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MANUALIZATION--EFFECTIVE DATE: Not Applicable
IMPLEMENTATION DATE: Not Applicable

Section 2303.1, Devices Not Approved by FDA, has been deleted.

Section 2484, Coverage Of Medical Devices Under Medicare, outlines coverage of medical devices
under Medicare coverage of certain FDA-approved investigational device exemption (IDE) devices
and the services related to these devices. It describes the conditions and limits of coverage and
payment for specified devices with an FDA approved IDE.

Section 3317, Appeals Process for IDE Categorization Decisions, specifies the procedure that a
sponsor (typically, the manufacturer) must follow if the sponsor does not agree with the FDA
categorization of its device.

Section 4122, Certain Devices with a Food and Drug Administration (FDA) Investigational Device
Exemption (IDE), explains payment and billing procedures and defines devicesin HCFA's Master

Investigational Devicefile.

Section 4122.1, Certain Devices with an FDA Investigational Device Exemption, describes the
procedures to be used for processing payment of claims for investigational devices.

Section 4122.2, Payment of Certain Investigational Devices, explains the new benefit provided as
aresult of the revised coverage policy for investigational devices.
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Section 4122.3, HCFA's Master File of Investigational Devices, describes wheat is contained in the
master file of investigational devices and what contractors should verify from the master file before
processing aclaim.

OlSec_tion 4122.4, Adjudicating the Claim, describes how to process a claim for an investigational
evice.

Section 4122.5, EOMB Messages, identifies messages specific to the benefit to be placed on EOMBs
for investigational devices.

DISCLAIMER: The revision date and transmittal number onI?_/ apply to the redlined
material. All other material was previously published in the manual and
isonly being reprinted.

Theseinstructions should be implemented within your current operating budget.
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05-01 COVERAGE AND LIMITATIONS 2484
2484. COVERAGE OF MEDICAL DEVICES

Devices that may be covered under Medicare include the following categories:
? Devices approved by the FDA through the Pre-Market Approval (PMA) process.
? Devices cleared by the FDA through the 510(k) process.
? FDA-approved IDE Category B devices.
? Hospital Institutional Review Board (IRB) approved IDE devices.

A. FDA Approva IDEs--The FDA assigns aspecia identifier number that corresponds to each
device granted an investigational device exemption (IDE). Under the Food, Drelé? and Cosmetic Act,
devices are categorized into three classes. Class| devices arethe least regulated. These are devices
that the FDA has determined need to be subject only to general controls, such as good manufacturin
practice regulations. Class || devices are those which, in addition to general controls, require Speci
controls such as performance standards or post-market survelllance, to assure safety and
effectiveness. class|l1 devices are those which cannot be classified into class | or class |1 because
insufficient information exists to determine that either special or general controls would provide
reasonabl e assurance of safety and effectiveness. Class |11 devices require pre-market approval.

For purposes of assisting HCFA in determining Medicare coverage, the FDA will place all approved
IDEsin one of two categories:

1. Category A.--Experimental--Innovative devices believed to be in class Il for which
absolute risk of the device type has not been established (i.e., initial questions of safety and
gff]tective;mﬁ have not been resolved and the FDA is unsure whether the device type is safe and

ective).

2. Category B.--Non-Experimental/Investigational Devices believed to bein classes| or |1
or devices believed to bein Class 111 where the incremental risk is the primary risk in question (j.e.,
underlying questions of safety and effectiveness of that device type have been resolved), or it is
known that the device type can be safe and effective because, for example, other manufacturers have
obtained FDA approval for that device type.

B. Coverage of FDA-Approved IDEs.--Category A devices are not covered under Medicare
because thei/ do not satisfy the statutory requirement that Medicare pay for devices determined to
be reasonabl e and necessary.

Cate%ory B devices may be considered reasonable and necessary and, therefore, may be covered if
all other applicable Medicare coverage requirements are met.

Refer to §2300.1--Services Related to and Required as a Result of Services Which Are Not Covered
Under Medicare.

C. Providers Seeking Reimbursement for Investigational Devices.--1t isthe responsibility of the
provider participating in the clinical tria to furnish all necessary information concerning the device,
the clinical trial and participating Medicare beneficiaries that the contractor deems necessary for a
coverage determination and claims proc. (See samples 1 and 2 of FDA approval/clearance
letters you may receive from the provider ing Medicare reimbursement).

See 84122 for compl ete claims processing information.
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D. Coverage Requirements.--Medicare contractors are responsible for making the coverage
determinations on all FDA-approved Category B devices. Coverage decisions should be made for
FDA-approved investigational device exemptions (IDES), as they currently are made for FDA-
approved devices, i.e., apply Medicare's long-standing criteria and procedures for making coverage
decisions. The following criteria must also be applied when making coverage determinations on
FDA-approved IDE Category B devices:

? The device must be used within the context of the FDA-approved clinical trial.
? The device must be used according to the clinical trial's approved patient protocols.

? Established national policy as contained in existing manual instructions, e.g., Coverage
Issues Manual instructions, etc.

? Inthe absence of national policy, local policy for similar FDA-approved devices.

? Policy/Position papers or recommendations made by pertinent national and/or local speciaty
societies.

Contractors should also consider, among other factors, whether the deviceis:

1. Medical I?/ necessary for the particular patient and whether the amount, duration and
frequency of use or application of the service are medically appropriate and,

2. Furnished in a setting appropriate to the patient's medical needs and condition.

This policy does not provide coverage for any devices that would otherwise not be covered b
Medicare; e.9., statutorily excluded devices or items and services excluded from coverage throug
regulation or current manual instructions.

