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LABORATORY SERVICES   

Self-Assessment Questions YES NO N/A Date/Initials Comments 

All hospitals also must comply with applicable CoPs and interpretive guidelines for laboratories and laboratory 
services in CoPs 493.1 thru 493.1780 and/or the higher standards of their laboratory accrediting organization(s) and 
any other optional services found in the Medicare State Operations Manual that the hospital provides.    

Does the hospital maintain or have available 
adequate laboratory services to meet the needs of 
its patients at each location of the hospital? 
A-0576 COP §482.27 

     

Are all laboratory services CLIA certified? 
A-0582 COP §482.27(a) 

     

Are all contracted laboratory services provided by 
a CLIA-certified laboratory? 
A-0582 COP §482.27(a) 

     

Can you demonstrate that laboratory services are 
integrated into your hospital-wide QAPI program? 
A-0576 COP §482.27 

     

Are onsite emergency laboratory services 
available 24/7 at each campus? 
A-0583 COP §482.27(a)(1) 

     

If the hospital has off-campus locations, does the 
medical staff determine which, if any, lab services 
must be immediately available to meet the 
emergency laboratory needs of the patients who 
are likely to seek care at that location? 
A-0583 COP §482.27(a)(1) 

     

Are these off-campus laboratory services available 
during the hours of operation of that location? 
A-0583 COP §482.27(a)(1) 

     

Does your hospital have policies, protocols and/or 
procedures that address: 
a. collection, preservation, transportation, 

processing, examination, storage, recording 
and reporting of tissues and other 
specimens? 

b. testing procedures, reagent use and storage, 
controls, calibration and pertinent literature 
references? 

c. obtaining blood and blood components? 
d. a look-back policy and plan related to the 

notification and documentation of potentially 
HIV or HCV-infectious blood or blood-
products given to patients or another facility? 

19 CSR 30-20.098(6) 
A-0583 COP §482.27(a)(3) 

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 

  

http://cms.hhs.gov/manuals/Downloads/som107ap_c_lab.pdf
http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf
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LABORATORY SERVICES   

Self-Assessment Questions YES NO N/A Date/Initials Comments 

Is a current and accurate written description of 
routine and STAT laboratory services provided by 
the hospital readily available to the medical staff? 
A-0584 COP §482.27(a)(2) 

     

Are all specimens requiring both macroscopic and 
microscopic exams determined by the medical 
staff in consultation with the pathologist and 
documented in writing? 
A-0586 COP §482.27(a)(4) 

     

If your hospital regularly uses the services of an 
outside blood collecting establishment (BCE), does 
your hospital ensure that it: 
a. meets all regulations and requirements of the 

FDA as well as other accrediting bodies? 
b. has a written agreement with the hospital for 

notification expectations approved by an 
appropriate representative? 

c. has policies that govern the procurement, 
transfer and availability of blood and blood 
products?   

d. has policies requiring the BCE to notify the 
hospital within 3 days after the BCE supplied 
blood and blood components collected from 
an infectious donor, whenever records are 
available, as set forth at 21 CFR 610.48(b)(3)? 

e. has policies that require the blood bank to 
notify hospitals within 3 calendar days of any 
supply of blood and blood products collected 
from a donor that are negative at the time of 
donation but tests reactive for evidence of 
HIV or HCV infection on a later donation or 
who is determined to be at increased risk for 
transmitting HIV or HCV infections? 

f. has policies that require the blood bank to 
notify hospitals within 45 days of results of 
supplemental test for HIV or HCV or other 
follow-up testing required by FDA?  

A-0592 COP §482.27(b)(3)(i)(ii)(iii) 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  

Has the hospital developed and effectively 
implemented a look-back plan and procedures in 
the event of notification of potentially HIV or HCV-
infected blood and blood components by the 
blood collecting establishment (either internal or 
under agreement) which includes: 
a. policies and procedures for notification and 

documentation that conform to Federal, 
State, and local laws, including requirements 
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LABORATORY SERVICES   

Self-Assessment Questions YES NO N/A Date/Initials Comments 

for the confidentiality of medical records and 
other patient information? 

b. details of the actions that the hospital must 
take immediately? 

c. actions that the hospital must take when 
confirmatory test results are not received 
from the blood bank within 30 days? 

d. how and where are the follow-up  
confirmatory test results documented? 

e. the determination of the disposition of the 
blood or blood component and quarantine all 
blood and blood components from previous 
donations in inventory? 

f. if follow-up testing by BCE is negative, the 
release from quarantine? 

g. if follow-up testing is indeterminate, the 
disposal or relabeling of prior collections of 
blood or blood components held in 
quarantine as set forth in 21 CFR 
610.46(b)(2), 610.47(b)(2), and 610.48(c)(2).  

h. if follow-up testing by BCE is positive, the 
disposal of the blood and blood components 
and notification of transfusion recipients? 

