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Page 980, aft.er line 16, insert the following (and 

make such tedw..ical and conforming changes a.s may be 

appropriate): 

1 Subtitle G-Application of the Anti-
2 trust Laws to Health Care Serv-

• 3 ices 
. 4 SEC. 5601. EXEMPTION FROM ANTITRUST LAWS FOR CER-

5 TAIN COMPETITIVE AND COLLABORATIVE 

6 ACTIVITIES. 

7 (a) EXEMPTION DESCRIBED.-:An activity relating to 

8 the provision of health care services shall be exempt from 

9 the antitrust laws if-

10 (1) the activity is within one of the categories 

11 of safe harbors described in subsection (b); or 

12 (2) the activity is within an additional safe bar-
- « 

13 bar designated by the Attorney Genet:al tinder sub-

14 section (c). 

15 (b) SAFE HARBoRS.-The following activities are 

16 safe harbors for purposes of subsection (a) ( 1): 

17 (1) ACTI'VITIES OF MEDICAL SELF-REGULATORY / ,._-1. , ·(~. 
(.. J _ _.' J 

18 ENTITIES.-

A1.19us: 1. i 994 (~:~ r;>_m_) 
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(A) IN GENERA.L.-Subject U:> subpara.· 

graph (B), any activity of a medical self-regu· 

latory entity relating to standard setting or 

standard enforcement ; activities that are de-
. fole.I~ 

signed~to promote the quality of health care 

provided to patientsf 

(B) EXCEPTION.-No activity of a medical 

self-regulatory entity may be deemed to fall 

under the safe harbor established under t.his 

paragraph if the ac~Ji.S conduc~~- ,for pur-

11 poses of ~cial ga.m; 0 r 
~·~·1t:--".~I -;-;---~-:---~~-1-2-...,....__..--- (2) PAR,;;CIPATION IN SURVEYS.-The partici­

,,_,; ~+he.. · ·c (1 13 pation of a provider of health care services in a. writ-
:;., .~~ or-
: 14 ten· SW"Vey of the prices of semces, reimbursement 
n~ffi~ 

. . · '""' 15 levels, or the compeDS&tion and benefits of employ-
~6""'v'1 c.£.5 rJ(/ 

· .J 0- 16 ees and persoD.llel, but only if-
1-..n<j, ?V""~v1ae_v-

1 Q . ..l.._ 17 (A) the survey is conducte:d by a ·third 
;Jy lb \S YlD1 

l... m~\oe.r 
18 party, such as a purcliaser of health care ~·-

fr m L :; ~~c:_ . ices, governmental entity, institution or higher 

Jr-ate~\cYI 20 education,· or b-ade association; __ 

.,;Jh\~'n '\ ~ 21 

~u\.c>Jec...~ ro 22 

:fie_. Cu..5t~or~k23 , 
Jot' -&rie-. (\'leJ ;~4 I 
9, _' -;--~J.&~ I 
~V\.lr' , 

Augusz '· 1994 (S:'-J p.m.) 

(B) the information pro\ided by partici­

pants in tb.e survey is based on prices charged, 

reimbursements received, or compensation and 

benefits paid prior to the third month preceding 
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1 

., 

3 

the mooth in ~hich the i.nfonn.ation is provided; 

and 

3 (C) if tbe results of the stllY'ey a.re d.issemi-

4 n.a.ted, the results a.re·· aggregated in a mamier 

5 that ensures that no recipient of the results 

6 may identify the prices cb.a.rged, reiinbursement 

7 received, or compensation and benefits paid by 

8 a.ny particular provider. 

9 (3) JOINT 'VENTURES FOR HIGH TECHNOLOGY 

10 AND COSTLY EQUIPMENT AND SERVICES. Any ee 

11 ~ty ef a. health care cooperative venture rela.tiDg to 

12 the purchase, operation, or marketing of high tech-

13 

14 

15 

nology or other el...i>e~ive medical equipment, or the 

provision of high cost or complex services, but oDly 

if the number of participants in the venture does not 

16 exceed the lowest number needed to support the ven-

17 ture together ~th any other provid~ for whom the 

- 18 participation in the venture is the only means of ob-

19 taining or operating such equipment or pro .... idmg 

20 such services. 

21 ( 4) HOSPITAL MERGERS.-Activities. relating to 

22 a merger of 2 hospitals if, during the 3-year period 

23 preceding the merger, one of the hospitals ha.d an 
l:a~d. 

24 average of 100 or fewer stafTud beds and an average 

P.04 
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1 daily inpatient census of less than 50 percent of 

2 such beds. 

3 (5) JOINT PURCHASING ARRANGEMENTS.-.!Jly 

4 joint p~hasiD.g arrangement among health care 

5 providers if-

6 (A) the purchases under the arrangement 

7 represent less th.an 35 percent of the total sales 

8 of the product purchased in the relevant market 

9 area; and 

10 (B) the amounts paid under the arra.nge-

11 ment represent l~ than 20 percent of the total 

12 revenues of the supplier of the product pur-

13 

14 

chased. 

( 6) PHYSICIAN NETWORK JOINT VENTURES.-

1 S Any ~ti'lr'ity ef ~ physician network joint venture 

16 comprised of 20 pereent or less of the physicians in 

17 each physician specialty who practice in the relevant 

18 geographic market and share su bst:antial financial 

risk. 19 

'N A... -~f EGOTIA TIONS.-.~ct.1v1t1es consrsting 0 20 

22 

23 an additio fe harbor des-

24 the Attorney Gene~er~ 
25 section (c). 

"'19V$1 1. 1 994 (5:'3 p.m.) 

P.05 
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2 out. 

3 (c) DESIGNATION OF ADDITIONAL SAFE liARBoRS--

4 (1) IN GENERAL.-

5 (A) SOLICITATION OF PROPOSALS.-Not 

6 la.ter tha.n 3 0 days after the date of the en.a.ct· 

7 ment of this Act, the Attorney ~neral shall 

8 publish a notice in t.he Federal Register solicit-

9 ing proposals for a.dditional safe harbors. 

10 (B) REVIEW AND REPORT ON PROPOSED 

11 SAFE HARBO~.-Not later than 180 days after 

12 t.he da.te of the enactment of thls kt, the At-

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

Au91J$1 1, 1994 [S:~ p.m.) 

torney General (in consultation with the Cb.air 

of the Federal Trade Commission) shall-

(i) review the proposed safe harbors 

submitted under subparagraph (A); and 

(ii) submit a report to Congres.s de· 
rec,,,,.~J.t..J. -lo u, .. 'J rer,t 

~"bing the proposals~ro be included in the 
enaLfricn-t 
pli'Blieation of additional safe harbors .Qe-
b '-"'"'tre 5 J' sJibed in--sY'eflar=agraph (C} and the pro-

rec.o,.,ffle."J.'t- :: 
posaJs that are not

0
to be so induded, ~ 

I 

getber with e~-plana.tions therefore. 

( G).._ PuBLICA TION ·--

P.06 
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,e O.S (:)J -7 25 

Augus:. 1. 1994 {S:~ p.m.) 

6 

eral (in consultation with the Cb.air o/ 

Feder Trade Commission) shall publis · the 

180 days a.ft.er 

~ner shall issue final rules establis 

(2) CRITERIA FOR SAFE HARBOP..S.-ln estae 
fe11ie,.,.·n; fftJfPS~1 f.r o,,U,f,P.c.I 
1.ishing~sa.fe harbors under para.graph (1), the Attor-

ney General shall take into account the following: 

(_.\) The eA"tent to which a competitive or 

collaborative activity will accomplish any of the. · 

following: 

(i) An increase m a.cce~ to health 

care services. 

(ii) The enhancement of the quality of 

health care services. 

(iii) The establish.men~ ·~f cost effi­

ciencies that will be passed on to consum· 

ers, including economies of scale and re-

duced transaction and administrative costs. 

(n·) .A • .n inct:ease in th.e .<ibility of 

B.eeJtlii care feettities to pro~'1ces--in--
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25 

krgust 1. 1994 (5:'3 g.m.) 

7 

medieally un~r:sep.i:ed ar-ea.s or to me(ti 

eally underserved pQpwatiow; 

6\·) AIJ. improvement i.D the utilization 

of health care resources or the reduction in 

the inefficient duplication of the use of 

such resources. 

(B) Whether the designation or an activity 

as a safe harbor under paragraph (1) will result 

in the following outcomes: 

(i) Health pla.DS and other health ca.re 

insurers, consumers of health care services, 

and health care providers will be better 

able to negotiate payment and service ar­

rangements which will reduce costs to con-

sumers. 

(ii) Taking into consideration the 

characteristics of the particular purchasers 

and pro\"iders involved, competition will not 

be unduly restricted. 

(iii) Equally efficient a.od_ less restric-.. 
tive alternatives do not exist to meet the 

criteria described in subparagraph (A). 

(iv) The activity will not UllI'easonably 

foreclose competition by denying competi­

tors a necessary element of competition. 