E. Hospital Ingtitutional Review Board (IRB) Approved IDE Devices.--Clinical trials for non-
significant risk devices (devices which do not require an FDA-approved IDE are the responsibility
of the hospital's IRB. While these devices do not require an FDA-approved IDE, many of the FDA-
approved | DE requirements apply to these nonsignificant risk devices (e.g., they may not be legally
marketed). Medicare contractors are responsible for making the coverage determinations on
nonsignificant devicesthat are the responsibil itK of the hospital's IRB. Contractors should apply the
same coverage criteria, where appropriate to these devices as is applied to FDA-approved IDE
Category B devices.

F. Payment for IDE Category B Devices.--Payment for a Category B IDE device or an IRB
approved device (provided to a nonhospital patient) and related servicesis limited to or less than
what Medicare would have paid for a comparable approved device or services.

G. Services Related to and Required as a Result of Services Which are Not Covered Under
Medicare.--This policy does not affect Medicare's coverage of services related to a noncovered
device. That is, servicesrelated the use of a noncovered device are not covered under Medicare.

H. FDA Withdrawal of IDE Approva .--Potential Medicare coverage of Category B IDE devices
is predicated, in part, upon their status with the FDA. In the event a sponsor (e.g., a manufacturer
loses its Category B status, or violates relevant | DE requirements necessitating FDA's withdraw.
of IDE approval, all pa]yment of the device should cease. Carriers should inform the provider
community that billing for the IDE means that the provider attests that the study was approved at
the time the service was rendered. The HCFA master file will be updated to reflect withdrawal s of
FDA IDE approvals.

2-154 Rev. 1704



05-01 COVERAGE AND LIMITATIONS 2484 (Cont.)

I. Confidentiality of IDE Information.--Y ou may not release claimsinformation or information
received from the provider that is proprietary in nature, i.e.., information contained in the FDA IDE
approval letter (and conditional approval |etter) to the sponsor (e.g, amanufacturer). Since the IDE
number as well as other information will be necessary to process claims, you must take appropriate
action to ensure that the confidentiality of the information is protected. Because this information
is proprietary in nature, you may not release it under the Freedom of Information Act.

SAMPLE APPROVAL LETTER

Mr. John Doe

Vice President
Maintara Medical

1 Main Street

Any Town, USA 11101

RE: IDE Number: G

Maintara Medical Device

Indications for Use: Treat Medical Conditions
Date: January 1, 1999

Received: January 1, 1999

HCFA Reimbursement Category: B2

Dear Mr. Doe:

The Food and Drug Administration (FDA) has received your investigational device exemption (IDE)
application. Your application is approved, and you may begin your investigation at an institution
in accordance with the investigational site waiver granted below. Y our investigation islimited to
3 institutions and 100 subjects.

The FDA will waive those requirements regarding submission and prior FDA approval of a
supplemental application and receipt of certification of institutional review board (IRB) approval
for the addition of investigational sites (21 CFR 812.35(a)) provided:

1. Thetota number of investigational sites does not exceed 3, and the total number of patients
does not exceed 100; and

2. You maintain current records on:

? The names and addresses of all investigational sites.
~ 7 The names and addresses of all investigators, identifying those who are currently

participating.

? The names, addresses and chairpersons of al IRBs.
~? Thedates of first shipment or first use of investigational devices for all participating
institutions.
~? Thedates of first shipment or first use of investigational devices for all participating
institutions.

Section 812.150(b)(4) will contain the information specified in 2 above.

3. Within 5 days of reaching the investigational site limit, you must submit to the FDA acurrent
list containing the information specified in 2 above.
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4. The current investigator list is to be submitted to the FDA at 6-month intervals (2) CFR
5.You must submit to the FDA, within 2 days of receipt of a request by the FDA, a current list
containing the information specified in 2 above.

5. Thereviewing IRB does not require significant changes in the investigational plan or in the
informed consent. That is, require any change which may increase the risks to subjects or affect the
scientific soundness of the study. (Please note: if asignificant change is requested, this change must
be submitted to the FDA for review and approval prior to initiating the study at that investigational
site). Minor changes requested by the IRB may be made without prior FDA approval. If you agree
to these conditions, you may begin an investigation at a new investegjgational Site after the IRB has
approved the investigation. No documentation should be submitted for any institution within the
approved limit until the investigational site limit isreached or the 6-month current investigator list
is due. The FDA assumes that you have agreed to the conditions of this waiver unless you
specifically notify usin writing of your disagreement. Please note, however that you must submit
a supplemental IDE application, and receive FDA approval, prior to extending the investigation
beyond the limit specified above. Additionaly, if you do not agree to these conditions, you must
comply with the full requirements for the submissionsto the FDA of a supplemental IDE application
for new investigational sites not already specifically approved for participating in your study. (See
21 CFR 812.45(Db)).

We would like to point out that the FDA approval of your IDE application does not imply that this
investigation will develop sufficient safety and effectiveness data to assure FDA approval of a pre-
market approval (PMA) application for this device. You may obtain the guideline for the
preparation of a PMA application, entitled Pre-market Approval (PMA) Manual from the division
of small manufactures assistance at its toll-free number.

Future correspondence concerning this application should be identified as an IDE supplement
referencing the IDE number above and must be submitted in triplicate to:

We have enclosed the guidance document entitled, Sponsor's Responsibilities for a Significant Risk
Device Investigation to help you understand the functions and duties of a manufacturer. Also
enclosed is the guidance document entitled Investigators Responsibilities for a Significant Risk
Device Investigation which you should provide to participating investigators.

