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Creating New HIOS Account

Step 1: Register CMS IDM Account

New Users:

1. Navigate to the CMS Enterprise Portal (https://portal.cms.gov) 

and select New User Registration at the bottom of the page.

2. Choose Your Application page and select your application 

from the drop-down list (select HIOS). Review and accept the 

Terms & Conditions before selecting Next to continue with the 

registration process. 
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Creating New HIOS Account

Register Your Information: Requires 

personal information to generate your 

User ID and Password. 

You must select a security question and answer for identity verification and 

account management. Review the information on the Registration Summary 

page, make any necessary changes, and select Submit User. 

After reviewing and completing the registration, an email from donotreply@cms.gov acknowledging registration will be sent, 

along with your User ID, after which you will be required to log out and back into the CMS site.
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Multi-Factor Authentication 

(MFA) Device
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HIOS Register Phone, Computer, or E-mail (MFA) Device

Next : Register/Manage Multi-factor Authentication MFA Device

o After you log out and login on the 

CMS Enterprise Portal, first time 

users will be requested to register a 

multi-factor authentication (MFA) 

device. 

o Select the type of device to register

o Select either Text Message (SMS) or 

Email from the drop-down menu. 

Enter your phone number or email 

address and select Send MFA Code.

• The code should be sent to your 

device within a couple of minutes.

• Once received, enter verification 

code to device 

o Once the code is entered, the device 

will show in the portal as a new 

device. 

https://portal.cms.gov/portal/
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Creating New HIOS Account

My Portal Page | Add Applications | Roles | Identity Verification

Once you complete the MFA Device:

1. Sign into https://portal.cms.gov with your User ID and 

Password and agree to the terms and conditions. 

2. On the My Portal page, select Add Application 

3. Under ‘Select an Application’, choose HIOS. 

4. In the drop-down under ‘Select a Role’, select HIOS 

User and then select Launch 

After clicking on Launch, the system will take you directly 

to the identity verification process. 

Launch Identity Verification 

My Portal – Add Application 
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Creating New HIOS Account

Identity Verification & Confirmation    

1 2

Once you complete the questions and answers on the Verify 

Identity screen, select the Next button. You will see an 

onscreen message confirming successful remote identity 

proofing.

43
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Creating New HIOS Account

HIOS Initial Setup

After completing the Identity Verification process, it will take you back to the Request 

Application page. Select Enter Role Details; select Address location type from the 

drop-down menu, click on Next. 

Enter employer’s address and other information, click next

Fill in the reason you need access within the Enter Reason for Request box and select 

Submit. For example, “I need to submit my data in the RxDC HIOS module.”

Pop-up confirmation appears click OK 

Request New Application Access Acknowledgement message appears, select OK again.
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HIOS My Portal Page

. 

FOR NEW HIOS USERS 

To access HIOS application after creating your CMS account, logout 

of CMS Enterprise Portal and then log in again. On the My Portal 

homepage, the HIOS application will display. Select HIOS, then select 

OVERVIEW → ACCESS HIOS → CLICK ACCEPT 
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Registering a New Organization
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HIOS Registering New Organization

New Users | Register Organization in HIOS

In order to complete the Submitter Role request, the organization must exist within HIOS. 

Step 1 Select the Manage Organizations link on the HIOS Home Page to register Organizations. 

NOTE: New Users will 

not have any role 

permissions. Manage 

Organizations is for 

creating these 

organizations and roles.  

Not all users will need to 

register an Organization.
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HIOS Create and Organization: Do’s and Don’ts  

DO:

✓ Select Non-Federal Governmental Health Plan for state and local governmental plans such as cities, counties, school districts, tribes, 

and other public agencies. 

✓ Select Non-insurance Company for all other group health plans (plans sponsored by non-governmental agencies).

✓ Select “Organization with FEIN” when requesting a role.

✓ Enter your company’s employee identification number (EIN) when you request a role. .

Do NOT:

× “Add an Issuer” when creating and managing organizations. .

× “Add a relationship” when creating and managing organizations.

× Enter information in the “Third party administrator (TPA) information” section when entering organization details, even if you are a TPA. 

× Select “HIOS Issuer ID” or “Organization without FEIN.”

× Enter the EIN of the employer sponsoring the group health plan if the plan is offered to more than one employer (e.g., controlled group).

Note: The identity verification process for getting a secure HIOS account can take up to two weeks. To expedite the process, use your work 
email address instead of your personal email address when creating your account. 
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HIOS Registering New Organization

Register an Organization in HIOS

Step 2 On the Manage Organizations page, select 

Create an Organization. You should only create an 

organization for your company. 