P.08 
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l {d) DEF1NITIONS.-For purposes o{ th.is section-

2 . (1) the term "antitrust laws71
-

3 (A) has the meaning gn·en it m subs~tion 
4 (a) of the first section .. o! the Clayton Act (15 

S U.S.C. 12(a.)),_ except that such term includes 

6 sectioD 5 of the Federal Trade Commission Act 

7 (15 U.S.C. 45) to the extent such section ap-

8 plies to unfair methods of competition; and 

9 (B) includes any State law similar to the 

l 0 laws referred to in subparagraph (A); 

11 (2) the term "health care cooperative venture" 

12 means any activitie.s, including attempts to enter 

13 

14 

into or perform a. contract or agreement,,~e? out 
+\'IJ. ~t-..t.- s.,,\o~i-o... ... V~ 41-... .£. r\s 'totr 

by 2 or more persons for the purpose of providing 
"' 

15 health care services; 

16 (3) the term "health care services" means any 

17 services for which payment may be made Uilder a 

18 health benefit plaD, including services related to the 

19 delivery or a.dm.inistration of such services; 

20 ( 4) the term "medical self-regulatorv entity" - ~ . 
21 means a medical society or association, a specialty 

?I bo~ a re<!ognized a.ccrecliting agency, or a hospital 

23 medical staff, and includes the members, officers, 

24 employees, consultants, and volunteers or commit-

25 tees of such an entity; 

.AuguSl 1. l 994 (5:43 p.m.) 

P.09 
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l (5) the term "provider or health care sernces" 

2 means any indi,-idual or entity that is engaged iD the 

3 delivery of health care sen;ces in a State and that 

4 is required by State la.w or regulation to be licensed 

5 or certified by the State to engage in the delivery of 

6 such services in the State; and 

7 (6) the term "standard setting and enforcement 

8 activities" means-

9 (A) accreditation of health care practition-

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

Au;u!#. '. , 99<. {5;4J p.rn.) 

ers, health care providers, medical education in~ 

stitutions, or medic.a.l education programs; 

(B) technology assessment and risk man­

agement activities, 

( C) the development and implementation of 

practice guidelines or practice parameters; or 

(D) official peer re,;ew proceedings under­

taken by a. hospital medical staff (or committee 

tb.ereot') or a medical society or association for 

purposes of enluatiDg the profession.al conduct 

or quality of health care provide<!_ Q.v a medical 

professional. 

P.10 
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OBJECTIONS TO CANADY ANTITRUST AMENDMENT TO H.R. 3600 

The antitrust amendment to H.R. 3600 offered by Mr. Canady and 
agreed to by a vote of 18-17 by the House Judiciary Committee is 
objectionable for several reasons and should not be included in 
health care reform legislation. 

The Canady amendment would provide antitrust exemptions for seven 
broad categories of conduct {"safe harbors") relating to the 
provision of health care services. It would also require the 
Attorney General to solicit proposals for additional safe 
harbors, review such proposals and report to congress on them, 
and establish additional safe harbors through an administrative 
rulemaking process. 

Objections to the Canady Amendment 

1. Statutory and regulatory antitrust exemptions in the health 
care area are both unnecessary and potentially harmful. They are 
not necessary to correct existing law because the antitrust laws 
do not prohibit procompetitive, efficiency-enhancing mergers or 
joint ventures among health care providers. 

2. Antitrust exemptions are also not necessary to resolve 
antitrust uncertainty. The Justice Department and the FTC issued 
several statements of antitrust enforcement policy in the health 
care area in 1993. Responding to comments from hospitals. 
physicians, non-physician providers, and other interested members 
of the health care community. the agencies ~ill issue updated and 
expanded guidelines before Congress passes health care reform 
legislation. In addition, the agencies have committed to and 
have been providing expedited guidan·ce on specific proposed 
conduct of health care providers through their business review 
and advisory opinion procedures. 

3. Antitrust exemptions are potentially harmful because they 
could encumber sound law enforcement and the ability of consumers 
and other health care providers to obtain necessary antitrust 
relief in ways that are currently unforeseeable. Health care 
markets are evolving rapidly, and statutory and regulatory 
exemptions could only be revised or updated through protracted 
legislative or administrative proceedings. In contrast, the 
policy statements that have been issued by the ag~ncies, which 
contain ~safety zones.tt are more flexible and far less 
regulatory. 

4. While the DOJ·FTC policy statements are not binding on the 
courts in private actions brought by consumers or other health 
care providers. they will exert a strong influence on potential 
plaintiffs not to bring meritless cases and on courts to make 
correct decisions in any cases that are brought. We are aware of 
no private cases challenging conduct covered by the safety zones 
in the policy statements. 
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5. Many of the safe harbors in the Canady amendment qo beyond 
the safety zones in the DOJ·FTC policy statements and pose 
serious competitive risks. 

Activities of Medical Self-Regulatory Entities. There 
is no comparable DOJ-FTC policy statement. Standard 
setting can be procompetitive, but can also threaten 
competition. ~. by imposing unreasonable competitive 
restraints on providers or excluding some providers 
from the market. Safe-harboring "any activity ... 
relating to standard setting or standard enforcement 
activities" could protect anticompetitive conduct. The 
amendment's safeguard requiring no purpose of financial 
gain is inadequate, as the reasonableness of such 
activities is not solely a matter of intent. 

• Joint Ventures. This safe harbor is much broader than 
the safety zone in the DOJ·FTC policy statement. It 
covers any activity of a health care cooperative 
venture, broadly defined to include far more than the 
integrated, risk-sharing joint ventures covered by the 
DOJ·FTC policy statement. The amen"dment also provides 
a safe harbor for service joint ventures; while such 
joint ventures should be analyzed under a rule of 
reason, cost allocation problems make a safe harbor for 
service joint ventures inadvisable at this time. 

• Hospital Mergers. This safe harbor for mergers of 
small hospitals is also broader than the safety zone .in 
the DOJ-FTC policy statement. It is keyed to staffed 
beds rather ·than licensed beds; thus, a hospital could 
qualify for the safe harbor merely through temporary 
staffing changes. This safe harbor also omits the 
requirement in the DOJ-FTC policy statement that the 
acquired hospital be at least five years old. The DOJ­
FTC requirement guards against buyouts of potentially 
efficient, competitive hospitals in their formative 
years. 

Phvsician Network Joint Ventures. This safe harbor is 
potentially broader than the safety zone in the DOJ·FTC 
policy statement in that it covers "any activity" of 
such a venture. This language might protect price 
fixing. boycotts and other anticompetitive conduct. 
Also. while this safe harbor requires risk sharing, it 
leaves open what will constitute sufficien~ risk 
sharing, a key issue in distinguishing legitimate joint 
ventures from price-setting cartels. 

2 
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• Negotiations. There is no comparable DOJ-FTC policy 
statement. This safe harbor could protect any 
anticompetitive arrangements developed in the course of 
the negotiations it covers. The hgood faithh safeguard 
based on intent is insufficient to protect competition. 

In General - The broadly-worded safe harbors in the 
Canady amendment are absolute· a·nti trust exemptions. 
While the DOJ and FTC believe that such circ\llnstances 
will be rare, they have necessarily reserved the right 
to challenge conduct that might technically fall within 
the safety zones in their policy statements in 
extraordinary circumstances. 

6. Minor changes to the safe harbors in the Canady amendment 
would not alter the fundamental objection: regulation of the 
compe ti ti ve ac ti vi ties of heal th care pro.viders through broad 
statutory and or regulatory antitrust exemptions should not be 
substituted for reasoned antitrust enforcement in this major 
sector of the economy. 

3 
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"(D) no individual affiliated with such so­

ciety is liable for any damages or injury directly 

caused by the individual's actions in conducting 

such activities or review. 

5 "(3) AGREEMENTS NOT MANDATORY.-Nothing 

6 m this subsection may be construed to require a 

7 

8 

State to enter into agreements with societies de­

scribed in paragraph (1) to conduct the activities de-

9 scribed in such paragraph. 

10 "(4) EFFECT OF AGREEME"ll-"T.-. 

11 (b) EFFECTIVE DATE.-The amendment made by 

12 subsection (a) shall apply to health care liability actions 

13 arising on or after January 1, 1995. 

14 Subtitle C-Health Care Antitrust 
15 Improvements 

16 SEC. 521. PROTECTION FROM ANTITRUST LAWS FOR CER-

17 

18 

19 

TAIN COMPETITIVE AND COLLABORATIVE 

ACTIVITIES. 

(a) PROTECTIONS DESCRIBED.-An activity relating 

20 to the provision of health care services shall receive the 

21 following protection from the antitrust laws: 

22 ( 1) If the activity is within a safe harbor des-

23 ignated by the Attorney General under section 522, 

24 the safe harbor shall be a defense to all antitrust 

25 claims, except for claims for injunctive relief as-

8 231' PCS 

P.11 
( DcLE) 

··: ... ··. ~ ' : 
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1 . serted by the Attorney General or the Chair in e.x-

2 traotdinary circumstances. 

3 (2) If the activity is specified in and in compli· 

4 ance with the terms of a certificate of review issued 

5 by the Attorney General under section 523 and the 

6 activity occurs while the certificate is in effect, the 

7 certificate shall be a defense to antitrust claims, 

8 other than claims for injunctive relief. 

9 (b) AWARD OF ATTORNEY'S FEES AND CoSTS OF 

10 SUIT.-

11 

12 

13 

(1) IN GE>:ERAL.-If any person brings an ac­

tion alleging a claim under the antitrust laws· and 

the activity on which the claim is based is found by 

14 the court to be protected from such laws under sub-

15 section (a), the court shall, at the conclusion of the 

16 action-

17 

18 

19 

20 

21 

22 

23 

24 

(A) award to a substantially prevailing 

claimant the cost of suit attributable to such 

claim, including a reasonable attorney's fee, or 

(B) av:ard to a substantially prevailing 

party defending against such claim the cost of 

such suit attributable to such claim, including 

reasonable attorney's fee, if the claim, or the 

claimant's conduct during litigation of the 

S 2374 PCS 

P.12 
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claim, was frivolous, unreasonable, without 

foundation, or in bad faith. 

(2) OFFSET IN CASES OF . BAD F AITH.-The 

4 court may reduce an award made pursuant to para-

5 graph ( l) in whole or in part by an award in favor 

6 of another party for any part of the cost of suit (in-

7 eluding a reasonable attorney's fee) attributable to 

8 conduct during the litigation by any prevailing party 

9 that the court finds to be frivolous, unreasonable, 
.. 