If you have any questions, please contact

Sincerely yours,

SAMPLE OF CONDITIONAL LETTER

Ms. Penelope Brown

Manager

ADE Medical Corporation

222 2nd Street

Any City, Any State, USA 11111

RE: IDE Number: G

Bladder Controller

Indications for Use: Bladder Control
Dated: January 1, 1999

Received: January 8, 1999

HCFA Reimbursement Category: B4
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Dear Ms. Brown:

The Food and Drug Administration (FDA) has received your investigational device exemption (IDE)
application. Your application is conditionally approved, and you may begin your investigation,
using a revised informed consent document which corrects deficiency numbers one and two in
accordance with the investigational site waiver granted below. Your investigation is limited to a
feasibility study at three of the institutions listed in your submission and ten subjects.

This approval is being granted on the condition that, within 45 days from the date of this |etter, you
must submit information correcting the following deficiencies:

1. Per 21 CFR 812.5(b), this manufacturer of the IDE shall not represent that the device is
effective for the purpose for which is being investigated. Please revise the informed consent form
in conformance with the following:

? Remove the statement that the device isin usein over 10,000 patients.
? Remove paragraph two under purpose of the study.
? Remove the statement regarding pregnant women.

~? Remove the statement under anticipated benefits of the study that says, From the
experiences of patients who have received it in other countries.

Thisinformation should be identified as an I DE supplement referencing the IDE number above and
must be submitted in triplicate to .

If you do not provide thisinformation within 45 days from the date of this |etter, we may take steps
to propose withdrawal of approval of your IDE application. The FDA will waive those requirements
regarding the submission and prior FDA approval of a supplemental application and receipt of
certification of ingtitutional review board (IRB) approval for the addition of investigational sites (21
CFR 812.45(b) provided:

1. Thetotal number of investigational sites does not exceed three.

2. You maintain current records on:

? The names and addresses of all investigational sites:

~ 7 The names and addresses of all investigators, identifying those that are currently
participating:

? The names, addresses and chairpersons of all IRBS;
? The dates of the IRB approvals; and,

~? Thedates of first shipment or first use of investigational devices for all participating
institutions.

If you agree to these conditions, you may begin an investigation at a new investigational site after
the IRB has approved the investigation. No documentation should be submitted for any institution
within the approval limit until the investigational site limit is reached or the 6-month current
investigator list is due. The FDA assumes that you have agreed to the conditions of this waiver
unless you specifically notify usin writing of your disagreement.
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Please note, however, that a%/ou must submit a letter to expand the investigation beyond the limit
specified above. Additionaly, if you do not agree to these conditions, you must comply with the
full requirements for the submission to the FDA of a supplemental IDE application for new
investigational sites not already specifically approved for participating in your study (21 CFR 812.35

(b)).

We would like to point out that the FDA approval of your IDE application does not imply that this
investigation will develop sufficient safety and effectiveness data to assure FDA approval of a pre-
market approval (PMA) application for this device. You may obtain the guideline for the
preparation of aPMA application, entitled Pre-market Approval (PMA) Manual, from the Division
of Small Manufactures Assistance at its toll free number.

We have enclosed the guidance document entitled, Sponsor's Responsibilities for a Significant Risk
Device Investigation to help you understand the functions and duties of a manufacturer. Also
enclosed is the guidance document entitled Investigators Responsibilities for a Significant Risk
Device Investigation which you should provide to participating investigators.

If you have any questions, please contact

Sincerely yours,

2-158 Rev. 1704



CHAPTER |11
CLAIMS, FILING, JURISDICTION
AND DEVELOPMENT PROCEDURES

Jurisdiction of Claims

Jurisdiction of Requests FOr Payment.............ccccoviiiiicis s
Area Carrier - PNYSICIANS SEIVICES.......coviieieeie e seee st steeste et ae e saeeaesnaesseeneesnee e
Area Carrier - SUPPLIEN'S SEIVICES.......ccieiieeieee et re e e
Railroad Retirement BenefiCiary Carri€r ........oiveeieereeie e e
S L T O g 1= £ TSRS PRRRN
United Mine Workers of AMerica(UMWA)........coviieieeeceere e e e
Title XIX Beneficiaries Residing in CalifOrnia........ccccecueveeievieesecesee e
Transferring Requests for Medicare Payment ............cccceveeieneesecce e e
Transfer of Claims Material Between Carrier and Intermediary ..........cccooveevveverennnnne
SIgNALUre REQUITEIMENTS. ......cciiieiciieeeeeie st ste e ste e eeeste e teeeesseesseeseesseenseeseesseensennenns
Payments Under Part B for Services Furnished by Suppliers of Service to
PatientS Of @ PTrOVITEN ......ccoiiiieeeeeee et

Parenteral and Enteral Nutrition

Parenteral and Enteral Nutrition (PEN) Claims Jurisdiction............cccceceveevescieseesensnene
Claim Number

HEalth INSUrANCE Card........co.oiiriiiiiieee et st sbe e
Health Insurance Claim NUMbBErs (HICN) ......ccvooiviiesice e
Health Insurance Claim Numbers Assigned by the Railroad Retirement Board...............
Changes in Health Insurance Claim NUMDEN'S.........ccccoiveiieiceeveccece e
Procedures for Obtaining Missing or Incorrect Claim NUMDEYS...........cccccvevvieeneerensennn
Guidelines for Use of Carrier Alphabetic State File (CASF) - General ..........cccccveeeeeenen.
(©0 101 1T (< g1 (= USSR
Receipt and Disposition ProCedUIES............coiiciiiciicc e,
Explanation of CASF Data............cccvviiiriiinii s
USINGTNE CASE ...ttt ettt sae et e e neesaeenaeenee s
Guidelines for Beneficiary 1dentifiCation ...........cccccvveveecesceseece e
Tolerances for Use With the GUIAEIINES..........coeiiriiiiierie e
Specia ConditioNSTINThe CASF ..o et
Guidelines for Use of the Health Insurance Beneficiary State Tape (BEST) - Generdl ....
Confidentiality ..o
Receipt and Disposition ProCedUIES............coviciiiciicc e,
DESCIIPLiON OF BEST .......oiiiiiieiiiiiieieie sttt s
Specia ConditioNSINTNE BEST ......cc.ociiiicece st
S T g0 1 T= ] =] S

