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April 25, 2006

Mark B. McClellan, M.D., Ph.D., Administrator

Centers for Medicare & Medicaid Services, Room C5-25-25
Department of Health and Human Services

CMS-6272-IFC

P.O. Box 8017

Baltimore, MD 21244-8017

RE: CMS Interim Final Rule: “Medicare Secondary Payer Amendments”
CMS-6272-IFC

Dear Administrator McClellan:

The American Psychiatric Association (APA), the national medical
specialty society representing more than 37,000 psychiatric physicians,
appreciates the opportunity to submit these comments concerning Medicare
Secondary Payer Amendments. This was published in the Federal Register on
February 24, 2006, with the title, “Medicare Secondary Payer Amendments.”’

APA is concerned with two primary issues. One is that CMS is not
providing a full regulatory process for these regulatory amendments. The other is
a presumably unintended consequence of CMS’ construction of regulatory
amendments. That is, the potential that they could be construed in a manner that
may allow Medicare beneficiaries as individuals and via businesses, through
which they retain personal liability, to fall within the definition of a self-insured,
primary payer. That would mean that Medicare beneficiaries and/or some types
of their businesses could be potentially held legally liable for reimbursement to
the Medicare Trust Fund for Medicare benefits paid to the beneficiary.

A. Waiver of Proposed Rulemaking is not Justified

APA finds it inappropriate for CMS to waive the essential step of
proposed rulemaking with regard to the regulatory amendments at issue.

! CMS Interim Final Rule: “Medicare Secondary Payer Amendments;” CMS-6272-IFC [Federal
Register February 24, 2006 (Volume 71, No. 371
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Considering that Section 301 of the MMA was passed on December 8, 2003, CMS did
not seek to make any regulatory conforming amendments for the past nearly two and a
half years since then. There would not appear to be the urgency to implement these
regulatory changes that is implied by CMS’ decisions to: 1) waive proposed rulemaking
in this case; 2) adopt an effective date for the regulations that is the same as the
comments’ due date; and 3) make the regulations effective, prior to publication of a final
rule. All of these elements shorten and weaken the regulatory process.

A waiver of proposed rulemaking is supposed to be used only when “an agency
finds good cause that a notice-and-comment procedure is impracticable, unnecessary, or
contrary to the public interest and incorporates a statement of the finding and its reasons |
in the rule issued.”® The only basis of “good cause” that CMS articulates to justify the
waiver of proposed rulemaking is that “this interim final rule with comment period
merely conforms part 411 and Section 489.20(i)(2(ii) to changes affected by section 301
of the MMA

CMS’ desire to conform regulatory language to a statutory amendment over two
years after it passed does not justify eliminating proposed rulemaking, nor does it render
a “notice-and-comment procedure” “impracticable, unnecessary, or contrary to the public
interest.” If CMS did not believe that there was substantial meaning to these regulatory
amendments, there would be little point in promulgating them. Insofar as they are
meaningful, the public deserves to have access to a full regulatory process. CMS has not
set forth any reason why doing so would be “impracticable, unnecessary, or contrary to
the public interest.”

B. CMS’ Adoption of Comment Due Date as Effective Date for Regulations is
Inappropriate and Renders Comments Moot

CMS states that the effective date for the regulations subject to the interim final
rule is to be April 25, 2006, which is the same date as the comments to this interim final
rule are due.* CMS specifically included a 60-day comment period with respect to this
interim final rule, which has value only to the extent of CMS’ intent to be responsive to
the substance of the comments. APA notes also that this published notice of an interim
final rule is not the legal equivalent of a published notice of a final rule. Yet, CMS has
prematurely adopted an effective date for the regulations, as though the rule were final.
This would appear to skip over another step in the regulatory process, in addition to the
proposed rulemaking step that CMS has waived.

? CMS Interim Final Rule: “Medicare Secondary Payer Amendments;” CMS-6272-IFC [Federal Register
February 24, 2006 (Volume 71, No. 37)], at 9466.

? CMS Interim Final Rule: “Medicare Secondary Payer Amendments;” CMS-6272-IFC [Federal Register
February 24, 2006 (Volume 71, No. 37)], at 9466.

4 CMS Interim Final Rule: “Medicare Secondary Payer Amendments;” CMS-6272-IFC [Federal Register
February 24, 2006 (Volume 71, No. 37)], at 9466.
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The purpose of soliciting public comments on the interim final rule is obviated, if
CMS does not intend to consider the comments seriously and incorporate them into the
process of developing a final rule. There is already substantial truncation of the usual
rulemaking process by CMS’s decision to eliminate the proposed rulemaking stage of the
process. This truncation should not be intensified by making the comment period pro
Jorma and without meaning.

CMS effectively pre-empts consideration of the comments’ substance and renders
them moot by adopting an effective date that is the same as the comments’ due date.
APA strongly urges CMS to adopt an effective date for the amended regulations that is
the same as or subsequent to the date CMS publishes notice of a final rule on these
regulations.

C. Medicare Beneficiaries’ Potential for Personal Liability as Primary Payers

Contrary to CMS’ assertion that the interim final rule merely conforms to MMA
amendment Section 301, it goes further. For instance, CMS amends Section 411.20 to
remove “definitions of ‘third party payer’ and ‘third party payment’” from Section
411.21 “Definitions.”> CMS also adds definitions under Sections 411.20 and 411.21 for
“primary payer” and “primary payment” that are not in Section 301. CMS also expands
Section 301°s meaning by which an “entity” would be considered to have a “self-insured
plan” by specifying in Section 411.50 that a “self-insured plan means an individual, or a
private or governmental entity” (italics provided).®

Section 301 concerned the Secretary’s authority to make conditional
(reimburseable) Medicare payments to beneficiaries when third-party entities that
constitute “primary plans” do not or are not expected to pay beneficiaries promptly. This
Section 301 language understandably prevents beneficiaries from being paid twice (by a
primary plan and Medicare) for items or services for which the primary plan was legally
responsible. It essentially clarified that Medicare was to be a secondary payer and could
take reimbursement action against primary plans, under certain conditions.