“Users can register their Organizations within HIOS. Organizations must 

exist in HIOS before a user can request a role for the organization”  

It takes 1-2 business days for an organization to be 

approved. After the organization has been approved, it 

will then be available for users to submit role requests.

Manage Organizations 
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Please follow the steps outlined in the next few 

slides to Create an Organization. You will be 

required to complete the four steps outlined in 

this screen.

HIOS Registering New Organization
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HIOS Registering New Organization

3. Step 1: Select the Organization’s Primary Function. There are 

descriptions of each HIOS organization’s primary business to help you 
decide which organization type to create. 

• Group Health Plans (other than Non-Federal Governmental 

Health Plans) should select Non Insurance Company - “A 
company whose primary business does not include selling 

licensed health insurance products or plans.”

Note: Group Health Plans only need an Organization in HIOS if

they are they are submitting the RxDC report on their own 
behalf.

• Non-Federal Governmental Plans: Public sector employers 
submitting the RxDC report on behalf of their group health plan 

should check the third bullet entitled, “A Group Health Plan 
offered by a Non-federal Governmental Organization to its 

non-federal governmental employees.”

Register an Organization in HIOS Continued
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HIOS Registering New Organization

Step 2: Enter the company’s EIN in the search box and select 

Search. If the number is not in the system, a confirmation 

message will appear, stating that the number does not already 

exist in the system. Select Next. 

Register an Organization in HIOS Organization Details Must be Entered for NEW Users 
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HIOS Registering New Organization

Register an Organization in HIOS Organization Details Must be Entered for NEW Users 

After you enter Federal EIN/TIN to search and determine 

if the organization currently exists in HIOS you will need 

to enter the Organization Details

Create an Organization

Organizations must exist in HIOS before a user can request a 

Submitter Role for the organization to submit RxDC data. Follow 
steps outlined in the next slides to request a Submitter Role. If an 
organization already exists, continue to step 4.
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HIOS Registering New Organization

Register an Organization in HIOS Step 3 Continued

When entering the organization’s details:

o Use the address of the organization’s headquarters

o Leave the TPA section blank. ALL organizations, including 
TPAs, should skip this section. Once you complete this step, 
submit application, and log out. You will receive an email 

confirming that the organization has been approved. You will 
have to log in to appoint roles.

 

To view further details of Organization details, click here

Enter Organization Details

o “Confirm the Organization” 

to process request  by 
clicking Submit. 

o Review and/or edit, click 
“Revisit this step” 

https://regtap.cms.gov/uploads/library/HIOS-Portal-User_Manual-07-11-2022.pdf
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Requesting New Roles & 

Submitter
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o Once CMS has approved a new organization, role request(s) can be 

generated.

o If an organization is only registering for the purpose of RxDC reporting in 

HIOS, it ONLY needs one person to access to the RxDC module and DOES 

NOT need access to any other module in HIOS, you do not need to request 

the Organization Role Approver (ORA) role. 

• If your organization fits the description above and has no ORAs, CMS 

can approve requests for the RxDC Submitter role. 

• Organizations that use a HIOS module other than the RxDC module 

must have two ORAs. Those organizations must have a primary ORA 

and a backup ORA because users cannot approve their own role 

requests. 

Requesting Submitter Role for HIOS

Requesting Roles For HIOS Module(s) Continued 

Company 
Administrator Role

RxDC Submitter 
Role

HIOS Module Role and Description

RxDC RxDC Submitter: A user who can submit data for the RxDC module. Each submitting organization will 

be required to have at least one user assigned as the RxDC Submitter.
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HIOS Submitter Role Request 

Organizations need a 

Submitter Role:

Welcome drop-down at 

the top of the page → 
select Request A Role 

→ Prescription Drug 
Data Collection (RxDC) 
and select Next → 

Select a role mark RxDC 
Submitter → click Next
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Requesting Roles for HIOS

To appoint an RxDC submitter: 

1. Select a module: Select the Prescription 

Drug Data Collection (RxDC) to request 

the RxDC Submitter role (as shown in the 

image) 

• HIOS Portal if the role is for 

Company Administrator or 

Organization Administrator

2. Add Association: Only if the Organization 

exists in HIOS can a search be done using 

the “Organization with FEIN” search option

3. Enter the FEIN and click Search 

Reminders
The Organization must exist in HIOS to complete a Role Request.