Claims Development Procedures and Situations

Claim REVIEW - GENENAL.........ooueiiiieeeres et sre s
Beneficiary 1dentifiCalion ..........cccueiiieiiec e
Informing Claimant of Incorrect or Incomplete Identification...........ccccceveevveceneevensennne
Dating of Request for Payment FOIMS...........coiecuiiieenece e
Obtaining Copies of Medical Records from Providers..........ccoocvevveenecvesceeveese e

Rev. 1704

312



CHAPTER |11
CHAPTER, FILING, JURISDICTION
AND DEVELOPMENT PROCEDURES

Section
Contacts With Physicians, Suppliers, or Beneficiaries for Additional Information.......... 3311
Evidence of Medical Necessity for Durable Medical Equipment ............ccccocovviiniiininns 3312
Physician or Supplier Refusal to Furnish an Itemized Bill to the Patient.............c............ 3313
Physician or Supplier Refuses to Submit Medicare Claims..........ccccovvvevieresceeneesee s 3314
Physical Examinations of Beneficiaries by Carriers...........cooeovviiiiicinciinccnecciee 3316
Appeals Process for Investigational Device Exemptions (IDE)

Categorization DECISIONS........ccciiiieriiici s 3317
Disposition of Claims Where Supporting Evidence IsNeeded............ccccocevvveiiecieennnne, 3319
Physician’s or Supplier’s Charges for Completing or Submitting a

Medicare Claim or For Furnishing an Itemized Bill............cccocovveieieniecce e, 3321
Charges by Relative or Member of Immediate Household ..., 3322
Duplicate and/or Overlapping Bills With Discrepant Charges.............ccccoevvviciiciinininns 3323
Evidence of Medical Necessity for Parenteral and Enteral Nutrition

(=) LI == USSR 3324
Medicare Secondary Payer (MSP) General ProviSionS............cccoccviciiiiiiincciciinns 3328

Beneficiary's Responsibility With Respect to TPPs That Are Primary to Medicare... 3328.1
TPP PayS ChargeS N FUIL .........oviie ettt 3328.2
TPP Pays Portion of Charges.........cccoveiviieiieie et eae e eneens 3328.3
TPP DeNIES PAYMENL......ccooitiiieiiiciiieie ettt sne e 33284
Notification When Claims for Primary Medicare Benefits Are Denied...................... 3328.5
Carrier Action When There Is Indication That Medicare May Be Secondary Payer .. 3328.6
Physician, Supplier, or Beneficiary Bills Medicare for Primary Benefits................... 3328.7
TPP Does Not Pay Because of Deductible or Coinsurance Provision.............cccceee... 3328.8
TPP Gives Medicare Beneficiary Choice of Using Preferred Provider....................... 3328.9
MUITIPIE TNSUFETS......cveeeiecieee et ettt ste et e e se e e e neesseeneesreeneeneenreenes 3328.10
Recovery of MSP Mistaken Payments ..........ccooveovceeneeie s e 3328.11
Claimant's Right to Take Legal Action AgaiNSt TPP........ccccceveeveeieseese e 3328.12
Allowance for Procurement COSES.........oviririririierieriese s 3328.13
Primary Payer 1s Bankrupt or INSOIVENL...........cccccoivreeiieie e 3328.14
Advice to Providers, Physicians, and BenefiCiaries..........ccocevveeneeiesceseese e, 3328.15
TPP Pays Primary Benefits When Not ReqQUITed...........c.ooveveveeriecieseese e 3328.16
Federal Government's Right to Sue and Collect Double Damages...........cccocvevveevennee. 3328.17
When Medicare Secondary Benefits Are Payable...........cccocevveeeveeiecce e, 3328.18
When Medicare Secondary Benefits Are Not Payable...........ccccccoevevveceieeieccieseenen, 3328.19
Calculating Medicare Secondary Payments for Services Reimbursed on

Reasonable Charge or Other BasisUnder Part B .........cccoccevvvveneececcie e, 3328.20
Effect of Failure to File Proper Claim ........ccccoveece e 3328.21
Effect of Primary Payments on Deductibles and Coinsurance..............c.ccccevvevvenveenee. 3328.22
Medicare Secondary Payment for Managed Care Organizations (MCO)

COPAYIMENTS......eiiiiee ittt e st e e e s be e e e nbe e e s beeesbeeesaseeesaseesasseesnneeesneeenns 3328.23
Right of Physician or Supplier to Charge Beneficiary.........cccoovevvvveevenieseenecceseene, 3328.24
Charging Expenses Against Annual Limit on Incurred Expenses

for Services of Independently Practicing Physical Therapists.........c.cccvvevevivenennnnne 3328.25

MSP - General Provisions Applicable to Individuals Covered by Group
Health Plans (GHP) and Large Group Health Plans (LGHP).........ccccccevieveeceniccie e 3329
LC T 1 g RSSO P PR 3329.1
DEFINITIONS ...ttt bbb bttt e et nbesbesaenbenae s 3329.2
Current Employment SLALUS............ccccoviiiiiciiiiii s 3329.3
Emﬁl oyer Sponsored Prepaid Health Care Plan ..., 3329.4
Prohibition Against Financial and Other INCeNtiVES..........ocevveveneereccie e 3329.5
NONAISCIMINGLION ..ottt st e e b b e sbe i 3329.6
Tax ImaPosed on Contributors to Nonconforming GHPS...........cccccevvvieveccevieseenns 3329.7
Referral to Internal Revenue Service (IRS) .....coveveeevecee e 3329.8

3-2 Rev. 1704



05-01 CLAIMS REVIEW AND ADJUDICATION PROCEDURES 3313

3313. PHY SICIAN OR SUPPLIER REFUSAL TO FURNISH AN ITEMIZED BILL TO THE
PATIENT

An enrolleg's statement or an SSO's report that a physician or supplier refuses to furnish the patient
with an itemized bill until itis paid. Contact the physician or supplier or, when necessary, the local
medical society or supplier association, in an effort to resolve the problem. If appropriate, suggest
that the enrollee make direct contact with the society. 'Y ou may find it helpful to enlist the assistance
of a State or local consumer protection agency or suggest that the enrollee do so.