Definitions for “third-party payer” and “third-party payment” under Section
411.21 and elsewhere in the relevant regulations clearly refer to third-party entities that
are neither Medicare beneficiaries, nor the Medicare program itself. Thus, CMS is
removing and modifying existing language about third-party repayment liability that
inherently excluded Medicare beneficiaries from being liable, either as individuals or by

*42 CFR, Section 411.21:
“Prompt or promptly, when used in connection with third party payments, except as provided in §411.50,
for payments by liability insurers, means payment within 120 days after receipt of the claim. . . .

“Third party payer means an insurance policy, plan, or program that is primary to Medicare.
“Third party payment means payment by a third party payer for services that are also covered under
Medicare.”

$ CMS Interim Final Rule: “Medicare Secondary Payer Amendments;” CMS-6272-IFC [Federal Register
February 24, 2006 (Volume 71, No. 37)], at 9470. St
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virtue of owning businesses where they remain personally liable, such as sole
proprietorships.

Section 301(b) allows the federal government to recover payment made to
Medicare beneficiaries from primary plans, including self-insured plans. CMS’ language
removes references to third-party payers and includes definitions under Sections 411.21
and 411.50 that define a “self-insured plan” as being a “primary payer.” Rather than just
conforming to Section 301, these definitions go beyond it. Per Section 411.50, CMS’
definition for a “self-insured plan” now includes an “individual” that “carries its own risk
instead of taking out insurance with a carrier.”’ That language could conceivably be
construed to mean that the Medicare beneficiary (an “individual” “who carries its own
risk”) has a “self-insured plan.” This could present the undoubtedly unintended situation
where a person who receives Medicare benefits could be pressured to repay those
benefits, due to status as a self-insured plan that is a primary payer. Rather than open the
door to the possibility of that untoward argument being used to the disadvantage of a
Medicare beneficiary, the language could be constructed in such a way as to avoid it
altogether.

Section 411.50 also defines a “self-insured plan” as “(a)n entity that engages in a
business, trade, or profession is deemed to have a self-insured plan for purposes of
liability insurance if it carries its own risk (whether by a failure to obtain insurance, or
otherwise) in whole or in part.” This definition would not only include a legally separate
business entity owned by a Medicare beneficiary, it would encompass business entities
such as a sole proprietorship and partnership, through which the beneficiary retains
personal legal liability and where the beneficiary is either uninsured or under-insured.®

7 CMS Interim Final Rule: “Medicare Secondary Payer Amendments;” CMS-6272-IFC [Federal Register
February 24, 2006 (Volume 71, No. 37)], at 9470.

® U.S. Small Business Administration website: “SELECTING THE LEGAL STRUCTURE

FOR YOUR BUSINESS;” http://www.sba.gov/library/pubs/mp-25.pdf

Retrieved April 24, 2006:

“In a sole proprictorship, the business and the owner are one and the same. There is no separate legal entity
and thus no separate legal "person." This means that as a sole proprietor you will have unlimited personal
responsibility for your business's liabilities.”

page 3. -

“A general partnership has characteristics of both a separate legal entity and a group of individuals. For
example, it can own property and conduct business as a separate legal entity. However, the general partners
are "jointly and severally" liable for the partnership; i.e., all of the partners are liable together and each
general partner is individually liable for all of the obligations of the partnership. . . Limited partners do not
have personal liability for the business of the partnership. Limited partners are at risk only to the extent of
their previously agreed-upon contributions to the partnership.” page 6.

“The most important reason for you to consider incorporating your business is because a corporation is its
own legal "person," separate from its owners. This means, among other things, that creditors of the
corporation may look only to the corporation and the business assets for payment.” page 9.




The Medicare beneficiary’s business could be construed as having a self-insured plan
obligated to repay benefits, but the beneficiary would still be personally liable, in effect.

D. Conditional Payment and Mental Capacity

The language referring to conditional payment is inconsistent. Conditional
payment is discretionary, where a beneficiary “because of physical or mental capacity
failed to file a proper claim” (Section 411.45, Workers’ Compensation cases) or “because
of physical or mental incapacity failed to meet a claim-filing requirement” (Section
411.53, no-fault cases). These should both read either capacity or incapacity for the sake
of consistency of application and evidentiary requirements. Also, CMS has not defined
in the interim final rule what a beneficiary must do, if anything, to establish such capacity
or incapacity. It would be clarifying for beneficiaries to know what the requirements are,
in this regard.

Conclusion

CMS undoubtedly did not intend that the consequence of its regulatory
amendments could be to incur personal liability for Medicare beneficiaries or certain
types of their businesses to repay Medicare benefits they received. APA strongly
recommends that CMS revise the language of these regulatory amendments to ensure that
they cannot be construed in that manner. It should be clear that no Medicare beneficiary
is to be construed as a primary plan, primary payer, self-insured plan, or otherwise as
having personal liability deriving either from the beneficiary’s status as an individual or
through a beneficiary’s business that is not a separate and distinct legal entity.

APA also strongly urges CMS to follow the customary regulatory process with
regard to these regulatory changes. APA recommends that CMS re-characterize and re-
publish the interim final rule as a proposed rule with appropriate time for public
comments. AAP also urges CMS to adopt an effective date for the revised regulations
that is on or after the date of Federal Register publication of a final rule, not prior to its
promulgation.

Thank you for your consideration of these comments.

% 5«/@“,@@//%_
James H. Scully Jr., M.D.
Medical Director & C.E.O., American Psychiatric Association
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Deépartment of Health & Human Services
Centers for Medicare & Medicaid Services
233 North Michigan Avenue, Suite 600
Chicago, Illinois 60601-5519

Referto: BCB14

MAR 2 9 2005 MAY 4 2006

The Honorable Peter J. Visclosky
Member, U. S House of Representatives
701 East 83" Avenue, Suite 9
Merrillville, IN 46410

Dear Mr. Visclosky:
Re: George Patrick

This is in reply to your correspondence dated March 6, 2006 concerning Mr. George Patrick’s inquiry
to your office. Mr. Patrick is under the impression that the Centers for Medicare & Medicaid
Services’ (CMS’) Interim Final Rule, CMS-6272-IFC, will: 1) allow CMS to refrain from making
conditional payments where there is no anticipation of prompt reimbursement; 2) will broaden the
recovery scope for reimbursement when conditional payments are made; and 3) cause enormous
consequences for injured employees who are already affected by the lag time that occurs in the
Workers’ Compensation review process at CMS.

