
National Standards Group CMS Process for HIPAA Administrative Simplifcation Complaints 
CMS, on behalf of HHS, enforces HIPAA Administrative Simplifcation requirements. CMS enforcement activities include investigating 
complaints  fled  against  HIPAA  covered entities. Anyone can fle a complaint against  a  HIPAA covered entity. Here’s what happens 
when a complaint is fled: 

INTAKE 
PHASE 

1
!

Complainant  
submits complaint 

CMS  reviews  the  
complaint  to  determine  

if it is in scope. This 
consists  of  evaluating  

the  complaint  to  
determine  if  alleged  

Administrative  
Simplifcations  
violations  have  

occurred 

Out  of  scope  
complaints  are  
referred  to  the 

appropriate  
oversight  body 

CMS CONTACT 
PHASE 

2

CMS  notifes  
complainant  
and FAE of 

investigation  
into  alleged  

noncompliance 

FAE RESPONSE 
PHASE 

3
!

FAE  delivers  initial  
response.  Initial  

responses  are  due  
within  30  days  of  
the  mailing  date 

!

FAE concurs  
corrective  action  

is  needed  and  
submits  CAP 

!

FAE 
disputes 

allegations 

CMS  reviews  
response  and  
determines  
next  steps 

!

 FAE produces 
artifacts 

demonstrating  
compliance 

CMS reviews response. 
If  FAE  is  determined  
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CMS: Centers for Medicare & Medicaid Services     HHS: Department of Health and Human Services     CAP: Corrective Action Plan 
FAE: Filed Against Entity; the organization or individual that is the subject of a complaint     Complainant: the organization or individual that fles a complaint 
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Stay Up to Date! Visit the Administrative Simplifcation website for more information. 

For the latest news about Administrative Simplifcation, sign up for Email Updates. 

Note: The process shown here applies to complaints that CMS deems to be potentially valid. If a complaint isn’t valid, CMS informs the complainant and closes the complaint. 

https://www.cms.gov/about-cms/what-we-do/administrative-simplification
https://public.govdelivery.com/accounts/USCMS/subscriber/new?topic_id=USCMS_7834
https://www.cms.gov/
https://www.hhs.gov/about/index.html
https://www.cms.gov/Regulations-and-Guidance/Administrative-Simplification/HIPAA-ACA/index.html
https://www.cms.gov/Regulations-and-Guidance/Administrative-Simplification/Enforcements/index.html
https://www.cms.gov/Regulations-and-Guidance/Administrative-Simplification/Enforcements/FileaComplaint.html
https://www.cms.gov/priorities/key-initiatives/burden-reduction/administrative-simplification/enforcement/file-complaint
https://www.cms.gov/priorities/key-initiatives/burden-reduction/administrative-simplification/hipaa/covered-entities
https://asett.cms.gov/ASETT_ST_CMP_HomePage
https://asett.cms.gov/ASETT_ST_CMP_HomePage



