   
 

   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
    
   
   
   
   
   
   
   
   

R Appendix C/B. Index/Subpart K/§493.1267 Standard; Routine chemistry (before 
D5535) 

R Appendix C/B. Index/Subpart K/D5535/§493.1267 Standard; Routine chemistry 
R Appendix C/B. Index/Subpart K/D5537/§493.1267 Standard; Routine chemistry 
R Appendix C/B. Index/Subpart K/D5539/§493.1267 Standard; Routine chemistry 
R Appendix C/B. Index/Subpart K/D5547/§493.1269 Standard; Hematology 
R Appendix C/B. Index/Subpart K/D5557/§493.1271 Standard; Immunohematology 
R Appendix C/B. Index/Subpart K/D5603/§493.1273 Standard; Histopathology 
R Appendix C/B. Index/Subpart K/D5605/§493.1273 Standard; Histopathology 
R Appendix C/B. Index/Subpart K/D5609/§493.1273 Standard; Histopathology 
R Appendix C/B. Index/Subpart K/D5613/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5617/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5619/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5621/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5623/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5625/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5627/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5629/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5633/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5635/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5637/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5641/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5643/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5645/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5647/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5649/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5655/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5657/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5661/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5663/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5665/§493.1274 Standard; Cytology 
R Appendix C/B. Index/Subpart K/D5685/§493.1276 Standard; Clinical cytogenetics 
R Appendix C/B. Index/Subpart K/D5687/§493.1276 Standard; Clinical cytogenetics 
R Appendix C/B. Index/Subpart K/D5729/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5731/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5733/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5735/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5737/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5739/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5741/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5743/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5745/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5747/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5749/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5751/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5755/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5757/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5759/§493.1278 Standard; Histocompatibility 



   
   
   
   
   
   
   

 
   

 
    
   
   
    

 
   

 
  
   

 
   
   
   
   
   
    

 
    

 
  

 
  

 
   

 
   

 
   

 
  

 
  

 
  

 
   

 
  

  

R Appendix C/B. Index/Subpart K/D5763/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5765/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5767/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5769/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5771/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5773/§493.1278 Standard; Histocompatibility 
R Appendix C/B. Index/Subpart K/D5775/§493.1281 Standard; Comparison of Test 

Results 
R Appendix C/B. Index/Subpart K/D5777/§493.1281 Standard; Comparison of Test 

Results 
R Appendix C/B. Index/Subpart K/D5783/§493.1282 Standard; Corrective Actions 
R Appendix C/B. Index/Subpart K/D5787/§493.1283 Standard; Test records 
R Appendix C/B. Index/Subpart K/D5789/§493.1283 Standard; Test records 
R Appendix C/B. Index/Subpart K/D5791/§493.1289 Standard; Analytic systems 

quality assessment 
R Appendix C/B. Index/Subpart K/D5793/§493.1289 Standard; Analytic systems 

quality assessment 
N Appendix C/POSTANALYTIC SYSTEMS (before D5800) 
R Appendix C/B. Index/Subpart K/D5800/§493.1290 Condition; Postanalytic 

Systems 
R Appendix C/B. Index/Subpart K/D5803/§493.1291 Standard; Test report 
R Appendix C/B. Index/Subpart K/D5805/§493.1291 Standard; Test report 
R Appendix C/B. Index/Subpart K/D5807/§493.1291 Standard; Test report 
R Appendix C/B. Index/Subpart K/D5815/§493.1291 Standard; Test report 
R Appendix C/B. Index/Subpart K/D5823/§493.1291 Standard; Test report 
R Appendix C/B. Index/Subpart K/D5891/§493.1299 Standard; Postanalytic systems 

quality assessment 
R Appendix C/B. Index/Subpart K/D5893/§493.1299 Standard; Postanalytic systems 

quality assessment 
R Appendix C/ LABORATORIES PERFORMING PROVIDER-PERFORMED 

MICROSCOPY (PPM) PROCEDURES  (after §493.1351 General) 
R Appendix C/B. Index/Subpart M/D5980/§493.1355 Condition:  Laboratories 

Performing PPM Procedures; laboratory director 
R Appendix C/B. Index/Subpart M/D5983/§493.1359 Standard; PPM Laboratory 

director responsibilities 
R Appendix C/B. Index/Subpart M/D5985/§493.1359 Standard; PPM Laboratory 

director responsibilities 
R Appendix C/B. Index/Subpart M/D5987/§493.1359 Standard; PPM Laboratory 

director responsibilities 
R Appendix C/B. Index/Subpart M/D5990/§493.1361 Condition:  Laboratories 