We have forwarded a copy of Mr. Patrick’s comments to the address identified in CMS-6272-IFC.
As this is a formal process, his comments, along with all other submitted comments, will be
addressed by CMS and published in the Final Rule.

Should you have any questions regarding this matter, your staff may contact Nancy Zahn, Health
Insurance Specialist, at 312-353-0592.

Sincerely,

(pet Neals

Opal Nealy
Associate Regional Administrator
Division of Medicare Financial Management
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PETER J. VISCLOSKY e o B 08154401
15T DISTRICT, INDIANA {202 225-2461

COMMITTEE ON APPROPRIATIONS 701 EAST 83RD AVENUE, SUITE 8

— Cuongress of the Hnited States A

ENERGY AND WATER DEVELOPMIINT

kit FHouse of Representatives SRR
U.S. HOUSE LAW ENFORCEIENT il aﬁlﬁngt on, B@ a0 515-1401 ety e e e
Ro §-¢hi ¢aq0 oo
March 6, 2006 585066

Dr. Mark B. McClellan 03

Administrator - ~20-2006 Po1:pp
Centers for Medicare and Medicaid Services

314G Hubert H. Humphrey Building

200 Independence Avenue SW

Washington, D.C. 20201

Dear Administrator McClellan:

I write on behalf of Mr. George Patrick, a resident of Indiana’s First Congressional
District.

M. Patrick has contacted me to express his concerns regarding a proposed rule by the
Centers for Medicare and Medicaid Services (CMS), identified as CMS-6272-IFC. Mr. Patrick
is concerned that the regulatory change will allow CMS to refrain from making conditional
payments where there is no anticipation of prompt reimbursement, while broadening the
recovery scope for reimbursement when conditional payments are made. He has expressed
concern that the consequences of this change would be enormous for injured employees in the
State of Indiana. He also expressed concern with the lag time that occurs in the Worker’s
Compensation review process at CMS. Enclosed, please find a copy of the proposed rule to
which Mr. Patrick has expressed his opposition. 1 would appreciate your addressing his concems
and making them part of the official comments you receive for the proposed regulation.

Thank you in advance for your serious consideration of this matter. Do not hesitate to let
me know if you have any questions or need any 3dé itiopal information.

> [

Peter J. Visclosky
Member of Congress

PJV:ms>
Enclosure

THIS STATIONERY PRINTED ON PAPER MADE OF RECYCLED FIBERS
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Mar-Z?-‘ZUUB 03:38mm  From-Congressman Pster J. Visclosky

202 225 2493 T-071  P.002/002 F-557

From: George Patrick [mailto:george@georgepatrick.com]
Sent: Wednesday, March 01, 2006 3:45 PM

To: Lopez, Mark '

Subject: CMS & Work Comp & Lake County problems

Dear Mark:

Please give this a quick review and get back 1o me with your thoughts on if Pete would be willing to
help us in opposing this proposed rule.

I would be having Eric Oxfeld contact you all if you think that we can count Pete’s support. As I read it
CMS is going to broaden its recovery scope for reimbursement when they do make conditional
payments and at the same time refrain from making

conditional payments where there is no anticipation of reimbursement "promptly.”

The consequences are enormous if that is the case for injured employees in the State of Indiana and Lake
County. CMS is already killing us with the delay in the review of the Worker's Compensation
resolutions. Please let me know how you read this proposal and Pete’s possible support.

Also available in hunl format at:
htxp;.//frw.ebgat.ei._agc.e_s_s-gnq-ng_c.gi-_bi_n/.wgisggte,ggi?.
WAISdocID=1533281014 0+6+0+0&WAlSaction=retrieve

Many Thanks for your time and thoughts.
George

George C. Patrick

George C. Patrick & Associates, P.C.

706 Merrillville Road, Crown Point, IN 46307

Phone: 219-662-765%

Fax: 219-226-906!

Email: George@georgepatrick.com

This is a notice to all recipients of e-mail that (1) e-mail communication is not a secure method of
communication, (2) any e-mail that is sent to you or by you may be copied and held by various
computers it passes through as it goes from me to you or vice versa, (3) persons not participating in our

3/1/2006
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. ADDENDUM F.—REVISED SINGLE DRUG CATEGORY LisT—Continued
HIPCS Long description Weight
J8390 Vinoredine tartrate, per 10 mg 0.00111035
J9395 Injection, fulvestrant, 25 mg ......... 0.00126670
J9600 . POMMer 80 MM 2B-MQrerrverrrveerreo e i snsasessren s e s Emsaaseses 0.00000030
Q3025 . Injection, interferon BETA—1A, 11 meg for intramuscular use o.00078263

IV. Waiver of Praposed Rulemaking acquisition program of outpatient drugs provided below, no later than 5 p.m. on
and Delay in Effactive Date and biologicals

. . delaying the effective date of these ADDRESSES: In commenting, please refer
prz:%::gm “:shﬁ &2‘:}51::‘ corrections beyond the January 1, 2006 1o file ¢
Register to provide a period for public effective date of the final rule thh staff and resource lumtauons. we cannot

comment before the provisions of a rule P ‘
take effect in ac:ordance with section  the public mterest In so domg, we find transnussxon

good cause to waive the 30-day delay in You may submit comments in one of
sAsc::(:’A)l? f the Ad mxmetrauve Procedure the effective date. four ways (no duplicates, please):

may submit
we wmve the nohce and comment (Catalog o 93 774 M“e‘:hs C Assis el nic comments on spe \fic issuos

goodcause. tha: the notwe and Dated: F 7. 2006,
comment proce:s is impracticable, sbruacy on the link “Submit electronic

unnecessary or c:ontrary to the public Ann C Agnew, commsnts on CMS regulations with an

interest-and inc.orporates a statement of _Executive Secretary to the Depertment. achments
the finding and the reasons therefore in  (FR Doc. 06-1711 Filed 2—23-06; 8:45 am] should be in Microsoft Word,
W

: p://
Www.cms. hhs gov/eﬁufemakmg Click

the rule. We car: also waive the 30-day  anuma CODE #120-01-2
delay in effective date under the APA (5

Wi

U.S.C. 553(d)) when there is good cause pnzafal;;a mﬂmﬂzm may mail

to do so and we publish in the rule an DEPARTMENT OF HEALTH AND written comments (one original and two
explanation of cur good cause. : HUMAN SERVICES copies) to the following address ONLY:

This correctir g amendment addresus for Medi & Medicald Centers for Medicare & Medicaid
techni 8 care ca ices, Department of Health and
FR Doc. 05-221860, entitled "Modui:are Human Services Attention: 777
; Revisions to Payment Policies : .

me Phys cian Foe Schedule for 42 CFR Parts 411 and 489 ;Flg:,“,"’,,ﬁ'f“ 8017, Baltimore, MD
Calendar Year 3006 and Certain [CMS-8272-4FC] . Please allow sufficient time for mailed
Provisions Relaled to the Competitive

Acquisition Prcgram of Outpatient RIN 0938-AN27 close of the comment period.