 

Approval for Roles in HIOS occur within 1-2 business days

Requesting Roles For HIOS Module(s) 

DO NOT select HIOS Issuer ID. 

Organization Must exist in HIOS enter YOUR company’s EIN and select Search 

Description of each module and the role functionality is provided. 
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HIOS Submitter Role Request

If the organization exists in HIOS, the name 

will be displayed – Select your company 

and click Next.
NOTE: If your company is not already registered in HIOS, you 

will receive the message, “The organization does not exist.” If 
so, select “Create an Organization”. After the organization has 

been approved, follow these steps to request a role. 

Review the information in the “Confirm your 

request” section and select Submit. 
• If the information is not correct, return to the step 

where the incorrect information was entered and 

make the necessary correction.

A confirmation box will show 

noting that your role request has 
been submitted for approval. 
After a role request for the RxDC 

submitter role has been 
approved, you will have access 

to the Prescription Drug Data 
Collection (RxDC) module on the 
HIOS Homepage. Reminder: this 

may take 1-2 business days.

NOTE: If you want more than one role, you will need 

to use the Request Role functionality more than 
once. However, you should wait for the first role to be 
approved before requesting a second role. If only 

using HIOS for RxDC reporting, you do not need 
additional Roles.
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Role Approved | Access to HIOS 

After your RxDC Submitter role request is approved, access the RxDC module from your HIOS home 

page. Select Prescription Drug Data Collection (RxDC) and then select Launch This Module to begin 

reporting RxDC data. The RxDC HIOS Module User Manual has instructions on how to submit your data 

in the RxDC HIOS Module. 

https://regtap.cms.gov/reg_librarye.php?&i=3862
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Next Steps

Once the registration 
process is complete, 
identify reports you 

must file

Collect requisite data 
for your plans (P2 and 
D1 reports) and from 
the TPA and/or PBM 
(D2-D8 and narrative 

report)

Proceed to Module 3 – 
How to Submit Reports 

in HIOS
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HIOS System Resources & FAQs
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HIOS System Access & Resources

HIOS and RxDC Reporting Resources

REGTAP

If you want to receive an email when the RxDC 

resources are updated, create a Registration for 

Technical Assistance Portal (REGTAP) account 

at https://regtap.cms.gov. Select the checkbox 
"Please send me updates for the Consolidated 

Appropriations Act / No Surprises Act" in your 

account settings.

Contact CMS 
o Phone Number: 1-855-267-1515 

o Email Address: CMS_FEPS@cms.hhs.gov 

o Hours of Operation: 9:00AM to 6:00PM ET, 

Monday - Friday

Prescription Drug Data Collection (RxDC) | CMS

HIOS System Access

URL: https://portal.cms.gov/ 

Resources

o RxDC reporting Instructions (PDF)
o RxDC templates and data dictionary (ZIP)

o Regulations

o Frequently Asked Questions (PDF)

HIOS Manuals
o HIOS Portal User Manual (PDF)

o HIOS Portal RxDC Quick Reference Guide (PDF)

o RxDC HIOS Module User Manual (ZIP) 

o Prescription Drug Data Collection (RxDC) Training 

Materials

https://regtap.cms.gov/
https://www.cms.gov/CCIIO/Programs-and-Initiatives/Other-Insurance-Protections/Prescription-Drug-Data-Collection
https://portal.cms.gov/
https://regtap.cms.gov/reg_librarye.php?i=3860
https://regtap.cms.gov/reg_librarye.php?i=3863
https://www.federalregister.gov/documents/2021/11/23/2021-25183/prescription-drug-and-health-care-spending
https://regtap.cms.gov/RxDCFAQ
https://regtap.cms.gov/reg_librarye.php?&i=3862
https://regtap.cms.gov/reg_librarye.php?&i=4019
https://regtap.cms.gov/reg_librarye.php?&i=3862
https://regtap.cms.gov/reg_librarye.php?i=4337
https://regtap.cms.gov/reg_librarye.php?i=4337
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HIOS Registration FAQs

Additional FAQs on page 32-33 of the HIOS Access Guide

https://regtap.cms.gov/reg_librarye.php?&i=4019
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HIOS Registration FAQs
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Legal Notice & Disclaimer

This information provided in this course is intended for educational purposes and no other 

purpose, including, without limitation, providing legal advice.  HUB International hereby 

explicitly disclaims any and all liability for any action, advice or opinion that results from the 

use or application of this educational material.  Participants acknowledge they understand 

their duty to abide by the laws, regulations and policies that regulate their specific industry 

and state.
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Thank you.

© 2024 HUB International Limited.
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