Once it isclear that such efforts will not induce the physician or supplier to furnish itemization (or
other information necessary to evaluate the services or charges on his bill) which should materially
affect your coverage and/or payment determination, try to obtain the information from available
medical sources (e.g., the records of the hospital or other facility at which the enrollee received
treatment, or the statement of another physician involved in the case). The statement of the enrollee
fully describing the services received may also be used.

In dealing with these "itemization refusal” cases, commensurate your efforts with the amount of the
SMI benefits at issue. Thus, atrip by a carrier representative to a hospital would probably be
warranted only if at least $50 in benefits were at stake. Where necessary information can be obtained
by a phone call or letter, a smaller benefit amount justifies the effort and expense.

In some situations (e.g., where a new or unusual procedure is involved), obtain the opinion of your
medical staff or the local medical society, if it isimportant for handling of future clams regardless
of the amount involved.

Evaluate the information given by the enrollee (or arelative or other person in a position to know).
The information should describe the enrollees condition and give details about the services received.
Other evidence to be used in determining the nature and reasonable charge for services furnished
should also be provided.

Where all reasonable efforts to obtain areliable list of the services fail, and it becomes necessary
either to disallow or substantially reduce benefits, advise the enrollee to consider consulting an
attorney, a legal aid society, or a consumer protection society or appropriate state agency.
Determine whether an obligation exists under State law to pay a physician's or supplier's bill on
which itemization has been refused.

If necessary, consult appropriate state authorities to ascertain whether the refusal isin violation of
any state laws.

If the service in question was furnished on or after September 1, 1990, send a letter to the physician
or supplier requesting that he/she complete and submit a claim for the case in question, under the
authority of 1848(g)(4). If aclaim isnot filed within one year of the date of service, develop a
violation and, if appropriate, refer the case to OIG for monetary penalty and sanction consideration.
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3314. PHY SICIAN OR SUPPLIER REFUSES TO SUBMIT MEDICARE CLAIMS

Section 1848(g)(4) of the Social Security Act requires all ph%/si cians and suppliers to submit Part
B claims processed by Medicare carriers for covered services furnished to program beneficiaries on
or after September 1, 1990. Those physicians and suppliers who knowingly, willfully and repestedly
fail to submit a claim are subject to sanctions, including civil monetary penalties of up to $2000 per
violation and exclusion from the Medicare program. OIG is responsible for assessing sanctions.

A beneficiary complaint to you, SSA, or HCFA may occur where a physician or supplier fails to
adhere to the claim submission requirement. This may happen, for example, when a beneficiary
submits a HCFA-1490S claim and your EOMB notice indicates that the physician or sg,oher should
havefiled the clam. The beneficiary may indicate that the physician or supplier refused to comply.

Develop such complaints received and make physician or supplier educational contacts, as
appropriate. |If physician or supplier r_loncomﬁlla_nce IS not corrected (i.e., your monitoring program
consistently identifies a service provider as having 11 or more potential violations per month and
educational contacts do not resolve the problem), establish controls to develop and refer cases to
OIG after the 12 month filing limit is exceeded. (See §7560.)

3316. PHYSICAL EXAMINATIONS OF BENEFICIARIESBY CARRIERS

Y ou have the authority to obtain an independent medical examination of a beneficiary where your
medical personnel conclude that such an examination will assist in properl?; and effectlvelg
complying with your responsibilities. Expenses incurred in connection with obtaining suc
independent medical examinations are payable administrative costs. It is expected, however, that
carrier-initiated examinations will be utilized only after other methods of resolving the issue have
been explored and found to be insufficient, and then, only with the express permission of the
beneficiary. (Information which may be derived from hospital records and contacts with the
beneficiary's attending physician and evaluations of such data by your medical personnel, as well
as the appropriate committees of local medical societies, are among the more usual methods
available to resolve questionable claims before initiating an examination of the beneficiary.) The
only use to make of the medical information derived from an independent examination is to assist
you in the claims review process.

3317. APPEALSPROCESS FOR INVESTIGATIONAL DEVICE EXEMPTION (IDE)
CATEGORIZATION DECISIONS

The Food and Drug Administration (FDA) assigns an IDE number that corresponds to each IDE

application received. Through an interagency agreement HCFA and the FDA have developed a

process to categorize all FDA-approved IDEsfor Medicare coverage and payment purposes. This

categorization process differentiates between novel, first-of-a-kind devices for which absolute risk

of the device has not been established (Category éf) and those devices which are of adevice type

Egvgécgt?e underlying questions of safety and effectiveness have been resolved (Category B).
484).