Performing PPM Procedures; testing personnel 
R Appendix C/B. Index/Subpart M/D5991/§493.1363 Standard; PPM testing 

personnel qualifications 
R Appendix C/B. Index/Subpart M/D5993/§493.1365 Standard; PPM testing 

personnel responsibilities 
R Appendix C/B. Index/Subpart M/D5995/§493.1365 Standard PPM testing 

personnel responsibilities 
R Appendix C/ LABORATORIES PERFORMING MODERATE COMPLEXITY 

TESTING (before D6000) 



  
 

  
 

  
  

   
 

    
  

   
  

   
  

   
  

   
  

   
  

   
  

   
  

   
  

   
  

    
  

   
  

   
  

   
  

   
  

   
  

   
  

   
  

   
  

   
  

   

R Appendix C/B. Index/Subpart M/D6000/§493.1403 Condition:  Laboratories 
performing moderate complexity testing; laboratory director 

D Appendix C/B. Index/Subpart M/D6001/§493.1405 Standard; Laboratory Director 
Qualifications 

D Appendix C/B. Index/Subpart M/D6002/§493.1405 Standard; Laboratory Director 
Qualifications 

R Appendix C/B. Index/Subpart M/D6004/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6005/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6006/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6007/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6011/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6012/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6013/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6014/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6015/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6016/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6017/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6018/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6019/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6020/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6021/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6022/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6023/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6024/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6025/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6026/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6027/§493.1407 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6028/§493.1407 Standard; Laboratory director 



  
   

  
   

  
  

 
   

  
   

  
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
    

 
   

 
  

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
  

 

responsibilities 
R Appendix C/B. Index/Subpart M/D6029/§493.1407 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6032/§493.1407 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6033/§493.1409 Condition; Laboratories 

Performing Moderate Complexity Testing; Technical Consultant 
R Appendix C/B. Index/Subpart M/D6034/§493.1411/Standard; Technical consultant 

qualifications 
R Appendix C/B. Index/Subpart M/D6035/§493.1411/Standard; Technical consultant 

qualifications 
R Appendix C/B. Index/Subpart M/D6036/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6037/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6038/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6039/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6040/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6041/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6042/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6043/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6044/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6045/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6046/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6047/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6048/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6049/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6050/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6051/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6052/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6053/§493.1413 Standard; Technical consultant 

responsibilities 
R Appendix C/B. Index/Subpart M/D6054/§493.1413 Standard; Technical consultant 

responsibilities 



   
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

   
 

  
 

  
 

    
 

   
 

   
 

   
 

   

R Appendix C/B. Index/Subpart M/D6055/§493.1413 Standard; Technical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6056/§493.1415 Condition; Laboratories 
performing moderate complexity testing; clinical consultant 

R Appendix C/B. Index/Subpart M/D6057/§493.1417 Standard; Clinical consultant 
qualifications 

R Appendix C/B. Index/Subpart M/D6058/§493.1419 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6059/§493.1419 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6060/§493.1419 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6061/§493.1419 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6062/§493.1419 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6066/§493.1423 Standard; Testing personnel 
qualifications 

R Appendix C/B. Index/Subpart M/D6067/§493.1423 Standard; Testing personnel 
qualifications 

R Appendix C/B. Index/Subpart M/D6068/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6069/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6070/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6071/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6072/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6073/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6074/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6075/§493.1425 Standard; Testing personnel 
responsibilities 

R Appendix C/ LABORATORIES PERFORMING HIGH COMPLEXITY TESTING 
(before D6076) 

R Appendix C/B. Index/Subpart M/D6076/§493.1441 Condition; Laboratories 
performing high complexity testing; laboratory director 

D Appendix C/B. Index/Subpart M/D6077/§493.1443 Standard; Laboratory director 
qualifications 

R Appendix C/B. Index/Subpart M/D6078/§493.1443 Standard; Laboratory director 
qualifications 

R Appendix C/B. Index/Subpart M/D6079/§493.1445 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6081/§493.1445 Standard; Laboratory director 
responsibilities 

R Appendix C/B. Index/Subpart M/D6082/§493.1445 Standard; Laboratory director 



 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
   

 
  

 
  

 
  

 
  

 

responsibilities 
R Appendix C/B. Index/Subpart M/D6083/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6085/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6086/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6087/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6088/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6089/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6090/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6091/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6092/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6093/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6094/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6095/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6096/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6097/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6098/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6099/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6100/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6101/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6102/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6107/§493.1445 Standard; Laboratory director 

responsibilities 
R Appendix C/B. Index/Subpart M/D6108/§493.1447 Condition:  Laboratories 

performing high complexity testing; technical supervisor 
R Appendix C/B. Index/Subpart M/D6109/§493.1449 Standard; Technical supervisor 

qualifications 
R Appendix C/B. Index/Subpart M/D6111/§493.1449 Standard; Technical supervisor 

qualifications 
R Appendix C/B. Index/Subpart M/D6112/§493.1451 Standard; Technical supervisor 

responsibilities 



  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  

R Appendix C/B. Index/Subpart M/D6113/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6114/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6115/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6117/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6118/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6119/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6121/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6122/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6123/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6124/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6125/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6126/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6127/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6128/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6129/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6130/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6131/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6132/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6133/§493.1451 Standard; Technical supervisor 
responsibilities 