A-0592COP §482.27(b)(3)(4) 

 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 
 
 
 

 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 
 
 
 

 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 
 
 
 

Does the hospital have policies and procedures 
outlining actions that must be taken if  the 
hospital has administered potentially HIV or HCV 
infectious blood or blood components (either 
directly through its own blood collecting 
establishment or under an agreement from donors 
tested after 2/20/08) or released such blood or 
blood components to another entity or 
appropriate individual which include: 
a. making reasonable attempts within 12 weeks 

to notify the patient, or to notify the 
attending physician who ordered the blood or 
blood component and ask the physician to 
notify the patient, or other individual as 
permitted that potentially HIV or HCV 
infectious blood or blood components were 
transfused to the patient and that there may 
be a need for HIV or HCV testing and 
counseling? 

b. making reasonable attempts for at least 12 
weeks if unable to locate patient or 
physician? 
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LABORATORY SERVICES   

Self-Assessment Questions YES NO N/A Date/Initials Comments 

c. if the physician is unavailable or declines to 
make the notification, making reasonable 
attempts to give this notification to the 
patient, legal guardian or relative? 

d. documenting in the patient’s medical record 
the notification or attempts to give the 
required notification? 

A-0592 COP §482.27(b)(6-7) 

 
 
 
 
 

 
 
 
 
 

 
 
 
 
 

  

Note: If the patient has been adjudged incompetent by a State court, the physician or hospital must notify a legal 
representative designated in accordance with State law. If the patient is competent, but State law permits a legal 
representative or relative to receive the information on the patient’s behalf, the physician or hospital must notify the 
patient or his or her legal representative or relative. For possible HIV infectious transfusion recipients that are 
deceased, the physician or hospital must inform the deceased patient’s legal representative or relative. If the patient 
is a minor, the parents or legal guardian must be notified.  COP §482.27(b)(10) 
Does the notification given to the patient include: 
a. a basic explanation of the need for HIV or HCV 

testing and counseling? 
b. enough oral or written information so that the 

transfused patient can make an informed 
decision about whether to obtain HIV or HCV 
testing and counseling? 

c. a list of programs or places where the person 
can obtain HIV or HCV testing and counseling, 
including any requirements or restrictions the 
program may impose? 

 
 

 

 
 
 
 

 
 

 

 
 
 
 

 
 

 

 
 
 
 

  

Is all documentation related to notification made 
a part of the patient's medical record? 
A-0592 COP §482.27(b)(8)(i)(ii)(iii) 

     

Is it ensured that documents related to 
notification that become part of the patient's 
medical record are subject to the normal 
safeguards for access, information release, patient 
consent and other precautions for confidential 
information? 
A-0592 COP §482.27(b)(9) 

     

Does your hospital provide for the safe and 
sanitary disposal of blood and blood components 
not suitable for use or distribution, in accordance 
with 21 CFR 606.40?  

     

Does your hospital maintain adequate records of 
the source and disposition of all units of blood and 
blood components for at least 10 years after the 
date of disposition? 
A-0592 COP §482.27(b)(5)(i) 
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LABORATORY SERVICES   

Self-Assessment Questions YES NO N/A Date/Initials Comments 

Does the hospital have a fully funded plan to 
transfer these records to another hospital or other 
entity if such hospital ceases operation for any 
reason?  
A-0592 COP §482.27(b)(5)(ii) 

     

 
Key Resources and Links  
• SOM, Appendix C-COP 493 
• 21 CFR 606.40 
• 21 CFR 610.48(b)(3) 
• SOM, Appendix A- COP 482.27 

 
 

  

http://cms.hhs.gov/manuals/Downloads/som107ap_c_lab.pdf
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&sid=02e1713d52ee114508b607240875c802&rgn=div6&view=text&node=21:7.0.1.1.3.3&idno=21
http://www.ecfr.gov/cgi-bin/text-idx?SID=f90cbf7e503baad7b915efc057846bdd&node=21:7.0.1.1.5.5.1.7&rgn=div8
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/som107ap_a_hospitals.pdf

