
 

   

  

   
 

   
 

 
   

  

 
 

 
  

 
  
  

 
     

  
 

 

 
 

 
 

   
 

   
  

 

   
 

   
 

  
  

   
 

  
 

 

Course Detail 

Good Laboratory Practices for Biochemical Genetic Testing and Newborn Screening for Inherited Metabolic Disorders 

Course Number: WB2010-04062012 

CE Origination Date: April 6, 2012 

CE Expiration Date: April 6, 2016 

Goal 
The goal of this report is to improve the quality of laboratory services for biochemical genetic testing and newborn screening 
for inherited metabolic disorders. The revisions of this report will improve the strategies that will affect the patient/client 
outcome of the 2012 Guidelines for Good Laboratory Practices for Biochemical Genetic Testing and Newborn Screening for 
Inherited Metabolic Disorders. 

Objectives 
1.	 Describe the factors that should be considered when planning to introduce a new biochemical genetic test for 

patient testing. 
2.	 Describe the recommended laboratory practices for test performance establishment and verification 
3.	 Describe the recommended quality assurance practices for the preanalytic, analytic, and postanalytic phases of the 

laboratory testing process 
4.	 Describe qualifications, responsibilities, and competency of laboratory personnel for ensuring the quality of
 

biochemical genetic testing and newborn screening for inherited metabolic diseases
 

Intended Audience 
Physicians, Registered Nurses, Administrators, Infection control practitioners, employee health clinicians, health-care 
personnel 

Content Experts/Prepares 
Diane Bosse, MS, Health Scientist, Division of Laboratory Science and Standards, Laboratory Science, Policy and Practice 
Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 
Bin Chen, PhD, Health Scientist, Division of Laboratory Science and Standards, Laboratory Science, Policy and Practice 
Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 
Carla Cuthbert, PhD, Division of Laboratory Sciences, National Center for Environmental Health–Agency for Toxic Substance 
and Disease Registry 
MariBeth Gagnon, MS, CT (ASCP) HTL, Cytotechnologist, Division of Laboratory Science and Standards, Laboratory Science, 
Policy and Practice Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 
Lisa Kalman, PhD, Health Scientist, Division of Laboratory Science and Standards, Laboratory Science, Policy and Practice 
Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 
Joanne Mei, PhD, Team Lead, Newborn Screening Quality Assurance Program, Division of Laboratory Sciences, National 
Center for Environmental Health–Agency for Toxic Substance and Disease Registry 
Angela Ragin-Wilson, PhD, Environmental Health Scientist, Division of Laboratory Science and Standards, Laboratory Science, 
Policy and Practice Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 
Shahram Shahangian, PhD, MS, DABCC, FACB, Health Scientist, Division of Laboratory Science and Standards, Laboratory 
Science, Policy and Practice Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 
Irene Williams, MMSc, Health Scientist, Division of Laboratory Science and Standards, Laboratory Science, Policy and 
Practice Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 



  
   

 
 

 
  

 
 

  
   

 
 

 
  

  
 

 
 

    
    

 
 

  

   
 

 
 

 
 

 
 

 
 

 
 
 

  
 

     
 

 
 
 
 
 

Barbara Zehnbauer, PhD, Branch Chief, Division of Laboratory Science and Standards, Laboratory Science, Policy and Practice 
Program Office, Office of Surveillance, Epidemiology, and Laboratory Services, CDC 

ACCREDITATION STATEMENTS: 
CME: The Centers for Disease Control and Prevention is accredited by the Accreditation Council for Continuing Medical 
Education (ACCME®) to provide continuing medical education for physicians. 

The Centers for Disease Control and Prevention designates this web based activity for a maximum of 2.25_ AMA PRA 
Category 1 Credits™. Physicians should only claim credit commensurate with the extent of their participation in the activity. 

Non-physicians will receive a certificate of participation. 

CNE: The Centers for Disease Control and Prevention is accredited as a provider of Continuing Nursing Education by the 
American Nurses Credentialing Center's Commission on Accreditation. 

This activity provides 2.2_contact hours. 

CEU:  The CDC has been approved as an Authorized Provider by the International Association for Continuing Education and 
Training (IACET), 1760 Old Meadow Road, Suite 500, McLean, VA 22102.  The CDC is authorized by IACET to offer 0.2 
ANSI/IACET CEU's for this program. 

CECH: Sponsored by the Centers for Disease Control and Prevention, a designated provider of continuing education contact 
hours (CECH) in health education by the National Commission for Health Education Credentialing, Inc. This program is 
designed for Certified Health Education Specialists (CHES) to receive up to  2.5 Category I CECH in health education.  CDC 
provider number GA0082. 

Disclosure 
CDC, our planners, and our presenters (for enduring material, use “content experts” instead of “presenters”) wish to disclose 
they have no financial interests or other relationships with the manufacturers of commercial products, suppliers of 
commercial services, or commercial supporters. Planners have reviewed content to ensure there is no bias. Presentations 
will not include any discussion of the unlabeled use of a product or a product under investigational use. 

CDC does not accept commercial support. 

Technical Support 

To take exam please go to www.cdc.gov/TCEOnline, click on Search and type in MMWR under Option 2. 

Your browser must be Internet Explorer 7.0 

http://www.cdc.gov/TCEOnline



