1
1


Supporting Statement


Advance Beneficiary Notice


 and Supporting Regulations in 411.404, 411.406, and 411.408


CMS-R-131

A.  Background
The use of written notices has been available since the enactment of the Title XVIII section 1879 Limitation On Liability provisions in 1972 (P.L. 92-603).  The specific format called an Advance Beneficiary Notice (ABN) came into being with the implementation of the Title XVIII section 1842(1) Refund Requirement, enacted in 1986 (OBRA 86, P.L. 99-509, sec. 9332(c)(1)).  The notice format was originally referred to as an “Advance Notice.”  Eventually, the term “Advance Beneficiary Notice” became more popular; ABN became standard usage in 1996.  The General Use ABN, form CMS-R-131-G (or form CMS-R-131-L in the case of physician-ordered laboratory tests), may be used for the purposes of notification of Medicare beneficiaries under the following statutory provisions by Part A providers and Part B physicians, practitioners, and suppliers, except where such providers, physicians, practitioners, and/or suppliers are explicitly required to use a different notice under regulations and/or instructions promulgated by the Medicare program.

The Advance Beneficiary Notice requirements also apply under the following statutory provisions. 

Section 1879 of the Act, the “limitation on liability” provision, applicable to all providers of items or services and other persons under assignment, for items or services denied under section 1862(a)(1) as “not reasonable and necessary for the treatment of illness or injury or to improve the functioning of a malformed body member”; denied under section 1862(a)(9) as custodial care; denied under section 1861(dd)(3)(A) because the hospice patient was not terminally ill; denied under section 1814(a)(2)(C) or section 1835(a)(2)(A) because the home health care patient was not homebound or did not need skilled nursing care on an intermittent basis; or, in the case of items and services of durable medical equipment and medical supplies, denied under section 1834(a)(15) for failure to obtain an advance coverage determination, under section 1834(a)(17)(B) due to an unsolicited telephone contact, or under section 1834(j)(1) for lack of a supplier number.  

Section 1834(a)(18) of the Act, applicable to suppliers of durable medical equipment and medical supplies, for items and services of durable medical equipment and medical supplies furnished on an unassigned basis and denied under section 1834(a)(17)(B) due to an unsolicited telephone contact.

Section 1834(j)(4) of the Act, applicable to suppliers of durable medical equipment and medical supplies, for items and services of durable medical equipment and medical supplies furnished on an unassigned basis and denied under section 1862(a)(1) as “not reasonable and necessary for the treatment of illness or injury or to improve the functioning of a malformed body member”; under section 1834(a)(15) for failure to obtain an advance coverage determination; or under section 1834(j)(1) for lack of a supplier number.

Section 1842(l) of the Social Security Act (the Act), added by section 9332 of the Omnibus Budget Reconciliation Act of 1986 (Public Law 99-509), requires physicians “who do not accept payment on an assignment-related basis” to refund to patients any amounts they collect for services denied under section 1862(a)(1) of the Act as “not reasonable and necessary for the treatment of illness or injury or to improve the functioning of a malformed body member.”  Refunds are not required in either of two circumstances.  First, a refund is not required if the physician informs the beneficiary, prior to furnishing the service, that Medicare is unlikely to pay for the service and the beneficiary, after being so informed, agrees to pay out of his or her pocket. Second, a refund is not required if the physician did not know, and could not reasonably have been expected to know, that Medicare would not pay for the service.  In those cases, the beneficiary is liable for payment for the service.  42 CFR Section 411.408 implements this provision.

42 CFR 411.404(b) and (c), 411.406(d), and 411.408(d)(2) and (f) address Advance Beneficiary Notice provisions, which are subject to the Paperwork Reduction Act of 1995.

B.  Justification
1.  NEED AND LEGAL BASIS
Under section 1879 of the Act, a provider of items or services and other person under assignment may bill a patient for items or services denied under one of the several statutory exclusions that are specified in A, above, if s/he or it informed the patient, prior to furnishing the service, that Medicare was likely to deny payment for the item or service.  Paragraphs (b) and (c) of 42 CFR 411.404 and paragraph (d) of 42 CFR 411.406, which set forth the requirements for such an advance beneficiary notice, contain a paperwork burden. Under section 1834(a)(18), section 1834(j)(4), or section 1879(h) of the Act, a supplier may bill a patient for durable medical equipment and medical supplies furnished on either an assigned basis or an unassigned basis and denied under section 1834(a)(17)(B) due to an unsolicited telephone contact; or under section 1862(a)(1) as “not reasonable and necessary for the treatment of illness or injury or to improve the functioning of a malformed body member”, or section 1834(a)(15) for failure to obtain an advance coverage determination, or section 1834(j)(1) for lack of a supplier number;  a supplier may bill a patient if it informed the patient, prior to furnishing the durable medical equipment and/or medical supplies, that Medicare was likely to deny payment for the items and/or services and the patient, after being so informed, agreed to pay for them. Under section 1842(1) of the Act, a physician who does not accept assignment may bill a patient for services denied as not reasonable and necessary if he or she informed the patient, prior to furnishing the service, that Medicare was likely to deny payment for the item or service and the patient, after being so informed, agreed to pay for it.  Paragraphs (d)(2) and (f) of 42 CFR 411.408, which set forth the requirements for such an advance beneficiary notice, contain a paperwork burden.  These requirements comply with all general information collection guidelines in 5 CFR 1320.6.  