10 '\\ithout fou_ndation, or in bad faith. 

11 SEC. 522. DESIGNATION OF SAFE HARBORS. 

12 

13 

(a) !K GEKERAL.-

(1) DESIG?\ATIO?\ BY ATTOR?\""EY GE:'\"ER!ili.-

14 The Attorney General, in consultation \i.ith the Sec-

15 retary and the Chair, shall develop and designate 

16 pursuant to paragraph (C) safe harbors for purposes 

17 

18 

of section 521(a)(l) relating to-

(A) each category of activities referred to 

19 in paragraph (2); and 

20 (B) such other categories of activities as 

21 the Attorney General may designate in accord-

22 ance \\ith the process described in this section. 

23 (2) REQUIRED CATEGORIES OF ACTIVITIES St:B-

24 JECT TO SAFE HARBORS.-The categories of activi-

25 ties referred to in this paragraph are as follows: 

S 2374 PCS 

P.13 
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(A) JOINT PURCHASING OF HEAL TH CARE 

SERVICEs.-Providing the terms under which 

consumers of health care services (patients or 

others acting on their behalf) may jointly nego­

tiate and purchase health care services. 

(B) SMALL HOSPITAL MERGERS.-Provid­

ing for small hospitals lawfully to merge under 

the antitrust laws without undue delay or re­

view, taking into account the special needs and 

circumstances of rural health care markets. 

(C) NETWORK FOln1ATION Ai'ID OPER­

ATION.-Pennitting activities related to the 

startup and operation of collaborations between 

State-licensed providers through partial or full 

integration, including multi-pro"ider networks, 

hospital networks, physician-hospital organiza­

tions, and other efforts to provide health care 

services more efficiently. 

(D) ACTIVITIES OF MEDICAL SELF-REGU-

LA TORY EKTITIES.-Permitting standard set­

ting and enforcement activities by medical self­

regulatory entities (such as hospital boards and 

medical societies) to promote health care qual­

ity, except that a safe harbor under this para­

graph may not provide protection for any act.iv-

S 2374 PCS 

P.14 
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13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 
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ity undertaken for financial gam or for anti­

competitive reasons. 

(E) PROVISION OF INFQRMATION TO BUY­

ERS AND CONSUMERS.-Permitting health care 

providers collectively to supply non-price medi­

cal information to buyers and consumers relat· 

ing to the type, quality and efficiency of treat­

ment, including joint views on procedures that 

should be covered by purchasers and medical 

protocols,· except tl1at a safe harbor under this 

subparagraph may not provide protection for 

any collective refusals to deal or collective at­

tempts at coercion. 

/ (F) p ARTICIPATION IN SURVEYS.-Provid-

ing the terms under which health care providers 

may lawfully participate in written surveys of 

prices of services, reimbursements received, em­

ployee compensation, and other relevant areas. 

(G) HIGH-TECHNOLOGY AND TERTIARY 

CARE JOI?'\T VEKTURES.-Permitting activities 

of health care joint ventures to purchase or use 

new or existing high technology or costly equip­

ment, or to proi..;de advanced tertiary care serv-

ices. 

P.15 
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(H) MAR.KET POWER SCREENS.-Providing 

market power screens at appropriate levels 

below which combinations of health care provid­

ers are too small to pose a realistic antitrust 

threat. There may be different levels for dif­

ferent activities and markets, taking into ac­

count the special needs of rural health care 

markets. 

9 (I) JOINT PURCHASING ARRANGEMENTS.-

10 . Providing the terms under which health care 

11 providers may make joint purchases of products 

12 and services. 

13 

14 

15 

16 

17 

(J) Goon FAITH NEGOTIATIONS.-Provid· 

ing the terms under which health care providers 

may engage in discussions relating to legitimate 

collaborative activities .contemplated by the safe 

harbors. 

18 (b) PROCESS FOR DESIGKATION OF ADDITIONAL 

19 CATEGORIES OF ACTIVITIES.-

20 (1) SOLICITATION OF PROPOSALS.-Not later 

21 than 30 days after the date of the enactment of this 

22 Act, the Attorney General shall publish a notice in 

23 the Federal Register soliciting proposals for safe 

24 harbors. 

8 2374 PCS 
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1 (2) REVIEW OF PROPOSED SAFE HARBORS.-

2 Not later than 180 days after the date of the enact-

3 ment of this Act, the Attorney General (in consult.a.-

4 tion with the Secretary and the Chair) shall review 

5 the proposed safe harbors submitted under para-

6 

7 

8 

9 

10 

11 

12 

13 

graph ( 1) and include a description of the safe har­

bors in the report under subsection (d). 

(3) ADDITIONAL SAF'E HARBORS.-After sub­

mitting the report under subsection (d), the Attor­

ney General (in consultation '\\ith the Secretary and 

the Chair) may from time to time add additional 

safe harbors in accordance with the procedures de­

scribed in this subsection. 

14 (c) EFFECTIVE DATE OF SAFE liARBORS.-

15 (1) PUBLICATION.-Not later than 180 days 

·16 after the date of the enactment of this Act, the At-

17 torney General shall publish in the Federal Register 

18 for public comment the safe harbors proposed for 

19 designation under this section. Not later than 180 

20 days after publishing such proposed safe harbors in 

21 the Federal Register; the Attorney General shall 

22 issue final rules establishing such safe harbors. 

23 (2) EFFECTIVE DATE.-The safe harbors estab-

24 lished under the final rules issued under paragraph 

S 237' PCS 
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2 

3 

( 1) shall take effect 90 days after issuance, unless 

dis~pproved by the Congress. 

(d) REPORT ON PRoPOSED SAFE liARBORS.-Not 

4 later than 180 days after the date of the enactment of 

5 this Act, the Attorney General (in consultation with the 

6 Secretary and the Chair) shall submit a report to Congress 

7 describing the proposals from subsections (a) and (b)(l) 

8 to be included in the publication of safe harbors described 

9 in subsection (c)(l) and the proposals from. subsection 

10 (b)(l) that are not to be so included, together '1fith expla-

11 nations therefor. 

12 (e) MODIFICATION' OR RE·~!OVAL OF SAFE lLIB-

13 BORS.-The Attorney General (in consultation with the 

14 Secretary and the Chair) may modify or remove a safe 

IS harbor following notice and comment upon a determina-

16 tion that the safe harbor does not meet the criteria of sub-

17 section (0. 

18 (0 CRITERIA FOR SAFE liARBORS.-In establishing 

19 safe harbors under this section, the Attorney General shall 

20 take into account the following: 

21 ( 1) The extent to which a competitive or col-

22 laborative acthity ,,;u accomplish any of the follow-

23 mg: 

24 (A) An increase m access to health care 

25 se:r.1ces. 

S 2374 PCS 

P.18 



NOU-22-1994 12:59 FROM ATR LEGAL POLICY TO /*71:19-4567431 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

342 

(B) The enhancement of the quality of 

health care services. 

(C) The establishment of cost efficiencies 

that will be passed on to consumers, including 

economies of scale and reduced transaction and 

administrative costs. 

(D) An increase m the ability of health 

care facilities to provide services in medically 

underserved areas or to medically underserved 

populations. 

(E) An improvement in the utilization of 

health care resources or the reduction in the in-

13 efficient duplication of the use of such re-

14 sources. 

15 (2) \\7hether the designation of an activity as a 

16 safe harbor will result in the follov.;ng outcomes: 

17 (A) Health plans and other health care in-

18 

19 

20 

21 

22 

23 

24 

25 

surers, consumers of health care services, and 

health care prO\-iders will be better able to ne-
-

gotiate payrnent and service arrangements 

which \\ill reduce costs to consumers. 

(B) Taking into consideration the charac· 

teristics of the particular purchasers and pro­

viders involved, competition ,,;II not be unduly 

restricted. 

P.19 

( 

( 

\ 



( 

( 
····.··:·· 

i 

\ 

NOU-22-1994 12:59 FROM ATR LEGAL POLICY TO /*71:19-4567431 

.· ... ,· 

1 

2 

3 

4 

5 

6 

343 

(C} Equally efficient and less restrictive al· 

tematives do not exist to meet the criteria de-

scribed in paragraph ( 1). 

(D) The activity will not unreasonably 

foreclose competition by denying competitors a 

necessary element of competition. 

7 SEC. 123. CERTIFICATES OF REVIEW. 

8 

9 

10 

11 

12 

13 

(a) ESTABLISHMENT OF PRooRAM.-ln consultation 

with the Secretary and the Chair, the Attorney General 

shall (not later than 180 days after the date of the enact. 

ment of this Act) issue certificates of review in accordance 

with this section for providers of health care services and 

advise and assist any person with respect to applying for 

14 such a certificate of review. 

15 (b) PROCEDURES FOR APPLICATION FOR CERTIFI-

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

CATE.-

(1) SUBMISSION OF APPLICATION.-

(A) FOR){; CO?-.TTENT .-To apply for a cer­

tificate of review, a person shall submit to the 

Attorney General a written application which­

(i) specifies the activities relating to 

the provision of health care services which 

satisfy the criteria <lescribed in section 

522(f) and which will be included in the 

certificate; and 

S %374 PCS 

P.20 



NOU-22-1994 13:00 FROM ATR LEGAL POLICY TO /;f<7t:l9-4567431 

1 

2 

3 

4 

5 

6 

7 

8 

·9 

10 

11 

12 

13 

344 

(ii) is in a form and contains any in­

formation, including information pertain­

ing to the overall market in which the ap­

plicant operates, required by rule or regu­

lation promulgated under section 526. 