Drugs and Biolagxcals Under PartB,” 3. By express or ove?mght mail. You
which appeare:l in the Federal Register pMedicare Program; Medicars may send written comments (one

on November 2 1, 2005 (70 FR 701186) Secondary Payer Amendments original and two copies) to the following
‘amd was made -uffect.ive-]an ers for Medicare &
The provisions of this final rule with AGENCY: Centers for Medicare & Medicaid Servnces. Department of
comment peric 1 have been previously—Medicaid Sarvices (CMS), HHS jon:
subjected to nc:ice and comment ACTION: Interim final rule with comment CMS-6272-IFC, Mail Stop C4-26-05,
procedures. Tt.2se corrections are period. 7500 Security Boulevard, Baltimore, MD
consistent with the discussion and text - 21244-1850.

and do not ma'e substantive changes to SUMMARY: This interim final rule with 4 By hand or courier. If you prefer,
the CY 2006 pi blished rule. As such, comment period implements " you 'may deiiver (by band ur cuurier) —_—
this correcting amendment is intended ~ amendments to the Medicare Secondary v ¢ written comments (one original

. to ensure the GY 2006 final rule with P"Y“ (MSP ) P“"""m under Title m °f and two coples) before the close of the

comment accurately reflects the policy ~ the-Medicare Pre on Lin period to on awing
adopted. Ther:fore, we find that Improvement and ) Modernization Act of addresses. If you intend to deliver your
undertaking fu rther notice and comment 2003 (MMA). The MMA amendments comments to the Baltimore address,
procedures to incorporate these clarify the MSP provisions regarding the  pjaag¢ call telephone number (410) 786~
corrections int» the final rule with obligations of primary plans and 7195 in advance to schedule your
comment is unnecessary and contrary to - primary payers, the nature of the arrival with one of our staff members.
the public inte -est, insurance arrangements subject to the Room 445-G, Hubert H. Humphrey
For the same reasons, we are also MSP rules, the circumstances under Building, 200 Independence Avenue,
waiving the 30-day delay in effective——which Medicare may make conditicmel r 7500
date for this ccrrecting amendment, We ~ payments, and the obligations of Security Boulevard, Baltimore, MD
believe that it :s in the public interest ~ primary payers to reimburse Medicars
to ensure that -he CY 2006 final rule DATES: Effective date: These regulations {Because access to the interior of the
with comment accurately states our are effective on April 25,2006.— _ HHH Bnilding is not readily available to
policy on phy:ician fee schedule and Comment date: To be assured persons without Federal Government
other Part B p:yment policies, and consid ; ters are
provisions rel:ted to the competitive received at one of the addresses encouraged to leave their comments in
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the CMS drop slc:s located in the main  other health care coverage are available. clarify the application of the term *self-
lobby of the building. A stamp-inclock (Workers’ compensation had already i " i .

is available for persons wishing to retain  been primary to Medicare since the - entity that engages in a business, trade,
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being filed.) the Congress intended that the MSP (whether by a failure to obtaimr
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courier delivery r:ay be delayed an maximum extent possible. These .
received after the comment pyeriod. statutory provisions are set forth in sec;’:“ 301(b)(2)(A) °§'h° %
For informatior: on viewing public mgclilations at 42 CE';R;i part 411;l :‘:‘9" section 1862(b)(2)(B) of the Act
comments, see tk.3 beginning of the Exclusions From Medicare an
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FOR FURTHER INFORMATION CONTACT: I MMA Amendments to the Medicare  sppropsiste Trust Fund for sny payment
Suzanne Ripley, 1410) 786—0970. Secandary Payer (MSP) Provisions y paym
SUPPLEMENTARY #IFORMATION: ~ [Ifyou choose to comment on issues  an item or servics if it is demonstrated

Submitting Comi.rents: We welcoms n-this section, ne hat the primary plan has or had a
comments from t.1e public on all issues  c5ti0n “MMA Amendments to the responsibility to make payment with
set f‘::hri’ iy ﬂ-lsi: rlgeatt:;ads:‘i;tl:;il:gfully Medicare Secondary Payer Provisions”  respect to the item or service. It adds
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policies. You can assist us by . h -. oe g l a s.h"‘s tha a pnma
referencing the f.le code CM5-6272-IFC  various parties were pressing several
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comments receiv 3d before the close of  to the Medicare program. Many of these
the coxm;:er:;l peri%cll are n\;ﬁme for interpretations were presented in the
viewing by the pblic, including any context of Federal court litigation over : o &
personally identifiable or confidential  the meaning of various Msg':,misiom. P:;: or the primary plan’s insured, or by
business information that is included in The Co s rejected these attempts to other means.

a comment. We [ost all comments inco limit the application and Section 301(b)(3) of the MMA amends
received before tte-close-of the scope-of the- MSP statute. The Congress __section 1862(b)(2) of the Act to further
comment period on the following Web  passed section 301 under Title Il of the  delineate those entities {that is,

of payment for items or services
included in a claim against the primary

site as soon as prssible after they have  Medicare Prescription Drug, “primary payers"} from whichthe
been received: E‘I tp://www.cms.hhs.gov/ Improvement, and Modernization Act of United States may seek reimbursement —————
eRulemaking. Cl:ck on the link 2003 (MMA) {Pub. L. 10 ifying that the
*Electranic Com.nents on CMS December 8, 2003 to clarify its original ~ United States may bring an action
Reglﬂations"ontha yveb 3ita EW tent regarding the- MSP-provisions against“all entities that are or were
public commentu. under section 1862(b) of the Act, required or responsible (directly, as an