Any manufacturer that does not agree with the FDA decision that categorizes its device as Category
A-experimental may submit a written request asking the FDA to reevaluate its categorization
decision. The sponsor (e.?., a manufacturer) may send a written request to the FDA at any time
asking for areevaluation of itsoriginal categorization decision, submitting any additional evidence
and information which it believes supports a recategorization. The FDA notifies both HCFA and
the sponsor (manufacturer) of its re-evaluation decision.
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If the FDA reconfirmsits original decision on the categorization of the device, the sponsor (e.g., a
manufacturer) may seek a review by the HCFA Central Office. The device sponsor (e.g., a
manufacturer) must submit its request in writing, and must include all materials submitted with its
reevaluation request to the FDA. Review requests must be addressed to:

IDE Categorization Review, Office of Clinical Standards and Quality
Coverage and Analysis Group

Health Care Financing Administration

Room S3-25-25

7500 Security Blvd.

Baltimore, MD 21244-1850

HCFA staff will then review this information to determine whether to change the categorization of
the device. HCFA will then issue a written decision notifying both the device sponsor (e.g., a
manufacturer) and the FDA of its decision. In evaluating a manufacturer's request for
recategorization, HCFA will review only that information submitted to the FDA. Information not
submitted to the FDA for its consideration will not be reviewed by HCFA.

To the extent that HCFA relies on confidential commercial or trade secret information initsreview,
the Agency will maintain confidentiality of the information in accordance with Federal law.

No reviews of a categorization decision other than those described above are available to a sponsor
(e.g., amanufacturer). Neither the FDA original categorization decision or reevaluation nor HCFA's
review congtitutes an initial determination for purposes of the Medicare appeal s processes under part
405, subpart G or subpart H or parts 417, 473 or 498 of title 42 of the Code of Federal Regulations.

3319. DISPOSITION OF CLAIMS WHERE SUPPORTING EVIDENCE ISNEEDED

Make one request for necessary supporting information as soon as possible after the claim is
received. When possible, obtain or request the information by telephone. Follow-up telephone
requests in writing within 5 days.

Include in both the written request and the follow-up to the benefici 23//provi der that the claim will
be adjudicated on the basis of the evidence on hand if the requested information is not received
within 45 days from the date of the written request and that this might result in a reduction in the
payment allowed or a denial. Do not include in written requests, bills or forms that contain a
diagnosis. (See 83311.)

Rev. 1704 3-85.2



CHAPTER IV
CLAIMS REVIEW AND ADJUDICATION PROCEDURES

Line Review - HCFA-1490S

Review of FOrm HCFA-I490S..........coo et
[tems 1-3 - Patient [dentifiCation .............cceeiininenisiseeeee e
Item 4 - Nature of 1lIness or Injury and Employment

RS = 110 oo S
Item 5 - Information for Complementary INSUFer ..........ccccoeeevvecevieenescieseese e
[tem 6 - SIgNature Of Palient...........cccoceeveeiiiiere e

Review of Physician's or Supplier's Statement..........c.ccceveeveveeeveese s

Line Review - Health Insurance Claim Form

Review of the Health Insurance Claim Form - HCFA-1500.........cccccovivnininenieninnns
Items 1-13 - Patient Identification INfOrmation ............cocevereeenenenenesesesceees
Items 14-22 - Physician or Supplier Information ..........c.cceeeviveeevienesceseese e
Item 23A - Diagnosis or Nature of 11INess or INJUIy ........ccccceevveeeveeneeceeseese e
[EEIM 23B..... .ottt st r et e ettt e e nenre e e enennas

Simplified Billing Requirements for Independent
(1= oo = (0 VA - 0 1S

Review of Relevant INfOrmation........ ..o

Time Limit for FIliNg ClaimS........cccvoiiiieececeee et

Items and Services Having Special Review Considerations

Durable Medical Equipment, Prosthetic, and Orthotic SUPPlIES........ccccceeveveerieenee.
HOMEUSE Of DME ..o
Evidence of Medical NECESSITY........cccccueiirieiiieceee et
Incurred Expenses for DME, and Orthotic and Prosthetic Devices...........ccceeue...
Patient Equipment Payments Exceed Deductible

and Coinsurance 0N AsSIgNEd ClaimS .........ccovverereeneerie e
Evidence of Medical Necessity - OXygen ClaimsS.........cccevveveeceeniennsieesieesie e
Durable Medical EQUIPMENT ..........ccoeiii et
Making the Rental/Purchase Decision Actions to be Completed Before

Implementing Procedures to Make Reimbursement Based on

Carrier Rental/Purchase DECISION..........ccevirererenenireeee e
Rental Equipment Being Paid When Carrier

Rental/Purchase DeciSions GO INt0 Effect..........ccovveveeiiienenine e
Processing DME Claims Involving Carrier

Rental/PUrchase DECISION ........coeeieiiieiiie sttt
Systems and Pricing Consultation in Making

Rental/PUrchase DECISION ........cceeiiiiiiiinie sttt
Beneficiary Alleges Hardship..........cc.ccoiiiiiiiiiiciccc e,

Durable Medical Equipment - Billing and Payment

Considerations Under the Fee Schedule............ccooiireniinicieeee
Genera Billing and Claims
Processing REQUITEIMENTS.........c.oiieieeieeeeseeee e ee st sse e nee e nns
ReNt/PUrChase DECISION ........cceiirieriieieieieesie sttt s
Comparability and Inherent Reasonableness
LIMITBHIONS. ...ttt b e e
15 Month Ceiling on Capped Rental I[tems..............ccoeverieveeieseese e
Transcutaneous Electrical Nerve Stimulator (TENS).......ccccvvevveveveevecce e,