(B) FILING FEE.-The Attorney General 

may require a filing fee U> be submitted with 

the application to cover the cost of publication 

and the cost of review required by this section. 

The amount of the filing fee shall be deter­

mined on a sliding scale established by the At­

torney General in consultation ·with the Chair 

(based on the monetary size of the transaction 

14 involved), e.~cept that such fee may not exceed 

15 $5,000. 

16 (2) PUBLICATIOK OF NOTICE IK FEDERAL REG-

17 ISTER.-Vlithin 10 days after an application submit-

18 ted under paragraph ( 1) is received by the Attorney 

19 General, the Attorney General shall publish in the 

20 Federal Register a notice that announces that an 

21 application for a certificate of review has been sub-

22 mitted, identifies each person submitting the appli-

23 cation, and describes the conduct for which the ap-

24 plication is submitted. 

s 237' PCS 
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1 (3) ESTABLISHMENT OF PROCEDURES FOR IS-

2 SUANCE OF CERTIFICATE.-In consultation with the 

3 Chair and the Secretary, the Attorney General shall 

establish procedures to be used in applying for and 

5 in determining whether to approve an application for 

6 a certificate of review under this subtitle. Under 

7 

8 

such procedures the Attorney General, in consulta­

tion with the Secretary, shall approve an application 

9 if the Attorney General determines that the activities 

10 to be covered under the certificate will satisfy the 

11 criteria described in section 522(f) for safe harbors 

12 

13 

designated under such section and that the benefits 

of the issuance of the certificate will outweigh any 

14 disadvantages that may result from reduced com-

15 petition. If the Attorney General, with the concur-

16 rence of the Secretary, determines that the require· 

17 ments for a certificate are met, the Attorney General 

18 

19 

20 

21 

22 

23 

24 

25 

shall issue to the applicant a certificate of review. 

The certificate of review shall specify-

8 2374 PCS 

(i) the health care market activities to 

which the certificate applies, 

(ii) the person to whom the certificate 

of review is issued, and 

(iii) any terms and conditions the At· 

tomey General or the Secretary deems nee-
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essary to assure compliance "'ith the appli­

cable procedures described in paragraph 

(3). 

4 (4) TnnNG FOR DECISION ON APPLICATION.-

5 Within 90 days after the Attorney General receives 

6 an application for a certificate of review, the Attor-

7 

8 

ney General shall detennine whether to grant or 

deny the certifica.te. 

9 (5) NOTIFICATJON OF DECISION.-The Attor· 

10 ney General shall notify the applicant of the Attor~ 

11 ney General's determination and, if the application 

12 

13 

is denied, the reasons for the denial. 

(6) FRAUDULE:!'\T PROCURE:'IIEKT.-A certifi-

14 cate of review shall be void ab initio with respect to 

15 any health care market activities for which the cer-

16 tificate was procured by fraud. 

17 (c) fil!E~"'D~IE?\T AKD REVOCATIOK OF CERTIFI-

18 CATES.-

19 (1) ~OTIFICATTON OF CHA .. 't\'.GES.-Any appli-

20 cant who receives a certificate of re..,iew-

21 (A) shall prompt!~~ report to the Attorney 

22 General any change rele..,.ant to the matters 

23 specified in the certificate; and 

24 (B) may submit to the Attorney General 

25 an application to amend the certificate to re-

P.23 
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1 fleet the effect of the change on the conduct 

2 specified in the certificate. 

3 (2) AMENDMENT TO CERTIFICATE.-An appli-

4 cation for an amendment to a certificate of review 

5 shall be treated as an application for the issuance of 

6 a certificate. The effective date of an amendment 

7 shall be the date on which the application for the 

8 amendment is received by the Attorney General. 

9 (3) REVOCATION.-

IO (A) GROUNDS FOR REVOCATION.-In ac-

11 cordance with this paragraph, the Attorney 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

General, in consultation ·with the Secretary, 

may revoke in whole or in part a certificate of 

review issued under this section based on one or 

more of the following grounds: 

S 2374 PCS 

(i) After the e.\.-piration of the 2-year 

period beginning on the date a person's 

certificate is issued, the activities of the 

person have not substantially accomplished 

the purposes for the issuance of the certifi-

cate. 

(ii) The person has failed to comply 

~ith any of the terms or conditions im­

posed under the certificate by the Attorney 

P.24 
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General or the Secretary under subsection 

(b)( 4). 

(iii) The activities covered under the 

certificate no longer satisfy the criteria set 

forth in section 522(f). 

(B) REQUEST FOR COMPLIANCE ThTFORMA­

TION .-If the Attorney General or the Sec­

retary has reason to believe that any of the 

grounds for revocation of a certificate of review 

d_escribed in subparagraph (A) may apply to a 

person holding the certificate, the Attorney 

General shall request such information from 

such person as the Attorney General or the Sec­

reta.:r:y deems necessary to resolve the matter of 

compliance. Failure to comply '\\ith such request 

shall be grounds for revocation of the certificate 

under this paragraph. 

(C) PROCEDl:RES FOR REVOCATIOK-If 

the Attorney General or the Secreta~~ deter­

mines that any of the grounds for revocation of 

a certificate of re\iew described in subpara­

graph (A) apply to a person holding the certifi­

cate, or that such person has failed to comply 

v.ith a request made under subparagraph (B), 

the Attorney General shall give ''Titten notice of 
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the determination to such person. The notice 

shall include a statement of the circumstances 

underlying, and the ·reasons in support of, the 

determination. In the 60-day period beginning 

30 days after the notice. is given, the Attorney 

General shall revoke the certificate or modify it 

as the Attorney General or the Secretary deems 

necessary to cause the certificate to apply only 

to activities that meet the criteria set forth in 

section 522(0. 

(D) l~'VESTIGATION AUTHORITY.-For 

purposes of carrying out this paragraph, the 

Attorney General may conduct investigations in 

the same manner as the Attorney General con­

ducts investigations under section 3 of the Anti­

trust Civil Process Act, except that no civil in­

vestigative demand may be issued to a person 

to whom a certificate of review is issued if such 

person is the target of such investigation. 

20 ( d) REVIEW OF DETER)rINATIONS.-

21 ( 1) AVAILABILITY OF REVIEW FOR CERTAIN AC-

22 TIO?\S.-If the Attorney General denies, in whole or 

23 in part, an application for a certificate of review or 

24 for an amendment to a certificate, or revokes or 

25 modifies a certificate pursuant to paragraph (3), the 

S 2.374 PCS 
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applicant or certificate holder (as the case may be) 

may, within 30 days of the denial or revocation, 

bring an action in the United States District Court 

for the District of Columbia to set aside the deter­

mination on the ground that such determination is 

clearly erroneous. 

(2) No OTHER REVIEW PERMITTED.-Except 

as provided in paragraph (1), no action by the At­

torney General, the Chair, or the Secretary pursuant 

to this subtitle shall be subject to judicial review. 

(3) EFFECT OF REJECTED APPLICATIOK.-lf 

the Attorney General denies, in whole or in part, an 

application for a certificate of reviev,· or for an 

amendment to a certificate, or revokes or ar:nends a 

certificate, neither the negative determination nor 

the statement of reasons therefore shall be admissi-

ble in evidence, in any administrative or judicial pro­

ceeding, concerning an~~ claim under the antitrust 

laws. 

(e) PcBLICATIO?\ OF DECISIO?\"S.-The Attorney 

General shall publish a notice in the Federal Register on 

a timely basis of each decision made \\ith respect to an 

application for a certificate of review under this section 

or the amendment or revocation of such a certificate~ in 

P.27 
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1 .a manner that protects the confidentiality of any propri-

2 etary information relating to the application. 

3 (f) M.,...,'UAL REPORTS.-Every person to whom a cer-

4 tificate of review is issued shall submit to the Attorney 

S General an annual report, in such form and at SU.eh time 

6 as the Attorney General may require, that contains any 

7 necessary updates to the information required under sub-

8 ~tion (b) and a description of the activities of the holder 

9 under the certificate during the preceding year. 

10 (g) RESTRICTIONS ON DISCLOSURE OF lNFORMA-

11 TION.-

12 

13 

( 1) WAIVER OF DISCLOSuRE REQUIREMENTS 

uNDER .ADMINISTRATIVE PROCEDURE ACT.-Infor-

14 mation submitted by any person in connection with 

15 the issuance, amendment, or revocation of a certifi-

16 cate of revie'v shall be e..~empt from disclosure under 

17 secti<>n 552 of title 5, United States Code. 

18 

19 

20 

21 

22 

23 

24 

25 

(2) RESTRICTIONS ON DISCLOSURE OF COM-

MERCIAL OR FINANCIAL l?\"FOIDL\. TION .-

(A) IN GE?\"ERAL.-Except 8S provided in 

subparagraph (B), no officer or employee of the 

United States shall disclose commercial or fi. 

nancial information submitted in connection 

with the issuance, amendmentt or revocation of 

a certificate of review if the information is priv-

P.28 
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ileged or confidential or if disclosure of the in­

formation would cause harm to the person who 

submitted the information. 

(B) EXCEPTIONS.-Subparagraph (A) 

shall not apply \\ith respect to information dis­

closed-

S .2374 PCS 

(i) upon a request made by the Con­

gress or any committee of the Congress, 

(ii) in a judicjal or administrative pro­

ceeding, subject to appropriate protective 

orders, 

(iii) with the consent of the person 

who submitted the information, 

(iv) in the course of making a deter­

mination "ith respect to the issuance, 

amendment, or revocation of a certificate 

of review, if the Attorney General deems 

disclosure of the information to be nee-

essary in connection \,;th making the de· 

termination, 

(v) in accordance '\ith any require­

ment imposed by a statute of the United 

States, or 

(vi) in accordance \\ith any rule or 

regulation promulgated under subsection 
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(i) permitting the disclosure of the infor­

mation to an agency of the United States 

or of a State on the condition that the 

agency will disclose the information only 

under the circumstances specified m 

clauses (i) through (v). 