Comments recuived timely will be thereby indicating that these insurer or self-insurer, as a third-party
also available for public inspection as interpretations were incorrect and that  administrator, as an employer that

they are recsiver.; generatly-beginning the-Seecretary s-inter as t0 8 group
approximately 3 weeks after publication accugate. These clarifications are health plan, or large group hth plan,
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o Centers for Medicare & icaid - ori islation. to th i i
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caption “Background” at the beginning  be expected to pay for services pay X y enlity.
of gou_r ct_)mn_xer;tgw the Co “promptly.” This amendment also adds thgs‘e‘der section 30 piih o
eginning in , the provisions are e ve as
enacted a series of amendments to Act to clarify that the Secretary may enacted on the date of the original
section 1862(b) of the Social Security make payment subject to reimbursement legislation to reflect the original MSP
Act (the Act) (hcreafter referred to as the  if the workers’ compensation law or provisions and Congressional intent at
Medicare Secon.lary Payer (MSF) plan, liability insurance, or no-fault issue. As we discuss in more detail
provisions) to protect the financial insurance has not paid or could not below, this interim final rule with
integrity of the Medicare program by reasonably ba expected to pay for comment period amends 42 CFR part
making Medicare a secondary payer, services "'promptly.” 411 and § 489.20(i)(2)(ii) of our
- rather than a primary payer of health Section 301(b)(1) of the MMA amends—regulations to implement these MSP
care services, when certain types of section 1862(b)(2)(A) of the Act to provisions.
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1. Provisions of This Interim Final
Rule With Comment Period

[If you choose 10 comment on issues
in this section, please indicate the

Final Rule with ¢‘omment Period" at the
beginning of you: comment.]

As is the case with group health plan
and large group I ealth plan insurance,
Medicare may n«t make payment if
payment with re: pect to the same item
or service has besn made or can
reasonably be expecte g mag
under workers’ ¢ :mpenaauon. no-fault,
or liability insur:nce. However,

" Medicare may m.ke a payment

conditioned on r3imbursement when
the workers' con: pensation, no-fault, or
liability insuran- e {includ

insured plan) pl:n has not made or
cannot reasonably be expected to make
payment with re:upect to such item or
service promptly. In accordancs with
section 301(a) of the MMA, we are
removing the ward “promptly” from
§411.20(a)(2), § +11.40(b)(1)(i), and

- §411.50(c)(1)an 1 (¢)(2) to clarify that

these Medicare | ayments are
conditional and mnust be reimbursed
whenever a prin:ary payer's
responsibility tc make payment is
demonstrated.

At §411.21, w3 are removing the
definitions for “third party payer” and
“third party pay.nent” and replacing
them wnth definitions for “‘primary
payer” and *'pritnary payment.”” We are
also providing a definition for *‘primary

“plan:* We-are-miking these-changes-to

conform to the s atutory language under

the MMA. Consistent with

changes, we are makmg nomenclature

chansestorep]s‘e BIrms  thirg
arty yer * “third party payment,"”

and “third party plan” with “primary

payer, " “pnmar 7 payment,” or

*“primary plan,” respectively underpart -

411 throughout subparts B through H.
At §411. 33(0(4- we are repl
term “third part y"* with *primary

er.” We are :lso amending
§ 489.20(i)(2)(ii) to replace “third party
payment” with *‘primary payment.”

In this interir', final rule with
comment perior’., we are also adding
language to the definition of “self-
insured” plan i1 §411.50(b} in
accordance thl sectxon 301(b)(1) of the

that engages in nbuamesa, trade.
profession is deamed to have a “self-
insurad” plan fn ir ]labl]l insurance xf it

Any such entxtv 8 self ln.sured status
may be demons-rate
ways, by the fai ure to obtaln insurance.
In accordance with section
301(b)(2)(A) of the MMA, we are adding

-.sponsor purchased i

anew § 411.22 to clarify that a primary Consistent with section 301(b)(2)(A)
payer, and an e interim rule with
paymant from a prrmary payer. become comment penod clarifies at

lnsurance and dxspnted c)aims under

1t is monstratd that th prunary ‘

responmhlllty ‘This responblhty may msuranee, worke compensation

be demonstrated by a judgment, a insurance

payment conditioned upon the reimburse Medicare, although it paid
recipient’s compromise, waiver, or some other en

releass (whether or not there is a have known that the claimant was a

determination or admission of liability} Medicare
of payment for xtems and services has already recovered payment from the

payer, or by other means. mcludx but the workers compensation insurance or
not limited to a settlement, a , OT
contractual obligation. This means that  in this interim final ‘rule with comment

a rim,ary er may not extinguish its riod will be construed to requireusto
0 0 paymet ﬁ,’; MSP provisions rst pursue the entlty whlch recelves

by paymg the wrong party—for D

example, by paying the Medicare prunary payer Also conalstent wrth

beneficiary or the provider when it section 301(b)(2)(A) of the MMA, we are

should have reimbursed the Medicare adg‘;g :?1958;?89 to§ :yll -45, §411.52,

program. Primary payers are e expected to 8l 0 SPSC

reimburse CMS when it is demonstrated oondmonal payment thﬂt Medlcare

that they ha had \i C RPOH O Ve

re:pon:{bili:; or had paymen undar subpart B of part 411. In addmon,
In accordance with section 301(b)(3) at §411.52, we- elanaiy the basis for —_—

of the MMA, the definition of “primary Wh’ﬁh Medicare makes payment ’“1 cn

payer” in §411.21, the new §411.22, L"‘b ity C“”thw" ““‘”"“ifg%“ A

and the revised § 411.24(e) also clarify o{ ::;xoving' inet:::';:l sn:; e provlher

g::lah:mmls de'::rﬂ,eo& :ag m aee:r or @to cganfy that it is the beneﬁciary s

any or all the entities rgaponaib yer. responsibility to file a claim for no-fault

required to make payment as a pnmary benefits.

