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PhasePhase

Receive request for 

authorization/notification 

of member in clinical trial

 

Informational Letter/

Carve Out Letter (include 

language to work with 

Trial Coordinator); 

Provider to bill MC 

directly

SCAN Position re:  Consultation*

• SCAN or MG (depending on risk) may cover one (1) specialist 

referral for consult (in-network or out-of-network) to 
determine if a member is a possible candidate for a Medicare-
approved clinical trial.

• This is similar to a referral for second opinion 

• SCAN or MG will not cover the costs of additional services and 

tests solely to determine whether the member will qualify for 
the clinical trial. Coverage is for consult only.

• Once a member is enrolled in a Medicare approved clinical trial 

(signed consent form), Original Medicare is responsible for all 
subsequent routine clinical trial costs.

Applies to Type 1, 2, 3

We discussed this issue with Drs. Lubavin and Hammash and this is 
SCAN’s position:
• SCAN or the MG (depending on risk) may cover one (1) 
specialist referral for consult (in-network or out-of-network) to 
determine if a member is a possible candidate for a Medicare-
approved clinical trial. This is similar to a referral for second opinion 

Follow normal process for consultation based on case by 
case basis – EOC indicates that the member can access 
without authorization.

• SCAN or the MG will not cover the costs of additional 
services and tests solely to determine whether the member will 
qualify for the clinical trial. Coverage is for consult only.
• Once a member is enrolled in a Medicare approved 
clinical trial (signed consent form), Original Medicare is responsible 
for all subsequent routine clinical trial costs.

Notification (MG/Member)

NO need for notification from MG/Mbr 
 - EOC language?
 - MM process – no activity needed

Claims should have billing codes in the claim – 
reject (expectation that the provider codes 
correctly) – this goes to recover side

Types 2 & 3:  Pend – do not pay option in MHK 
(Change Request)

Type 1

NCD 310.1

Outlined in EOC 

(Chapter 3)

Paid by Original MC 

(with Member Cost 

Share)

No Coverage Decision 

required

Informational/Carve 

Out Letter – include 

language ‘work with 

Trial Coordinator’l 

Type 2

Clinical Trials NCD with 

CED (Coverage 

Evidence 

Development)

SCAN/MG 

responsibility 

Refer to SPECIFIC 

DOFR categories (i.e. 

surgery, etc.)

Coverage 

Determination 

required

Type 3

Investigation Device 

Exception (IDE) Studies

 

SCAN/MG 

responsibility 

Refer to SPECIFIC 

DOFR categories (i.e. 

device and/or services)

Coverage 

Determination 

required

Type 1

Process Request 

(NO Clinical 

Decision required)

No

Identified 

need to obtain 

consult to determine 

clinical trial 

Process 

Consultation 

ONLY 

Authorization

*

Type 1

NCD 310.1

Outlined in EOC (Chapter 3)

Paid by Original MC (with 

Member Cost Share)

No Coverage Decision 

required

Informational/Carve Out 

Letter – include language 

‘work with Trial Coordinator’

Receive request for 

authorization/notification 

of member in clinical trial

Type 2

Process Request 

(Medical Necessity)

Using NCD 

Guidelines

(Payment based on 

DOFR)

Yes

Yes

Yes

Meets Eligibility 

for CMS 

Approved Clinical 

Trial

Yes

Refer 

Member to 

PCP

No

2

Type 2

Clinical Trials NCD with 

CED (Coverage Evidence 

Development)

SCAN/MG responsibility 

Refer to SPECIFIC DOFR 

categories (i.e. surgery, etc.)

Coverage Determination 

required
Identified 

need to obtain 

consult to determine 

clinical trial 

No

Process 

Consultation 

ONLY 

Authorization

*

Yes

Meets Eligibility 

for CMS 

Approved Clinical 

Trial

Yes

SCAN Position re:  Consultation*

• SCAN or MG (depending on risk) may cover one (1) specialist 

referral for consult (in-network or out-of-network) to 
determine if a member is a possible candidate for a Medicare-
approved clinical trial.

• This is similar to a referral for second opinion 

• SCAN or MG will not cover the costs of additional services and 

tests solely to determine whether the member will qualify for 
the clinical trial. Coverage is for consult only.

• Once a member is enrolled in a Medicare approved clinical trial 

(signed consent form), Original Medicare is responsible for all 
subsequent routine clinical trial costs.

3

Type 3

Investigation Device 

Exception (IDE) Studies

 

SCAN/MG responsibility 

Refer to SPECIFIC DOFR 

categories (i.e. device and/

or services)

Coverage Determination 

required

Receive request for 

authorization/notification 

of member in clinical trial

Type 3

Process Request

Medicare IDE List

CMS.gov

Payment based on 

DOFR)

Yes

Request is for 

Investigation Device 

Exception (IDE) 

Studies

No

Process 

Consultation 

ONLY 

Authorization

*

SCAN Position re:  Consultation*

• SCAN or MG (depending on risk) may cover one (1) specialist 

referral for consult (in-network or out-of-network) to 
determine if a member is a possible candidate for a Medicare-
approved clinical trial.

• This is similar to a referral for second opinion 

• SCAN or MG will not cover the costs of additional services and 

tests solely to determine whether the member will qualify for 
the clinical trial. Coverage is for consult only.

• Once a member is enrolled in a Medicare approved clinical trial 

(signed consent form), Original Medicare is responsible for all 
subsequent routine clinical trial costs.

1

21No No

Meets Eligibility 

for CMS 

Approved Clinical 

Trial

Request if for 

Clinical Trial with 

Coverage Evidence

Development

(CED)

Yes

No

Note:  If consultation needed to identify 

if Clinical Trial is an option for the 

member (Professional Fees per DOFR)

Yes

Yes

31 NoNo

32 NoNo

Identified 

need to obtain 

consult to determine 

clinical trial 

No

No

No

No

Process Request 

(Medical Necessity)

Using NCD 

Guidelines

Process Request

Medicare IDE List

CMS.gov

Note:  If consultation needed to identify 

if Clinical Trial is an option for the 

member (Professional Fees per DOFR)

Note:  If consultation needed to identify 

if Clinical Trial is an option for the 

member (Professional Fees per DOFR)
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