(3) PROHIBITION AGAINST USE OF INFORMA· 

8 TION TO SUPPORT OR ANSWER CLAIMS UNDER ANTI-

9 TRUST LA ws.-Aily information disclosed in an ap· 

10 plication for a certificate of review under this section 

11 

12 

13 

shall only be admissible into evidence in a judicial or 

administrative proceeding for the sole purpose of es­

tablishing whether a person is entitled to the protec-

14 tions provided by such a certificate. 

15 SEC. 524. NOTIFICATIONS PROVIDING REDUCTION IN CE&-

16 

17 

18 

19 

TAIN PENALTIES UNDER ANTITRUST LAW 

FOR HEALTH CARE JOINT VENTURES. 

(a) NOTIFICATIOKS DESCRIDED.-

(1) SuB~IlSSION OF NOTIFICATION BY 'V'EN-

20 Tl:RE.-Any party to a health care joint venture, 

21 acting on such venture's behalf, may, not later than 

22 

23 

24 

90 days after entering into a \Hitten agreement to 

fonn such venture or not later than 90 days after 

the date of the enactment of this Act, whichever is 

S 2374 PCS 
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1 later, file \\ith the Attorney General a ~tten notifi-

2 cation disclosing-

3 (A) the identities of the parties to such 

4 

5 

6 

7 

8 

venture, 

(B) the nature and objectives of such ven· 

ture, and 

(C) such additional information as the At· 

torney General may require by regulation. 

9 (2) FILING FEE.-The Attorney General may 

10 require a filing fee to be submitted with the notifica-

11 tion to cover the cost of publication and the cost of 

12 

13 

administering this section, e."\cept that the amount of 

such fee shall not exceed $250. 

14 (3) SUB:\IISSIO~ OF ADDITIONAL I?\"FOR)L\-

15 TIOK.-

16 (A) REQUEST OF ATTOR:?\"'EY GENERAL.-

17 At any time after receiving a notification filed 

18 under paragraph {1 ), the Attorney General may 

19 

20 

21 

22 

23 

24 

25 

require the submission of additional information 

or documentary material relevant to tlle pro­

posed health care joint venture. 

(B) p ARTIES TO \'E?'TCRE.-Any part.~· to 

a health care joint venture mny submit such ad-

ditional information on the venture's behalf as 

rna~· be app1·op1·i,1t.e to ensure that the venture 

P.31 
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will receive the protections provided under sub­

section (b). 

(C) REQUIRED SUBMISSION OF INFORlL\­

TION ON CHANGES TO VENTURE.-A health 

care joint venture for which a notification is in 

effect under this section shall submit infonna-

tion on any change in the membership of the 

venture not later than 90 days after such 

change occurs. 

(4) PUBLICATION OF NOTIFICATION.-

(A) I1'"FOR:\1ATION MADE :PUBL~YAllr 
' .. --

ABLE.-Not later than 30 days after receiving 

a notification with respect to a venture under 

paragraph ( 1), the Attorney General shall pub­

lish in the Federal Register a notice with re­

spect to the venture that identifies the parties 

to the venture and generally describes the pur­

pose and planned activity of the venture. Prior 

to its publication, the contents of the notice 

shall be made available to the parties to the 

venture. 

(B) RESTRICTION ON DISCLOSlJRE OF 

OTHER INFOR:'.\L.\TIO?\.-AJI information and 

documentary material submitted pursuant to 

this se(.:tion and all information obtained by the 

S 2374 PCS 12 
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Attorney General in the course of any investiga­

tion or case with respect to a potential violation 

of the antitrust laws by the health care joint 

venture (other than information and material 

described in subparagraph {A)) shall be exempt 

from disclosure under section 552 of title 5, 

United States Code, and shall not be made pub­

licly available by any agency of the United 

States to __ ,~·hich such section applies except in 
•, 

a judicial proceeding in which such information 

and material is subject· to any protective order. 

(5) \VrrHDRAWAL OF NOTIFICATION.-Any per-

son who files a notification pursuant to this section 

14 may withdra'v such notification before a publication 

15 by the Attorney General pursuant to paragraph (4). 

16 (6) NO Jt;DICIAL REVIEW PEIDHTTED.-... i\ny 

17 action taken or not taken by the Attorney General 

18 with respect to notifications filed pursuant to this 

19 subsection shall not be subject to judicial review. 

20 .(b) PROTECTIONS FOR VE?\TURES SvBJECT TO No-

21 TIFlCATIO:!'\.-

22 

23 

24 

25 

( 1) 11' GE1'EP..AL.~ 

(A) PROTECTION'S DESCRIBED.-Except as 

provided in subsection (c), the provisions of 

paragraphs (2), (3), (4). r.nd (5) shall apply 

S 2374 PCS 
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with respect to any action under the antitrust 

laws challenging conduct within the scope of a 

notification which is in effect pursuant to sub­

section (a)(l). 

(B) TDlll\G OF PROTECTIONS.-The pro· 

tections described in this subsection shall apply 

to the venture that is the subject of a notifica­

tion under subsection (a)(l) as of the earlier 

of-

(i) the date of the publication in the 

Federal Register of the notice published 

with respect to the notification; or 

(ii) if such notice is not published dur­

ing the period required under subsection 

(a)( 4), the e.'\.-piration of the 30-day period 

that begins on the date the Attorney Gen· 

eral receives any necessary infonuation re­

quired to be submitted under subsection 

(a)(l) or any additional information re-

20 quired by the Attorney General under sub-

21 section (a)(3)(A). 

22 (2) APPLICABILITY OF RT:LE OF REASON 

23 STAJ\'DARD.-In any action under the antitrust laws, 

24 the conduct of any person which is \\ithin the scope 

25 of a notification filed under subsection (a) shall not 

s 2374 PCS 
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l be deemed illegal per se, but shall be judged on the 

2 basis of its reasonableness, taking into account all 

3 relevant factors affecting competition, including, but 

4 not limited to, effects on competition in relevant 

5 markets. 

6 (3) LnnTATION ON RECOVERY TO ACTUAL 

7 

8 

DAMAGES AND Il\'TEREST.-Not\\ithsta.nding section 

4 of the Clayton Act, any person who is entitled to 

9 recovery under the antitrust ~aws for conduct that is 

I 0 within the "scope of· a notification filed under sub-

11 section (a) shall l"ecover the actual damages sus-

12 

13 

tained by such person and interest calculated at the 

rate specified in section 1961 of title 28, United 

14 States Code, for the period beginning on the e.arliest 

15 date for which injury can be established and ending 

16 on the date of judgment, unless the court finds that 

17 the award of all or part of such interest is unjust 

18 under the circumstances. 

19 (4) AWARD OF ATTOID\"EY'S FEES Af..1D COSTS 

20 OF SUIT.-

21 (A) IN GE:t\""ER..\L.-In any action under the 

22 antitrust laws brought against a health care 

23 joint venture for conduct that is within the 

24 scope of a notification filed under subsection 
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(a), the court shall, at the conclusion of the ac-

ti on-

(i) award to a substantially prevailing 

claimant the cost of suit attributable to 

such claim, including a reasonable attor­

ney's fee, or 

(ii) award to a substantially prevailing 

party defending against such claim the 

cost of such suit attributable to such claim, 
... -·: 

including reasonable attorney's fee, if the 

claim, or the claimant's conduct during 

litigation of the claim, was frivolous, un­

reasonable, without foundation, or in bad 

faith. 

(B) OFFSET IN CASES OF BAD FAITH.-

The court may reduce an award made pursuant 

to subparagraph (A) in whole or in part by an 

award in favor of another party for any part of 

the cost of suit (including a reasonable attor­

ney's fee) attributable to conduct during the 

litigation by any prevailing party that the court 

finds to be frivolous, unreasonable, ~'ithout 

foundation, or in bad faith. 

(5) RESTRICTIOKS ON AD~lISSIBILITY OF IN· 

FOR)L\.TION.-

P.36 
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{A) IN GEl\eRAL.-Any information dis­

closed in a notification submitted under sub-

section (a){ 1) and the fact of the publication of 

a notification by the Attorney General under 

subsection (a}( 4) shall only be admissible into 

evidence in a judicial or administrative proceed­

ing for the sole purpose of establishing '\\•hether 

a party to a health care joint venture is entitled 

to the protections described in this subsection. 

(B) ACTIONS OF ATTOR?\~Y GEl\"ERAL.-

No action taken by the Atwrney General pursu­

ant to this section shall be admissible into evi-

dence in any judicial or administrative proceed-

14 ing for the purpose of supporting or answering 

15 any claim under the antitrust laws. 

16 (c) EXCEPTIO?\ FOR CERTAIN ACTIVITIES.-In the 

17 event the parties cannot sho,,· procompetitive aspects nec-

18 essary to the success of the joint venture, the protections 

19 described in subsection (b) should not be construed to 
-

20 apply to conduct which constitutes per se price-fixing, bid-

21 rigging, or market allocation. 

22 SEC. 525. REVIEW AND REPORTS ON SAFE HARBORS, CE&. 

23 

24 

TIFICATES OF REVIEW, Ml> NOTIFICATIONS. 