payer. With respect to debts where a 1. Response to Comments

group health plan or l‘“'Se S“’“P health Because of the larga numberof public
plen is the primary plan comments we normally rooelve on

amendments make : ederal Register-d m o are
employers that sponaor or contnbute to able to acknowledge or respond to them
the group health plan or large group individuaily. We will oons‘)’c‘l’er all_
hl Pl‘ aro pnmary payers "°‘l““°d comments we receive by the date end

whether the group healthplan or largo thlspreamble, and wen ed

group health plaln was an insured plan o'y gyhsequent document, we will

(that is, the emp dysr or other plan respond to the comments in the
insurance) or was. ... yreamble-te-that decument—

self-insured by the employer or ather )
lan sponsor. Medicare may also seek IV. Waiver of Proposed Rulemaking

reimbursement from any entity that has We ordinanly publish a notice of
received tgayment from a primary payer.
‘l;lnttlttes at receive payment include, Regxster and invite pubhc comment on
ut al no ICI»Il" 8 NrONNS ‘Il 2 O
attorneys, and praviders or suppliers proposed rulemaknng mcludes a
(including physicians). reference to the legal authority under
Furthermore, in this interim final rule which the rule is proposed and the
with comment peri e proposed
§ 411. 24(e] by addmg language m)a ora descnptxon of t.he anb)ects and
recover condmonal payments waived however, 1f an agency finds
Specifically, in accordance with section good ca mment

301(5)(3) Of the MMA, we spec:fy at procedure is lmpractxcable.

ot' actlon to recovor from any pnmary inlerest and incorporates a statement of

revision at § 411 24(ﬂ(2) to replace the 1ssuad
words "'is primary” with “is a primary We find it unnecessary to undertake
plan.” notice and comment rulemaking
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because this interim final rule with
comment period merely conforms part

. 411 and §489.2¢(i)(2)(ii) of the

Internal Revenue Code. This placeda
small portion of future MSP liability
savings at risk. It was gssumed that over

regulations to statutory changes atlected
by section 301 ¢ the MMA. Therefore,
we find good canse to waive the notice
of proposed rulemaking and to issus
this final rule or. an interim basis. We

" -~ ~urg providing-a 150-day public comment,

period.
V. Collection of Information
Requirements

This document does not impose

. ....information col ection and _

recordkeeping requirements.
Consequently, it need not be reviewed
by the Office of Management and
Budget under the authority of the
Paperwork Rec.uction Act of 1995.

VI. Regulatory Impact Statement

{If you choose to comment on issues
in this section please indicate the
caption “Regulatory Impact™ at the
bo&i’nnins of your comment.}

e have examined the impacts of this
interim final r:le with comment period
as required by Executive Order 12866
(Setrtember 1933, Regulatory Planning
and Review), t he Regulatory Flexibility
Act (RFA) (September 19, g
96-354), section 1102(b) of the Socia
Security Act, the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4), and
Executive Orcer 13132,

Executive (rder 12866 directs

encies to as:ess all costs and benefits
of available regulatory alternatives and,
if ra%ulation i necessary, to select
regulatory approaches that maximize
net benefits (.ncluding potential
economic, enironmental, public health
and safety efficts, distributive impacts,
and equity). / regulatory impact
analysis (RIA] must be prepared for -
major rules with economically
significant ef-ects ($100 million or more
in any 1 year .. We have determined that
the effect of this interim final rule with
comment pa:iod on the economy and
the Medicare program is not
economically significant, since it merely
clarifies certiin MSP provisions to
reflect original congressional intent and
ratifies the r-anner in which we have
implemente:l/administered the MSP
provisions. if the technical and
clarifying aruendments had not been
enacted, “savings” reflected in the table
below would have been lost and
Medicare expenditures would have
increased.

The table reflects the potential impact
of a Fifth Cicuit Court decision that
held that the MSP liability provision did
not apply when there was no liability
insurance purchased or no formal plan
of self-insutance recognized under the

=g

have reachod'a'similnr conclusion so
that the potential losses of future MSP
liability savings would increase slowly

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impect analysis ifaruleornotiee——
the effect of a rule may have a
significant impact on the 6
a substantial number of small rural

over time in addition to the projected

A mth of Medicare benefits. It was

er assumed that som# individuals ----
who repaid Medicare before 2003 would
sue for refunds and tha
decisions would be rendered in soms,
but not all, cases. It was also a
that the refunds of past MSP liability
savings would peak about 2667 Lastly:
it was assumed that MSP liability
collections represent approximately 70
ayments and 30
percent Part B claims payments (whic
are basat on historic MSP liability
savings).

MEDICARE SAVINGS RETAINED
[ROUNDED TO THE NEAREST $10

hospitals. This analysis must conform to

RFA. For purposes of section 1102(b) of
: 1 hospital

as a hospital that is located outside o

isti and has

fewer than 100 beds. We have
ned that this interim final rule

with comment period willhiothaves ———————

i the operations of a

substantial number of smell rural

hospitals because there i ill be no

change in the administration of the MSP

PYOVISIONS: ;

preparing an analysis for section 1102(b)

of the Act.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
rule or notice having the effect of a rule

in
any 1 year of $100 million in 1985
doll ly for inflation.
That threshold level is currently

interim final rule with comment period

MILLION]
PatA | ParB—

2003 rvrnee 0 0 o
2004 oooreee. 10 0 10
10 0 10

2006 ... 10 0 10
2007 0 20
2008 10 ) 10
20 o 20

20 10 30

20 10 30

20 10 30

20 10 30

20 10 30

20 10 30

Therefore, this interim final rule with
comment period is not a major rule as
defined in Title 5, United States Code,
section 804(2) and is not an
economically significant rule under
Executive-Order-12866.—

local, or tribal governments or on the
g:’vate sector because there is and will
pe no change in the administration of
e
Executive Order 13132 establishes
certain requirements that an agency
must meet when it promulgates a
proposed rule (and subsequentfinal =
rule) that imposes substantial direct
requirement costs on State
governments, preempts State law, or
o PP T
Since this regulation does not impase

The RFA requires agencies to analyze
options for regulato: 1

any costs on e OT 0
the requirements of E.O. 13132 are not

entities. For purpases of the RFA, small
entities include small businesses,
nonprofit organizations, and small
governmental jurisdicti ost

applicable.