2.  INFORMATION USERS

The burden in 42 CFR 411.404(b) and (c), 411.406(d), and in 42 CFR 411.408(d)(2) and (f) is associated with the provider, physician, practitioner, or supplier providing written advance notice to a beneficiary that Medicare is likely to deny payment for a specified item or service. This information is also used by Medicare Part B carriers and Medicare Part A fiscal intermediaries processing claims for item and services to determine beneficiaries’ liability.

3.  IMPROVED INFORMATION TECHNOLOGY
There is no improved information technology

4.  DUPLICATION OF SIMILAR INFORMATION
The information we are requesting is different and does not duplicate any other effort.

5.  SMALL BUSINESS
The more relevant information the beneficiary receives in the Advance Beneficiary Notice, the greater his or her ability is to make an informed consumer decision about receiving the service and how much the payment may be for the item or service.  This enhances flexibility and reduces the burden on small businesses.

6.  LESS FREQUENT COLLECTION
Advance Beneficiary Notices are given on an as-needed basis.

7.  SPECIAL CIRCUMSTANCES

There are no special circumstances.

8.  FEDERAL REGISTER NOTICE/OUTSIDE CONSULTATION
We published a Federal Register notice with a 60-day public comment period on October 26, 2000.  A public meeting for interested parties was held at CMS headquarters in Baltimore, Maryland on November 28, 2000 and was well-attended.  Review, consultation, and comments were solicited from industry and professional organizations as well as beneficiary advocacy organizations regarding the clarity of the notice and the suggested language to use so physicians/suppliers/providers, etc. can best inform beneficiaries when they believe Medicare is likely to deny payment for an item or service.  The ABNs published in the Federal Register were subjected to social marketing testing with Medicare beneficiaries. Pursuant to comments received in the public comment period and the results of consumer testing, a revised one-page version of the ABNs subsequently was subjected to social marketing testing with Medicare beneficiaries and tested very well.  Based on all this consultation and testing, and consistent with the CMS Beneficiary Notices Initiative, the Advance Beneficiary Notices were revised to be even more useful, readable, and understandable and published in the Federal Register on April 24, 2001.  The implementing manual instructions were shared with the Practicing Physicians Advisory Council (PPAC) at its June 25, 2001 public meeting and, thereby, with many industry and professional organizations, for their review, consultation, and comments.  Significant input was received and the instructions were revised in many respects as a result.  The revised manual instructions were published in the Federal Register on October 12, 2001.  Pursuant to further comments and consultation, including public comments in response to the October 12, 2001 Federal Register publication and discussion at the December 10, 2001 PPAC public meeting, the instructions were further clarified in several respects (see No. 15 Program/Burden Changes).  No changes have been made to the forms approved June 25, 2001 as model forms, the CMS-R-131-G and the CMS-R-131-L.

9.  PAYMENT/GIFT TO RESPONDENT

No gift/payment is made to the respondent.

10.  CONFIDENTIALITY
Protections of confidentiality are the same as for other medical records.

11.  SENSITIVE QUESTIONS
There are no questions of a sensitive nature associated with this rule making.

12.  BURDEN ESTIMATE (Hours and Wages)

These estimates are based on data from 1999.  Approximately 2.5 percent of all billed charges are disallowed for medical necessity; the 2.5 percent was applied to all three claims categories to determine the number of written notices that might be generated.  Social marketing testing indicated that it takes approximately 2 to 5 minutes for the beneficiary to receive the ABN notice, while some commenters suggested longer times.  We are estimating the time for delivery of the notice at the high end of the scale resulting from consumer testing, at 5 minutes.  Given the variety of settings and circumstances in which the ABN may be used, we anticipate that the ABN will be delivered to the beneficiary by a nurse or social worker, for whom we estimate the average relevant salary at $25 an hour, or by other clerical or technical staff, for whom we estimate the average relevant salary at $15 an hour. Therefore, we are using a combined average salary estimate of $20 an hour.

Part B Intermediary-processed claims = 66,805,600

(Outpatient hospital claims (45.2%) of total Intermediary claims (147,800,000)= 64,035,000)

Number of notices = 1,670,140 (66,805,600 times 2.5%)

5.0 minutes per response times 1,670,140 = 8,350700 total minutes/60 minutes per hour = 139,178.33 total hours times $20 per hour = $2,783,567.