(a) I!\ GEl\ERAL.-The Attorney General, in con-

25 sultation "ith the Secretary and the Chair, shall periodi-

P.37 
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1 cally review the safe harbors designated under section 522, 

2 the certificates of review issued under section 523, and 

3 notification received under section 524, and-

4 (1) with respect to the safe harbors, issue modi-

5 fications to such safe harbors in such maIUler as the 

6 Attorney General considers appropriate in accord-

7 

8 

ance with the requirements of section 522(f), which 

modifications shall take effect 90 days after 1ssu-

9 ance, unless disapproved by the Congress; ·and 

10 (2) with respect to the certificates of review and 

11 notifications, submit a report to Congress on the is-

12 

13 

suance of such certificates and receipt of notifica­

tions, including a description of the effect of such 

14 certificates and notifications on increasing access to 

15 high quality health care se1,ices at reduced costs. 

16 {b) RECO:ilD1E?-."DATION'S FOR LEGISLATION.-The 

17 Attorney General shall include in the reports submitted 

18 under subsection (a)(2) any recommendations of the At-

19 torney General for legislation to improve the programs for 

20 the issuance of certificates of review and reeeipt of notifi-

21 cations established under this subtitle. 

22 SEC. 626. RULES, REGULATIONS, AND GUIDELINES. 

23 (a) SAFE HA.RBORS, CERTIFICATES, Al\"D NOTIFICA-

24 TIONS.-The Attorney General, in consultation v.ith the 

25 Secretary and the Chair, shall promulgate such rules, reg-

S 237' PCS 
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1 ulations, and guidelines as are necessary to carry out sec-

2 tions 522, 523, and 524. 

3 (b) GUIDANCE FOR PROVIDERS.-

4 ( 1) IN GENERAL.-To promote greater cer-

5 tainty regarding the application of the antitrust laws 

6 

7 

8 

to activities in the health care market, the Attomey 

General, in consultation with the Secretary and the 

Chair, shall (not later than 1 year after the date of 

9 the enactment of this Act), taking into account the 

10 criteria used to designate safe harbors under section 

11 522 and to grant certificates of review under section 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

523, publish guidelines-

(A) to define or provide assistance in de­

termining relevant geographic and product mar­

kets for health care services and providers of 

health care services; 

(B) to further collaborative activities which 

may be helpful to enhance services in under­

served and geographically disadvantaged areas 

such as rural markets and inner cities; 

(C) to assist collaboration betv.'een prO\;d­

ers (such as hospital networks, physician-hos­

pital organizations, and other groups of provid­

ers) which will help provide health care sen'ices 

more efficiently; 

P.39 
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(D} to further activities by which public 

health clinics (including community health cen­

ters and migrant health centers under title m 
of the Public Health Service Act} may partici­

pate in networks and other collaborative activi­

ties in order to enhance services in underserved 

areas; 

(E) to assist providers of health care se:rv-

ices in analyzing whether the activities of such 

providers may be subject to a safe harbor under 

section 522; 

(F) to provide clarification for activities in 

the general subject matter areas described in 

the safe harbors in section 522, but which fall 

outside the safe harbors; and 

(G) to describe specific types of activities 

which would meet the requirements for issuance 

of a certificate of review under section 523, and 

summarizing the factual and legal bases on 

which the activities would meet the require-

men ts . 

(2) PERIODIC uPDATE.-The Attorney General 

23 shall periodically update the guidelines published 

24 

25 

under paragraph ( 1) as the Attorney General consid­

ers appropriate. 

s 2314 PCS 
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1 (3) WAIVER OF ADiiHNlSTRATIVE PROCEDURE 

2 ACT.-Section 553 of title 5, United States C.ode, 

3 shall not apply tc the issuance of guidelines under 

4 para.graph (1). 

5 SEC. 627. DEFINITIONS. 

6 

7 

8 

In this subtitle, the following definitions shall apply: 

(1) The term "antitrust laws"-

(A) has the meaning given it in subsection 

9 (a) of the first section of the Clayton Act (15 

10 U.S.C. 12(a)), except that such term includes 

11 . section 5 of the Federal Trade Commission Act 

12 

13 

(15 U.S.C. 45) to the e.'\.-tent such section ap-

plies to unfair methods of competition; and 

14 (B) includes any State law similar to the 

15 laws referred to in subparagraph (A). 

16 (2) The term "Chair" means the Chair of the 

17 Federal Trade Commission. 

18 (3) The term "health benefit plan" means any 

19 hospital or medical e.'\i>ense incurred policy or certifi-

20 cate, hospital or medical service plan contract, or 

21 health maintenance subscriber contract, or a mul-

22 tiple employer welfare arrangement or employee hen-

23 efit plan (as defined under the Employee Retirement 

24 

25 

Income Security Act of 1974) which provides bene-

fits ·with respect to health care services. 
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( 4) The term "health care joint venture" means 

a joint venture of 2 or more persons formed for the 

3 purpose of providing health care services, including 

4 attempts to enter into or perform a contract or 

5 agreement to provide such services. 

6 (5) The term "health care services" means any 

7 

8 

services for which payment may be made under a 

health benefit plan, including sen-ices related to tb.e 

9 delivery or administration of such services. 

10 (6) The term "medical self-regulatory entity" 

11 means a medical society or association, a specialty 

12 board, a recognized accrediting agency, or a hospital 

13 medical staff, and includes the members, officers, 

14 employees, consultants, and volunteers or commit-

15 tees of such an entity. 

16 (7) The term "person" includes a State or unit 

17 of local government. 

18 

19 

(8) The term "provider of health care services" 

means any individual or entity that is engaged in the 

20 deliverv of health care services in a State and that . . 
21 is required by State law or regulation to be licensed 

22 or certified by the State to engage in the delivery of 

23 such services in the State. 

24 (9) The term ''Secretary" means the Secretary 

25 of Health and Human Services. 
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(10) The term "specialty group" means a medi­

cal specialty or subspecialty in which a provider of 

health care services may be licensed to practice by 

a State (as determineq by the Secretary in consulta­

tion with the certification boards for such specialties 

and subspecialties). 

(11) The term "standard setting and enforce-

ment activities" means-

(A) accreditation of health care practition­

ers, health care providers, medical education in­

stitutions, or medical education programs, 

(B) technology assessment and risk man­

agement activities, 

(C) the development and implementatioR of 

practice guidelines or practice parameters, or 

(D) official peer rev:ie1ov proceedings under­

taken by a hospital medical staff (or committee 

thereof) or a medical societv or association for 

pNrposes of evaluating the professional conduct 

or quality of health care pro\ided by a medical 

21 prof ess}onal. 

22 TITLE VI-ADMINISTRATIVE 
23 SIM:PLIFICATION AND PRIVACY 
24 SEC. 691. ADMINISTRATIVE SIMPLIFICATION. 

25 (a) HEALTH lXFOR~IATlOK NETWORK.-

. ~ ' .. · 
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OBJECTIONS TO HATCH ANTITRUST AMENDMENT 
(REVISED s. 1658) -- ~Lso A/ITr.TR.();T" {toV~gat/J 

OI= 001...f BILL 

TRE PROPOSED ANTITRUST AMENDMENT, A REVISED VERSION 
OF S. 1658, SHOULD BE REJECTED. ANTITRUST EXEMPTIONS AND 
GOVERNJ\1ENT REGULATION OF COMPETITION IN HEALTH CARE 
MARKETS ARE UNNECESSARY AND WOULD HARM COMPETITION 
AND CONSUMERS. 

1. The amendment would replace measured, limited antitrust enforcement 
with broad antitrust exemptions and extensive government regulation of the 
competitive aspects of the health care industry. Regulation of one-seventh 
of the economy in this way is unnecessary and potentially harmful, and 
would be extremely costly. 

2. The amendment would defeat a principal goal of health care reform­
bringing increased competition to bear in the health care industry-by 
constraining appropriate antitrust enforcement and deterrence that 
safeguard competition. For this reason, antitrust exemptions are widely 
opposed by consumer groups. 

3. The "safe harbors" that would be issued by the Department of Justice 
under the amendment would exempt a wide range of conduct from the 
antitrust laws. This is essentially government regulation as a substitute for 
the antitrust laws. The Justice Department and the ITC have issued 
enforcement policy statements that contain "safety zones" to provide 
guidance to the health care community, but safe harbors that provided 
complete antitrust exemptions and that could only be corrected or refined 
through a formal administrative rulemaking are far more inflexible and 
rcgula to ry. 

The amendment's revisions to the original safe harb«?r provisions in 
. S. 1658 do not resolve their fundamental problems: --

Tbe safe harbors will still effectively be antitrust exemptions, 
notwithstanding revisions that give the government the ability to 
seek injunctions against safe-harbored conduct in extraordinary 
circumstances. 
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• While the revisions eliminate statutory safe harbors, they 
preserve the basic safe harbor regulatory scheme by delegating 
the responsibility to issue such exemptions to the Justice 
Department. Regulation through generally applicable safe 
harbors presents many of the same problems as regulation 
through individual certificates of review. 

• The amendment continues to mandate safe harbors in a wide 
variety of areas, some of which may not be amenable to safe 
harbor treatment at the current time. The Department of 
Justice and the FTC currently can decide on the basis of their 
experience and the evolution of health care markets whether or 
what types of safe harbors arc safe to establish in their 
enforcement policy statements. 

4. The broad, regulatory certificate-of-review program that would be· 
established by the amendment would involve initial government approval of 
applications for antitrust immunity and continuing government oversight of 
certificated activities. The scope of such a program makes it totally 
impractical, liable to error that could harm competition, and virtually 
certain to impose great regulatory costs on the industry and the 
government. 