R Appendix C/B. Index/Subpart M/D6134/§493.1453 Condition:  Laboratories 
performing high complexity testing; clinical consultant 

R Appendix C/B. Index/Subpart M/D6135/§493.1455 Standard; Clinical consultant 
qualifications 

R Appendix C/B. Index/Subpart M/D6136/§493.1457 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6137/§493.1457 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6138/§493.1457 Standard; Clinical consultant 
responsibilities 

R Appendix C/B. Index/Subpart M/D6140/§493.1457 Standard; Clinical consultant 



 
  

  
  

 
  

 
  

 
  

 
  

 
  

 
  

 
  

 
  

 
  

 
   

  
    

 
    

 
    

 
    

 
    

  
    

 
   

 
  

  
  

 
  

 
  

 
  

 

responsibilities 
R Appendix C/B. Index/Subpart M/D6141/§493.1459 Condition:  Laboratories 

performing high complexity testing; general supervisor 
R Appendix C/B. Index/Subpart M/D6142/§493.1461 Standard; General supervisor 

qualifications 
R Appendix C/B. Index/Subpart M/D6144/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6145/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6146/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6147/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6148/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6149/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6150/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6151/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6152/§493.1463 Standard; General supervisor 

responsibilities 
R Appendix C/B. Index/Subpart M/D6153/§493.1467 Condition:  Laboratories 

performing high complexity testing; cytology general supervisor 
R Appendix C/B. Index/Subpart M/D6155/§493.1469 Standard; Cytology general 

supervisor qualifications 
R Appendix C/B. Index/Subpart M/D6157/§493.1471 Standard; Cytology general 

supervisor responsibilities 
R Appendix C/B. Index/Subpart M/D6158/§493.1471 Standard; Cytology general 

supervisor responsibilities 
R Appendix C/B. Index/Subpart M/D6159/§493.1471 Standard; Cytology general 

supervisor responsibilities 
R Appendix C/B. Index/Subpart M/D6160/§493.1471 Standard; Cytology general 

supervisor responsibilities 
R Appendix C/B. Index/Subpart M/D6161/§493.1471 Standard; Cytology general 

supervisor responsibilities 
R Appendix C/B. Index/Subpart M/D6162/§493.1481 Condition:  Laboratories 

performing high complexity testing; cytotechnologist 
R Appendix C/B. Index/Subpart M/D6163/§493.1483 Standard: Cytotechnologist 

qualifications 
R Appendix C/B. Index/Subpart M/D6166/§493.1485 Standard; Cytotechnologist 

Responsibilities 
R Appendix C/B. Index/Subpart M/D6167/§493.1485 Standard; Cytotechnologist 

Responsibilities 
N Appendix C/B. Index/Subpart M/D6168/§493.1487 Condition; Laboratories 

performing high complexity testing; testing personnel 
R Appendix C/B. Index/Subpart M/D6170/§493.1489 Standard; Testing personnel 

qualifications 



  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

   
 

   
 

  
 

   
 

 
  

    
   

 
  

 
  

  
  
  
  
 

 
 

R Appendix C/B. Index/Subpart M/D6174/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6175/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6176/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6177/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6178/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6179/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6181/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6182/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart M/D6183/§493.1495 Standard; Testing personnel 
responsibilities 

R Appendix C/B. Index/Subpart Q--Inspection (before D8100) 
R Appendix C/B. Index/Subpart Q/D8100/§493.1771 Condition:  Inspection 

requirements applicable to All CLIA-certified and CLIA-exempt laboratories 
R Appendix C/B. Index/Subpart Q/D8103/§493.1773 Standard; Basic inspection 

requirements for all laboratories issued a CLIA certificate and CLIA-exempt 
laboratories 

R Appendix C/B. Index/Subpart Q/D8401/§493.1780 Standard: Inspection of CLIA-
exempt laboratories or laboratories requesting or issued a certificate of 
accreditation 

III. FUNDING: No additional funding will be provided by CMS; contractor activities are 
to be carried out within their FY 2015 operating budgets. 

IV. ATTACHMENTS: 

Business Requirements 
X Manual Instruction 

Confidential Requirements 
One-Time Notification 
Recurring Update Notification 

*Unless otherwise specified, the effective date is the date of service. 
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