Rev. 1704



CHAPTER IV
CLAIMS REVIEW AND ADJUDICATION PROCEDURES

Section
Written Order Prior t0 DElIVEIY .....c..oooe e 4107.6
Specia Requirements for OXygen Claims.........cccvecereeveiieeseere e 4107.7
EOMB MESSAgES ......eiiiieiiiieie sttt st naneas 4107.8
Oxygen HCPCS Codes Effective 1/1/89 ........ccccvveeieerece e 4107.9
Oxygen Equipment and Contents Billing Chart ...........ccceoevieve e, 4107.10
Laboratory Services - (IteM 7C) ....ovueeieieeeee et 4110
Services by Participating Hospital-L eased
LADOTEIONTES ...ttt sttt bbb s 4110.1
Laboratory Services by PhySICIANS.........ccooveieiierieie e 4110.2
Independent Laboratory SEIVICES ........cuceieeceeieseeriesee e eseesee e eae e sre e sneennens 4110.3
Laboratory Servicesto aPatient at Home or in
INSEEULION ...t se e bbb 41104
Hospital Laboratory Services Furnished to
NON-HOSPItal PallENLS.......c.eeeeiieecieciesie et 4110.5
Billing for Physician Assistant (PA) and Nurse
Practitioner (NP) SEIVICES........ccciieeeiiereee ettt sneene e 4112
Billings for SNF and NF ViSItS........ccccoviiueiieiecicreese e eie et 4113
Billing Procedures for Maxillofacial SErViCes........cocvevirirerieiirecee e 4114
AMDUIBNCE SEIVICES.......ciiiiiiiieiiesie sttt sttt e bbb i ne s
Chiropractic Services
FOOU CAI..... ottt n e e n e e nn e ne e nnn e e nneennnas
Application of Foot Care Exclusionsto Physicians
SEIVICES. ...ttt ettt bbbttt b e e b et 4120.1
Application of "Reasonable and Necessary"
Limitations t0 FOOt Care SENVICES.........ooviiiierire st 4120.2
DENIBl IMESSATES ..ottt sttt a b et bbb ae e e 4121.3
Certain Devices with a Food and Drug Administration (FDA)
Investigational Device Exemption (IDE).........ccccocoiiiiiniiiniicnccceeens 4122
Pa?/ment for Certain Investigational DeVICES ..........ccocevereeiieeiiesese s 4122.1
Billing Requirements for FDA-Approved Investigational Devices...................... 4122.2
HCFA's Master File of Investigational DeVICES..........ccccurveierierene e 4122.3
Adjudicating the Claim ... s 4122.4
MSN/EOMB IMESSAJES. ... .cccueeieirieiieeieaeesseesteeeesseesseaseesseessessessseessessssssesssessessses 4122.5
Eye Refractions (IteM 7C) .....ocviieeceee et 4125
Portable X-Ray Services (ItemM 7C) ......ccveveeeieseeie e 4130
Claims for Transportation in Connection With Furnishing
Di a?nostl Lo 1= £ T PP 4131
Radiology and Pathology Services to Hospital Inpatients (Item 7C) ...........cc.ceuee. 4135
Anesthesiology Services (IteM 7C) .........coeieeieiieie e 4137
Blood or Packed Cells (ItemS 7C and 7E) .......cccvevveiieeeese e seeee e e 4140
Patient-Initiated SeCONd OPINIONS ........cccueiieieiiereese e ee e e e ee e 4141
CONSUITBLIONS ...ttt sttt ettt e bbb e sae e eneens 4142
Preadmission DiagnOStiC TESHING......cccveieerieeiereereeitesee e eie et ee e ee e e e 4143
Flat Fee or Package Charges..........ccccvecierieie i 4145
Alzheimer's Disease or a Related Disorder and the Non-

Inpatient Psychiatric Services Limitation..........ccccoveereeieneesiese e see e 4146
Services to HOmMeDOoUNd PaLIENES ..........overiririiierierie e 4147

Processing and Review of Claims -
HOMEDOUN Pali@NTS........cceiiieiiiieieceee e 4147.1

Surgery - Multiple Procedures Performed During the

SAIME OPEIALIONS. .....eeeveeiesieeieeteeeesteerteseeseeteseesteereesreesseeaeeseesseesesseesseesesseensens 4149
Services Performed by More than One Physician for the

SAIME SUIMGETY ...ttt ettt ettt e st e st e e st e e s ab e s ae e e e bt e e s bee e sabe e e sabeeesareeenaneas 4151

4.2 Rev. 1704



0500 CILAIMSREVIEW AND ADJUDICATION PROCEDURES 41213
4121.3 Denia Messages.--When you deny the claim, use the following messages:

A. MSN/EOMB.--

21.22/16.58 *“Medicare does not pay for this service because it is considered
investigational and/or experimental in these circumstances.”

~ B. Remittance Advice.--American National Standard Institute (ANSI) X-12-835 claim
adjustment reason code/message B22, “ This claim/service is denied/reduced based on the diagnosis.”

4122 CERTAIN DEVICESWITH A FOOD AND DRUG ADMINISTRATION (FDA)
INVESTIGATIONAL DEVICE EXEMPTION (IDE)

4122.1 Payment for Certain Investigational Devices.--For dates of service on or after November
1, 1995, Medicare may cover certain FDA-approved and Institutional Review Board (IRB) approved
investigational devices and services incident to, provided the investigational device meets the
following conditions:

?  Appearson thelisting of devices eligible for coverage/payment on HCFA's master file of
IDE devices (See §4122.3)

?  Isreasonable and necessary for the individual patient;

?  Thedevice or services associated with the use of a device were provided to the beneficiary
within the start and end dates contained in the master file.

?  Thereisno national coverage policy that would otherwise prohibit Medicare coverage.

(See §2484 of the Medicare Carriers Manua for additional coverage instructions for FDA-approved
investigational devices.)

4122.2 Billing Requirements for FDA-Approved Investigational Devices.--Providers bill using
the appropriate HCPCS code. Instruct billersto identify clams for investigational devices and/or
services incident to the use of such devices with the "QA" modifier. Item 23 of the HCFA-1500 is
used by billers to enter the investigational device exemption number assigned to the device. For
electronic claims, the device number is entered in the DAO field of the national standard format field
14. The ANSI 837 is position 180 Ref segment, REF 01 value of LX and REF 02 for the
investigational device exemption number. (Providers must obtain the investigation device
exemption number from the manufacturer supplying the device in the clinical trial.) Providers may
also provide a copy of their approval |etter (See \§/2030 Candl. Alsosee 84122.4B) to substantiate
their claim for payment, though this is not mandatory.