The amendment's revisions to the certificate-of-review program 
originally proposed in S. 1658 do not address its fundamental problems: 

• Permitting injunctive actions notwithstanding certification does 
not diminish the scope or basic nature of the ccrtificate-of­
review ·program. Certificate protection against antitrust 
damages would still be significant and result in a program with 
much the same risks and costs. 

• Possible extension of the time for action on a proposed 
certificate and revisions regarding the details of judicial review 
do not eliminate the basic regulatory burden of the certificate­
of-review program. The vast majority of the costs of the 
program would still be incurred. User fees would allocate these 
costs to the industry and in turn to consumers-they would not 
eliminate them. 

2 
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5. The amendment's broad notification scheme would affect substantive 
antitrust rules and substantially diminish the practical ability of consumers, 
health plans, and other health care providers that may be harmed by 
antitrust violations to recover their losses. Anticompetitive conduct could 
be given legal protection that it does not deserve and appropriate antitrust 
deterrence of harmful behavior could be diminished. 

Tbe amendment's revisions to the notification scheme originally 
proposed in S. 1658 do not eliminate its possible adverse effects: 

• Eliminating the provision that ••deemed" notifications to have 
been filed on behalf of certain types of conduct even if they 
were not notified to the government addresses only one of the 
original scheme's most blatant flaws. 

• Restricting the notification scheme to joint ventures and 
disqualifying patent antitrust violations such as price fixing does 
not assure that the amendment will not result in anticompetitive 
changes in substantive antitrust rules. Distinguishing legitimate, 
integrative joint ventures from simple collective decisions on 
price by independent competitors is an important issue that 
could be wrongly preempted by the amendment. 

6. The amendment's mandate of Justice Department guidelines regarding 
collaborative activities in several areas is unnecessary and potentially 
harmful. The Department and the FTC have already issued several health 
care antitrust enforcement policy statements and arc in the process of 
improving these and issuing more. A statutory mandate to issue guidelines 
is therefore unnecessary. Moreover, such a mandate could be harmful if it 
forced the Department to issue guidelines covering matters with which it 
was not sufficiently familiar. Such guidelines could be overly cautious, 
thereby deterring conduct that was not in fact anticompetitive, or even 
overly permissiv~ thereby causing competitive harm. ,-

3 



NOU-22-1994 12=38 FROM RTR LEGRL POLICY TO 

(( : .. 

f / 1 ps Aej\.s I 1.. st o...""'J. .. .,..e{' 

§ rr;. ~ftllfL 
S. 1658/H.R. 3486 · ANALYSIS 

The following is a section-by section analysis of the 
health care antitrust immunity bill introduced by Sen. Hatch 
and Congressman Archer(S. 1658 and H.R. 3486). Each major 
section of the bill is described, followed (in bold) by an 
analysis of the p~oblems it potentially creates. (Any 
significant substantive differences between the Senate and 
House bills are parenthethically noted.) 

This analysis i.s consist.enc with, but more detailed 
than, the Justice Department's comments on the bills as 
contained in AAG Bingaman's April 14, 1994 letter to sen. 
Metzenbaum and Chairman Brooks. 

Sec. 2(a) · Antitrust Exemptions · Exempted are: 

(1) safe harbor activities listed in Sec. 3; 
(2) additional safe harbors established by the AG under 

Sec. 4 (.these would be established through APA 
procedure~); and 

(3} activities specified in "certificates of review" issued 
by the AG with the concurrence of the Sec./HHS under 
Sec. 5. 

Statutory safe harbors are hard to draft, subject to 
dangerous interpretations, hard to legislatively change. 
AG promulqation of new safe harbors under APA is effectively 
continuing requlation. 

A certification scheme has many serious problems, as 
described below. 

Sec. 2Cb) Attorneys' Fees.- Awards attorney's fees in cases 
where activity found to be exempt under one of safe harbor 
provisions or certificate of review. Worded to match NCRPA 
(covers fees for plaintiffs and defendants), but because it is 
triggered by finding that conduct is exempt, will only function 
to award attorney's fees to prevailing defendants if P's claim 
was frivolous, unreasonable, without foundation, or in bad faith. 

Depends on what if any antitrust safe harbors are enacted. 
Judgment call on whether to adjust American attorneys' fees 
rule as was done in NCRPA. 

Note: Rule 11 already provides for defendants' attorneys' 
fees in egregious cases, but since the NCRA of 1984, this 
kind of provision has had support where overdeterrence is 
supposed to be a problem. 
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Sec. 3 · Safe Harbors - Sets out statutory safe harbors that 
would provide complete immunity. 

In General: Statutory safe harbors are inherently 
problematic. There is a risk that interpretations of 
statutory terms and legislative history could lead to 

. anticompetitive outcomes; this risk is less where litiqation 
requires reasonable, competitively-based interpretations of 
enforcement policy statements. 

Legislative give-and-take efforts to craft statutory safe 
harbors may yield competitively risky, hard-to-change 
immunities. 

Statutory safe harbors also risk having the safe harbors 
drive the evolution of hea1th care markets, rather than 
market forces and efficiencies. Government should not steer 
an industry in this way. Policy statements have this 
potential too, but not to the same extent. The balance 
between eliminating antitrust uncertainty and "steerinq" the 
industry is more favorable with policy statements. 

(1) Activities of any combination of providers with market 
shares of less than 20% (25% in H.R. 3486). No need for any risk 
sharing or integration. 

Much broader than policy statement's 20% network safety zone 
that requires risk sharing. Appears responsive to AMA 
request for chance to market physician·contro1led networks 
that don't capitate or withhold. Safe harbor status 
provided even if network (or any other covered joint 
activity) miqht be held per se unlawful because of no 
inteqration or risk sharinq at all. Far beyond claim that 
all that is sought is recoqnition of substantial risk 
sharing through capital contribution for rule-of-reason 
purposes. 

Puts naked restraints at risk of being upheld on market 
share alone. While policy statements have market share 
tests, they do not cover naked restraints. Market share 
tests can be gerrymandered; risk of that happening sometimes 
is acceptable where there are procompeti ti.ve efficiencies at 
stake, but this risk should not be accepte~ for naked 
restraint. 

(2) Activities of medical self-regulatory agencies. Covers 
standard setting or standard enforcement activities designed to 
promote the quality of health care services. Excludes activities 
conducted for purpose of financial gain. 

There is no comparable policy statement. Safe harbor is 
broader than existing statutory exemption in Health Care 

2 
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Quality Improvements Act of 1986 for peer review undertaken 
in good faith. 

Safe harbor for standard-setting very dangerous as some 
"standards" may exclude types of providers, rigidify costs. 
thwart efforts to control costs through utilization review. 
etc. Some important antitrust cases have involved putative 
medical standards, e.g., Indiana Federation of Dentists. 
Rule of reason for standard settinq is appropriate, but not 
safe harbor. Peer review less dangerous. 

"Financial qain" purpose in this safe harbor is not adequate 
safequard··would hinqe all cases on intent and there will 
always be a· good medical intent explanation. 

< 3) Participation in surveys of prices, reimburs·ement 
levels, compensation. 

Generally follows requirements of policy statement,. 
includinq requirement of aqqreqatioo so that data of 
particular providers cannot be backed out, but· contains.no 
requirement that there be at least S contributors, no one of 
whose data represents 25% of data on weiqhted basis. 

(4) Any activity of a cooperative venture relating to 
purchase, operation, or marketinq or high·tech or other expensive 
medical equipment, or the provision of high cost or complex 
services. if # of participants does not exceed lowest number 
needed to support the venture. 

Much broader than policy statement. Covers equipment and 
services and "any activity relating to a venture". The 
bill's definition of health care cooperative ventures does 
not require integration or risk sharing; thus, this safe 
harbor could cover non·inteqrative market allocation of 
services. 

(5) Hospital mergers, if during preceding 3 years, one of 
hospitals has less than 150 operational beds and daily inpatient 
census of less than 50% of such beds. 

Broader than policy statement · cove.rs operational rather · 
than licensed beds, increases number to 150, and census can 
be more lenient. Also, policy statement only covers 
hospitals more than 5 years old. 

(6) Joint purchasing arrangements among providers where (A) 
joint purchases are less than 35% of market, and (Bl cost of 
products purchased jointly is less than 20% of total revenues of 
each participant. (Test {B) in H.R. 3486 is 20% of total revenues 
of the supplier of the product purchased.) 

3 
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Senate version appears to match policy statement. House 
version has duplicative monopsony power tests and no cost 
competition test. 

(7) Negotiations - good faith nego~iations to carry out any 
activity described in safe harbor section, any activity within an 
additional safe harbor. any activity that is subject of 
application or certificate of review; or any activity that is 
deemed submitted for purposes of notice/rule of 
reason/detrebling section. 

Tbere is no comparable policy statement. This safe harbor 
could immunize discussions, information exchanqes, etc., 
with anticompetitive effects. It could interfere with 
effective relief in antitrust cases. It could even 
effectively shield criminal behavior, notwithstandinq qood 
faith limitation. Providers should be able to discuss 
joining safe·harbored activities without this immunity. 

sec. 4 - Additional safe harbors - Directs AG to seek proposals 
for additional safe harbors through Federal Register, review 
(with Sec/HHS and FTC Chair), publish proposed new safe harbors. 
issue final rules establishing new safe harbors. Criteria for 
new safe harbors are very lengthy, keyed not only to competitive 
effects and efficiencies, but also to general effects on 
provision of health care. 

Essentially requires AG to immunize additional activities 
throuqh APA rulemakinq. Judicial review of decisions to add 
or not add safe harbors would be available. Rules made 
through this adininistrative/requlatory process would 
supplant antitrust laws. 