In accordance with the provisions of
Executive Order 128686, this regulation
was reviewed by the Office of

hospitals and most other providers and
suppliers are small entities, either by
nonprofit status or by having revenues
of $6 million to $29 million in any 1
year. Individuals and States are ot

Management and Budget.
List of Subjects-—
42 CFR Part 411

included in the definition of a small
entity. We have determined and we
certify that this interim final rule with
comment period will not have a
significant economic impact on a
substantial number of small entities
because there iz and will be no change
in the administration of the MSP
provisions—Therefore,-we-arenot

Kidney diseases, Medicare, Reporttng—————
and-recordkeeping requirements. =~

42 CFR Part 489
Health facilities, Medicare, Reporting
and recordkeeping requirements.

# For the reasons set forth in the
preamble, the Centers for Medicare &

Medicaid Services amends 42 CFR

preparing an analysis for the RFA.

chapter IV as set forth below:
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PART 4 XCLUSIONS FROM included in a claim against the primary (2) The beneficiary, because of
MEDICARE ANL! LIM{TATK  ver-orthe primery payer's insured; or _ physical or mental capacity, failed to
MEDICARE PAYMENT 3) By other means, including but no file @ proper claiux
L, limited to a settlement, award, or (b) Any conditional payment that

.1l '}‘he authority citation for part 411 contractual obligation. CMS makes is conditioned on _

- reimbursement to CMS in accordance

Authority: Secs 1102 and 1871 of the -with subpart B-of this-part.—

Social Security At (42 U.S.C. 1302 and
139shh).

$41120 [Amentled)
m 2. Section 411.20 is amended by
be ':,: he waord ** uuo " in
aragraph (a)(2. introductory text.
® 3. Section 411.21 is amended by
adding definitions of 'primary payer,”
“primary payment,” and *‘primary
plan” and remcving the definitions of
“third party peyer” and “third party
payment” to read as follows:

§411.21 Defint'fons.
* * * A ] *

Primary pay::r means, when used in
the context in ‘~vhich Medicare is the
secondary pay-r, any entity that is or
was required cr responsible to make
payment with respect to an item or
service (or any portion thereof]) under a
gtimary plan. These entities include,

ut are not lir:ited to, insurers or self-
insurers, third party administrators, and
all employers that sponsor or contribute
to group health plans or large group
health plans.

Primary payment means, when used
in the contex: in which Medicare is the
secondary paver, payment by a primary
payer for services that are also cove
under Medic:re.

Primary plon means, when used in
the oo:atoxt ir which Modx;‘c:';le tlils the
secondary payer, a lan or
large group haalth lml: wotknrp;'
compensation law or plan, an
automobile or liability insurance policy
or plan (inch.ding a self-insured plan),
or no-fault insurance.

- * L = *

m4. Anew § 411.22 is added to read as
follows:

§411.22 Relinbursement obiigations of
primary paysis and entities that receivec
payment fror: primary payers.

(a) A primary payer, and an entity that

receives payment from a primary payer,

must reimbi:rse CMS for any payment if

it is demonastrated that the primary
payer has or had a responsibility to
...make paymemnt.

(b) A priniary payer's responsibility
for paymen| may be demonstrated by—

(1) A judgment;

(2) A payment conditioned upon the
recipient’s compromise, waiver;
release (wh sther or not there is a
determination or admission of liability)
of payment for items or services

@ 5. Section 411.24 is amended by—

# A. Revising paragraph (9). . . §411.50 [Amended]

b} f:;“m;gimh“ “md’th:; HImATy w9, Section411.50isamended by—
pri an" in paragraph (f)(2). BA Revislns"the definition of “'seif-
uC. AH g "', workers’ compensation insured plan” in paragraph (b}.
snsuranee-or plan,” after “group health mB. Removing the word *‘promptly” in
Flm” and before “and" in paragraph paragraphs (€)(1) and cif2):

i)1).
Revisions for paragraph (e) read as
follows:

§411.24 Recovery of canditional
payments.

* » ® x L]

(e) Recovery from primary payers.
CMS has a direct right of action to
recover from any primary payer.

L 4 . * - *
@ 6. Section 411.33(f)(4) introductory
text is revised to read as follows:

§411.33 Amount of Medicare secondary

* * * L] *

%ﬂ Examples:* * *

4) A hospital furnished 5 days of
inpatient care in 1987 to a Medicare
beneficiary. The provider's charges for
Medicare-cov services were $4,000
and the gross amount payable was
$3,500. The provider agreed to a

& The revision reads as follows:
§411.50 General provisions.

* - - *
(b) Definitions.

L] *

Self-insured plan means a plan under
which an individual, or a private or
governmental entity, cerries its own risk
instead of taking out insurance with a
carrier. This term includes a plan of an
individual or other entity engaged ima ——
business, trade, or profession, a plan of
a non-profit organization such as a
social, fraternal, labor, educational,
religious, or professional organization,
and the plan established by the Federal
government to pay liability claims
under the Fe: ims Act. An
entity that engages in a business, trade,
or profession is deemed to have a sl
insured plan for purposes of liability

$3,000 from the primary payeras  _  (whether by a failure to obtain
payment in full. The primary payer paid j;gurance, or otherwise) in whols or in
$2,900 due to a deductible requirement  y5r
under the lan. Medicare . . - . .
considers the amount the provider is
obligated to accept as full payment = 10. Section 411.52 is revised to read
(3 :00) to be t;lde provider chmgtehs. The as follows:
Medicare secondary payment is the
pa) §411.52 BasisforconditionalMadicare
lowes: of tl:e follgwmg;. payment In abliity )

§411.40 [Amended]

(a) A conditional Medicare payment——F—
may be made in liability cases under

m 7. Section 411.40 is amended ither of the following circumstances:
(1) The beneficiary has € proper

removing the word “promptly” in

8 I ag! h [b(l)(i)- R ) ) n
foll.ows: - ' o
§411.45 Basls for conditional Medicare
payment in woricers’ compensation cases.

claim for liebility insurance benefits but
he intermediary or carrier determines
that the [iability insurer will motpay
promptly for any reason other than the
circumstances described in
1). This includes cases in

(a) A conditional Medicare payment  which the liability insurance carrier has
may be made undaremnrol‘—&e——dmﬂ-,d the-claim

following circumstances:
i filed a proper

l(2] The beneficiary has not filed a
im for liabilst

o .

insurance benefits.

claim for workers’ compensation
benefits, but the intermediary or carrier
determines that the workers’

ier will not pay
promptly. This includes cases in whi
a workers’ compensation carrier has
denied a claim.