4122.3 HCFA's Master File of Investigational Devices.--The devices in the master file are only
those devices that may be covered if they meet the coverage criteria outlined in 82030 of the
Medicare Carriers Manual. Carriers may access HCFA's master file of investigational devices
through the network data mover. The file will be updated as appropriate.

HCFA's master file of investigational devices contains the following fields:

The investi gati onal device exemption (IDE) number.
HCPCS code(s) (where available).

Narrative description of the device.

Start date.

End date.

Maintenance date.

N ) NN ) )
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Listed below isabrief description of the fields contained in the HCFA's master file of investigational
devices.

Investigational Device Exemption Number - The investigational device exemption number is an
aphanumeric (one aphaand six numerlc? character that isassigned by the FDA to an investigational
device and must be used when filing aclaim.

HCPCS Codes - HCFA hasidentified (where possibl e% HCPCS code(s) that providers ma?]/ use to
bill for these investigational devices. In the master file of investigational devices some have no
identified HCPCS code associated with the claim; these may be billed using the appropriate
miscellaneous HCPCS code. Carriers are not to deny claims just because they may have HCPCS
code(s) other than those in the master file.

HCFA's master file of investigational devicesisto be used asaguide. Theindications of usefor the
device shall be used to determine the appropriate HCPCS code. When you identify additional
HCPCS Code(s) for hilling the investigational device, notify HCFA (See §4122.2).

Narrative Description - HCFA has provided a brief description of the investigational device, e.g.,
intraoclular lens. Thisinformation should assist you in identifying whether the provider is billing
correctly.

Start Date - The start date field houses the beginning of the approval period for that investigational
device. Claims received with dates of service prior to this date should be denied (See84122.4 B for
the appropriate EOMB message).

End Date - The end date field indicates the completion of the clinical tria for that device. Claims
received with dates of service after that date should be denied (See 84122.5 for the appropriate
EOMB message).

Maintenance Date -- Thisisan optional field. It may indicate the date on which afield pertaining
to an IDE record is changed.

4122.4  Adjudicating the Claim.--

A. FDA Approval.--Investigational devices are only covered when they are used in aclinical
trial apProval by the FDA. When billing a service with the investigational modifier, the provider
is certifying FDA approval of aclinical trial for the device.

B. Editing the Claim Against the Master File of Investigational Devices.--Claims for
investigational devices should be edited against the master file. Deny claims in instances where the
investigation device exemption number is not found in the master file. When providers submit
documentation that adevice is a Category B device, carriers should confirm this information with
HCFA (E-mail destination SHIPPLER or fax (410) 786-6730). Only after an updated master file
isreceived that contains the investigational device exemption number in question isthe claim to be
processed.

41225 MSN/EOMB Messages.--Providers must identify services for an investigational device
an%/ﬂ 2tr21e2 services incident to such devices using atwo-digit procedure code modifier as specified
in 2.

Deny claims for investigational devices that are Category A devices, using the following EOMB
message when denying the assigned claim:

"Medicare does not pay for thisinvestigational device(s)."
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If the claim for an IDE is denied because the approval period has not begun or has expired, use the
appropriate message:

"Medicare cannot ﬁay for this investigational device because the approval period for the
investigation device in the FDA clinical trial has not begun.”

"Medicare cannot pay for this investigational device because the approval period for the
investigational device in the FDA clinical trial has expired.”

If an FDA-approved investigational device or service incident to such a device is denied because the
implantation, removal or replacement is determined to be not medically necessary or reasonable, use
the appr opriate message:

Message 15.35, 15.28, 15.29 or 15.30.

Assigned or unassigned claims received containing the HCPCS code and the "QA" modifier but
lacking the investigation device exemption number should be devel oped.

4125. EYE REFRACTIONS (ITEM 7C)

The carrier must exclude that part of the total charge made by the physician for servicesinvolvi n?
eye care that relate to the procedures performed to determine the refractive state of the eyes. It wil
be necessary for the carrier to undertake appropriate development, wherever necessary, to ascertain
Whetehder refractive procedures were performed and to establish the reasonable charge for these
procedures.

EXAMPLE: A beneficiary complaining of failing vision and watering of the eyes was examined
by an ophthalmologist. In the course of the diagnostic ophthamological eye
examination the physician performed procedures to determine the refractive state of
the eyes. The physician's bill showed a single inclusive charge for the entire
diagnostic examination. Apart from the refractive procedures, al of the other
services furnished by the ophthalmologist to the beneficiary are covered. Since the
physician did not show separate charge for the refractive procedures, the carrier must
determine what portion of the physician'stotal charge represents the charge for the
procedure performed to determine the refractive state of the eyes.

In other situations, the physician may indicate the charge for procedures to determine
the refractive state of the eye by an itemization of the specific charge, or by a
statement of a percentage or proportion of the total charge. These values, if stated,
should be evaluated by the carrier under the guidelines stated in 85217.

4130. PORTABLE X-RAY SERVICES (ITEM 7C)

A. Supplier Bills.--Whether a supplier of portable x-ray services completes an SSA-1490 or
furnishes an itemized hill, both the supplier and the physician who ordered the services must be
shown. Inaddition, al billsfor ﬁortablex-ray servicesinvolvi gé) the sheet must show the reason an
x-ray was required. If any of the information is not submitted with the claim, the carrier should
obtain it before making payment. Where it isfound that the service is not within the scope of the
portable x-ray benefit (see §2070.4) or was not ordered by a physician, no payment may be made.

Carriers should assure, before making payment, that services are not routine screening procedures
or testsin connection with routine physical examinations.
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