Part B Carrier-processed Assigned claims = 702,329,600

(Assigned claims (97.6%) of total Carrier claims (719,600,000) = 702,329,600)

Number of notices = 17,558,240 (702,329,600 times 2.5%)

5.0 minutes per response times 17,558,240 = 87,791,200 total minutes/60 minutes per hour = 1,463,186.6 total hours times $20 per hour = $29,263,732.

Part B Carrier-processed Unassigned claims = 17,270,400

(Unassigned claims (2.4%) of total Carrier claims (719,600,000) = 17,270,400)

Number of notices = 431,760 (17,270,400 times 2.5%)

5.0 minutes per response times 431,760 = 2,158,800 total minutes/60 minutes per hour = 
35,980 total hours times $20 per hour = $719,600.

Part B Intermediary-processed claims 1,670,140 notices         = 
$  2,783,567.

Part B Carrier-processed Assigned claims 17,558,240 notices = 
$29,263,732.

Part B Carrier-processed Unassigned claims 431,730 notices  = 
$     719,600.
                                                         Total - 19,660,110 notices = 
$32,766,899

There are 1,028,585 providers and suppliers that are required to use the forms. Their average burden will be approximately 1.6 hours annually (1,638,344.9 total hours divided by 1,028,585 providers and suppliers).

13.  CAPITAL COSTS
The only capital costs attributable to use of the CMS-R-131 (ABN) are those for purchasing computer software programs to generate and print ABN forms for individual patients. It is not possible to accurately estimate an overall amount of capital costs because no user (viz., physician, practitioner, supplier, or provider) must purchase such software, although some users surely will. Users may elect to photocopy or print their ABNs and complete them manually. Larger users (e.g., commercial laboratories and providers) may elect to develop ABN-generation software programs in-house. 

For those users that do purchase commercial software, the cost is very difficult to ascertain. While a year ago there were stand-alone ABN-generation products that cost in the range of $1,000 to $3,000, it appears that today’s products are more commonly ABN-generation features (i.e., functionalities) included in more comprehensive software programs for Medicare compliance and medical necessity determinations.  Users can be expected to purchase such products absent the inclusion of ABN-generation features, so it is entirely speculative whether and to what extent the use of ABNs, per se, will cause users to purchase such software.  Likewise, for the many users who already own such software, it is not possible to know what costs might be related to upgrading their software, as opposed to new purchases. 

We estimate that the purchase price of the ABN-generation upgrade or new feature in a comprehensive compliance/medical necessity product is approximately $300; we cannot estimate lease or rental costs.  We estimate outlays attributable to use of the ABN will range from $0 up to $300 dependent upon choices made by users.  We estimate that there are 1,028,585 potential users (830,371 physicians and practitioners, 171,018 laboratories and suppliers, and 27,196 providers).  We estimate a one time capital costs outlay for these users to be $122,700,447, on the bases given below.

Of 830,371 physicians and practitioners, we expect 33% to outlay $300 for commercial products, totaling $82,206,729.  

Of 171,018 laboratories and suppliers, we expect 67% to have capital outlays of $300 each for commercial products, totaling $34,374,618.  

Of 27,196 providers, we expect 75% to have capital outlays of $300 each for commercial products, totaling $6,119,100.

14.  COST TO FEDERAL GOVERNMENT
There is no cost to the Federal Government for collection.

15.  PROGRAM /BURDEN CHANGES
The ABN has been totally changed to make it more comprehensible by eliminating “legalese.”  We have removed references to “reasonable and necessary”, which have caused commotion in the past.  CMS R 131 is now actual forms instead of model language, which will enable providers and suppliers to use them without having to worry whether the carrier will accept  the provider/supplier generated forms.

The burden has changed significantly because of the mandated addition of durable medical equipment suppliers, whom we expect to use the form more heavily than other thypes of suppliers.

In addition, we made a number of changes to the forms as proposed in October, 2001:

a) The CMS-R-131-X (Exclusions Notice - ABN-X) was determined to be an unnecessary complication of the ABN process and has been withdrawn. 

b) Instructions as to the use of the optional GZ modifier have been clarified.

c) The abusive practice of having blank ABNs signed by the beneficiaries is prohibited.

d)
Minor editorial revision to the list of statutorily excluded services was done.

e)
The instructions have been clarified as to the use of the HIC number on an ABN.

f)
It has been clarified that electronically scanned and faxed copies of the ABNs for the beneficiaries' copies are acceptable.

g)
The procedure for the use of a witness when a beneficiary refuses to sign the ABN has been clarified.

16.  PUBLICATION AND TABULATION DATES
There are no publication or tabulation dates.

17.  EXPIRATION DATE
CMS does not object to displaying the expiration date.

18.  CERTIFICATION STATEMENT

There are no exceptions to the certification statement.

C.  Collections of Information Employing Statistical Methods
No statistical methods were used. 