(b) Any conditional payment that
CMS makes-is-eonditioned on

reimbursement to CMS in accordance
i is part.

m 11. Section 411.53 is revised to read
as follows:
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§41153 Basis for conditional Medicare  DEPARTMENT OF COMMERCE The Northeast Fisheries Science
payment in no-fauit cases. National ; dA herl g:ntar 41st étock ;\sssssmem Review
i Oceanic and Atmospheric mmittee (SARC) Panelist Reports are
mg;)bAe ::';‘:;t:: :)l-:::ﬁieare p:l}:gl;nt Administration available a/t: http://www.nefsc.noaa.gov/
. 07ault cases efsc/ saws1/.
either of the folluwing circumstances: 50 CFR Part 648 nejec/saw, 1
(1) The beneficiary has filed a proper Bonnie Vs Pelt, Fishory Patiey
claim for no-fault insurance benefits but [Docket No. 051128313-6029-02; L.D. Analyst, (978) 26192 4? cy
the intermediary or carrier determines  111705C) mz’umm INFORMATION:
that the no-fault insurer will not pay RIN 0648-AT20 o
promptly for any reason other than the—
circumstances d:scribed in Fisheries of the Northeastern United The regulations implementing the
§ﬁ1.32(a)(1).-1‘1:ds_ Cludes cases in  States; Attantic Bluetish Fisheries; Atlantic Bluefish Fisher M, ment
wihicRthe O~18 sarancecal .. SO0 Rk : Bt - ‘c,:w Lot | () L P “MP ts L ER me“.
denied the claim. Quota Adjustment; 2008 Ressarch Set- ,u;;m A :fm]mﬂ.qm
(2) The beneficiary, because of Aside Project annual specifications are found at 50
physical or mentl incapacity, failed to AGENCY: National Marine Fisheries CIFR 648.160. The management unit for

meet a claim-filing requirement
stipulated in the policy.

{b) Any condit. onal payment that
CMS makes is ccaditioned on
reimbursement to CMS in accordance
with subpart B ol this part.

PART 411—[NOMENCLATURE
CHANGE)

W 12. In part 411, revise all references to
“third party payer” to read “pr

payer’; revise all -eferences ta “third
party payment” 1> read “primary
payment’; and re'ise all references to
“third party plan * to read “‘primary
plan”.

Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule; final specifications

for the 2006 Atlantic bluefish fishery.

bluefish (Pomatomus saltatrix) is U.S.
waters of the western Atlantic Ocean.
The FMP requires that the Mid-
Atlantic Fishery Management Council
(Council) recommend;

basis, total allowable landings (TAL) for

SUMMARY: NMFS issues 2006
specifications for the Atlantic bluefish
fishery, including state-by-state

PART 488—PRO VIDER AGREEMENTS
AND SUPPLIER APPROVAL—

& 1. The authority citation for part 489
continues to reac. as follows:

Authority: Secs. :102 and 1871 of the
Social Security Act, -

§489.20 [Amended]

| 2, Section § 48¢.20(i)(2)(ii)
introductory text is amended by
removing the wo:ds “third
payment” and ad iing in its place the
words “‘primary payment".
{Catalog of Federal 1Jomestic Assistance
Program No. 93.775, Medicare—Hospital
Insurance; and Program No. 93.774,
Medicare—Supplenentary Medical
Insurance Program)

Dated: February #, 2006.
Mark B. McClellan,
Administrator, Centsrs for Medicare &
Medicaid Services.

Approved: Noveruber 14, 2005.
Michael O. Leavitt,
Secretary, Departm:: nt of Health and Human
Services.
[FR Doc. 06-1712 Filed 2-23-06; 8:45 am]
BILLING CODE 4120-01-.3

the fishery, consisting of a commercial
quota and recreational harvest limit.
e annual review process for

commercial quotas, a recreati bluefish requires that the Council's
harvm::rlci::lit‘:,l and t'e:mationg? nal Bluefish Monitoring Committee
possession limits for Atlantic bluefish ~ (Monitoring Con:lmi_ttee) br::’:dw and
off the east coast of the United States. make recommen ations based on the
The intent of these specificationsisto  Dest available data including, but not
establish the allowable 2006 harvest limited to, commercial and recreational
levels and possession limits to attain-the g::ﬁ:ﬁ:?‘gf ssl:t?ﬁs:;c;;tzwl;ttmk
m&i:ﬁg g{!teal!ltty} crla: ::t(flzidmg gl;lt:ndnncet.l dlsca:-kﬁ' s for the r;creational
Ams: ery, and juvenile recruitment. Based
Xmg m in nd.mont 1to the on the recommendations of the
Plan (FMP). This action will publish onitoring Committes, the Council
final specifications that are modified oS a repom_mendziﬁon to NMFS.
from those contained in the proposed This FMP is a joint plan with the

rule.

accessible via the Internet at http://
Wwww.nero.nmfs.gov.,

The Final Regulatory Flexibility
Analysis (FRFA) consists o ;
public comments and responses
contained in this final rule, and a
summary of impacts and alternatives
contained in this final rule, _

The small entity compliance guide is
available from Patricia A. Kurkul,
Regional Administrator, Northeast
Regional Office, National Marine
Fisheries Service, One Blackburn Drive,
Gloucester, MA 01930 2298.

Atlantic States Marine Fisheries

. Commission (Commission); therefors,
DATES: This rule is effective March 27, the Commission meets during the
2006, through December 31, 2006. annual specification process to adopt
ADDRESSES: Copies of the specifications complementary measures.
document, including the Environmental The Council’s recommendations must
Assessment (EA) and the Initial include supporting documentation
Regulatory Flexibility Analysis (IRFA)  concerning the environmental,

. are available from Daniel Furlong, economic, and social impacts of the
Executive Director, Mid-Atlantic recommendations. NMFS is responsible
Fishery Management Council, Room for reviewing i
2115, Federal Building, 300 South ensure they achieve the FMP objectives,
Street, Dover, DE 19901 6790. The and may modify them if theydomot.
specifications document is alsg NMFS then publishes praposed

ARer considering public comment,
NMFS publishes final specifications in

" InJuly 2005, the Monitoring
Committee accepted the most recent
bluefish stock assessment as the basis
for its specification recommendations to
the Council. In August 2005, the
Council approved the Monitoring
Committee’s recommendations and the
Commission’s Bluefish Board (Board)
adopted complementary management
Mmeasures.