Strong step toward regulation of all collective health care 
industry activities. Criteria go beyond competitive effects 
-· detailed inquiry required on health care effects even if 
no competitive effects probable; thus, this provision 
changes antitrust standard and makes matters more complex 
than would be the case under standard antitrust enforcement. 

Also risks havin_g government decisions on safe. harbors 
influence evolution of health care markets rather than 
market forces and efficiencies {comparable to effect of 
legislating safe harbors). 

What about FTC? Under this bill, it is a consultant, but AG 
has final call. 

Sec. 5 - Certificates of Review - Creates comprehensive 
certificate of review regulatory scheme involving: 

4 
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• 

• 

• 

applications under same complex competitive and other 
criteria used for establishment of safe harbors under 

sec. 4; 
publication of notice in the Federal Register; 
decisions on applications by AG with concurrence of 
Sec./HHS within 90 days; 
issuance of certificates with any necessary terms and 
conditions; 
automatic approval of application for certificate after 
90 days if not denied; 
expedited approval in some circumstances; 
reconsideration of denials: . 
amendment and revocat.ion of certificates if activities 
have not accomplished goals. or parties have failed to 
comply with terms and conditions, or activities no lonqer 
satisfy criteria for certificate issuance; 
requests by AG and Sec/HHS for compliance information; 
judicial ~eview in appropriate district court of denial or 
revocation of certificate on ground that determination was 
erroneous based on preponderance of evidence; 
annual reports by certificate holders.re activities; 
confidentiality restrictions. 

This certificate of review proqram is a comprehensive 
regulatory scheme that would leave the AG and the ·sec/HHS 
with the responsibility of overseeing competition and the 
achievement of health care benefits across an unknown and 
potentially very broad sec;ment of the larqest sector of the 
.American economy. It covers any joint activity. and there 
could be thousands or hundreds of thousands of applications 
for certificates. 

This scheme has all of the facets and costs of classic 
regulation--applications for approval, continuing oversiqht, 
possible revocation, judicial review, etc. Health care is a 
huqe segment of the economy to try to regulate in this wayo 
There can be no comparison to the far more limited Export 
Trading Company Act on which it is modeled. which affects 
only exports and only involves a few certificates a year. 

Initial and continuing regulatory o~ersiqht of joint 
activities in·the health care area is both impractical and 
not an adequate substitute for effective antitrust 
enforcement. Competition would be threatened because the 
Dept. likely would be unable effectively to deal initially 
with the myriad of applications, much less monitor and 
oversee the continuing competitive and other effects of 
certificated activities. 

Clearly, this certification scheme would be immensely costly 
and competitively dangerous. It could seriously undermine 
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the basic goal of health care reform-·to bring effective 
competitive forces to bear in the industry. 

What about FTC? They are a consultant, but certificates 
issued by AG with concurrence of Sec/HHS. 

sec. 6 - Notification/Rule of Reason/Detrebling · creates 
notification program similar to far more limited National 
Cooperative Research and Production Act (NCRPA) (which covers 
research and production joint ventures, but no~ joint marketinq.) 

Any ''health care cooperative venture" {defined very broadly as 
any activities, including attempts to enter into an agreement, 
carried out by two or more persons for the purpose of providing 
health care services) could file a notification with the AG 
disclosing parties to and nature and objectives of a cooperative 
venture. 

Some activities would be deemed to have filed a notification for 
purposes of section 6 even if they had not. Under both ~~nate 
and House versions. these would include cooperative ventures for 
which an application for a certificate of review had been souqht. 
Under the Senate version, these would also.include networks of 
non-institutional providers with less than certain market shares 
(50% non-exclusive, 35% exclusive) and that share financial risk 
(defined broadly to include not only capitation and withholds, 
but also ownership or equity interests). (Under the House 
version, H.R. 3486, these would include institutional Q1: non­
institutional cooperative ventures that either share risks as 
described above QI. meet the same market share tests.) 

The effect of a notification would be to (i) guarantee rule of 
reason treatment; {ii} limit any successful plaintiffs' recovery 
to actual da~ages and attorneys• fees; and (iii) provide 
attorneys· fees to substantially prevailing defendants if the 
plaintiff's claim was frivolous, unreasonable, etc. 

In general, this broad notification scheme could undermine 
per se rules and the important deterrent effects of treble 
damages. Other health care notification proposals are more 
limited, e.g., they woul~ cover only certain types of joint 
ventures, or joint ventures where there is substantial risk 
sharing or integration. Note particularly: This version 
affords rule of reason treatment to· networks where risk 
sharing is limited to significant ownership or equity 
interests, combined with some utilization managernent··the 
kind of network that the AMA has been proposing as having 
sufficient integration to qualify for rule of reason 
treatment and possible safety zone coverage under the policy 
statement. (Note also that under the House version. 

6 



( . 
( 
\. 

( 

~ 

NOU-22-1994 12:42 FROM ATR LEGAL POLICY TO /*7~9-4567431 P.17 

H.R. 3486, a network would be covered if it met the market 
share tests, even if it did not share risks.) 

The important concern to note about this notification 
provision is its breadth. It also provides rule of reason 
and detreblinq benefits to some ventures that don't even 
file notifications··the purpose of the notification is to 
give the AG and the public notice of something and the 
opportunity to move aqainst it promptly before competitive 
damaqe is done. 

Although not nearly as costly as a certification scheme, a 
notification scheme as broad as this one cou1d tax the Dept. 
by requiring_ review of a larqe number of notifications and 
publication of a larqe number of federal reqister notices. 
We have manaqed the NCRPA notification program (a few 
hundred notifications since 1984) with only limited 
resources, but this one would be a lot bigqer. 

What a.bout FTC? Unlike NCRPA, notifications under this bill 
are filed only with the· AG. How does this affect FTC 
enforcement role in health care area? 

·Sec. 7 · Review and Reports • This section requires the AG in 
consultation with the Sec/HHS and the FTC Chair to review safe 
harbors and certificates and report to congress on their effects, 
with any recommendations for additional legislation. 

Reports required by statute can subtly but substantially 
increase workloads. These reports have that potential. 

Sec. 8 - Rules, Regulations, and Guidelines - Requires AG with 
concurrence of Sec/HHS to promulgate necessary rules, reqs, 
guidelines to carry out the enLire bill. Guidelines must include 
those defining or relatin~ tD relevant markets. (Under the House 
version. H.R. 3486, there is no specific mention of guidelines 
for defining relevant markets.) Guidelines must also be 
promulgated to assist providers in determining whether their 
activities may fall into a safe harbor and to describe specific 
types of activities that would meet requirements for 
certificates. 

Promulgating health care market definition guidelines would 
be extremely difficult in the abstract. 

This section also effectively directs the AG and HHS to 
suggest collective activities in the delivery of health care 
services. It thus risks having government rather than the 
marketplace influence the evolution of health care service 
delivery · something the health reform effort is not 
supposed to do. 

7 
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RTR LEGRL POLICY 

The Hono:-able l-iowa::-d w. Met.zen::>awn 
Chai=man 

TO /*7~9-4557431 
A.nti~rus: Divisio:'l 

Subcommittee on Antitrust. Monopolies. 
and Business Rights 

Committee on the Judiciarv 
U~ited States Sena:e · -
Washington, D.C. 20510-6275 

P. 18 

I am ~riting in =esponse to your lett~~ of March 22, 199~. 
also signed by Chairman B:.-ooks. requesting the views of the 
Department of J~stice on s. 1658 and i~s companion bill, 
~.? •. 3~86, t.he "Beal.th ca.:.-e Aritit.rust Imp:-ove.ment.s Act. of 2993 .. " 
These bills would create special new b:oad based sta:.utory 
immunities :rom the antitrust laws fo:.- a wide =an9e of health 
ca.!"e 2.C~ivi:.ies. 

Tne Depa:.-~ment is co~~ittec to =easona~le ano responsible 
annlication of t~e ~n~it:.-ust laws in the healt.h care a=ea to 
p~~mote ne~ competition i~ evolving ma:.-kets. We have est.ablished 
as a o=io=i:y the issuan=e of an:it=ust en~orcement policy 
st.a ~e::nen t.s i::i :he neal th ca:re area aesiqns6 to ::,:.-.:.:ic; c:> .... .-:1 he.al::.. 
ca::-e costs to cc~sume:-s ·..i;-,ile ~:-ovid::'l~ e::e=tive qua!ity hec:.:!.t.r-~ 
ca:-e se=vices. Six s~ch sta:ernen:s have al=eady ~een issue~ and 
o:~e=s ~ill ~e co~sice=ec. Wa a=e co:n.~ittec to o~~oi~~ =evie .... : 
c..-ic su:;::»ple!ile:.~a.:io::"l o~ t:iese s~c.~e;nents. 

E~fec:ive antit=us: la~s hav2 fo~ ove~ a =en:u=y bee~ the 
?=i~cipc.l ~uarc~to= of cornpetitlo~ in the ~-;"le=:can syste~ c.nc 
!-ia·..re time a.:c ~qa:.:1 ;:i:-ovec fc:.::- st!pe=io= to pe:-· .. ·~sive 9ove=n.:-;-ie::?t:. 
=evie~. =e~u:!.atio~. a~d ove=si~~; o: colle=tive activities that 
rr.ay l"':;.ve C0:7t;:>e:i ti ve cor:se~e~ces. :-:ec.l :h :-e:o::-::; s::-im..:.lC. !)""il~ o:; 
c. co::-,;;-;i:.;-r.e~: -.o co::-.;Jeti:.io~ ir< heal:~ c.:=.::-e rnc;.:-ke~s. 

co~si:=~e:-.tly. :he ~e:pa::-::;:1~nt o:: Jt:stice c;~oses ·:.::e b=oc.c r:.~"'' 
sta:.uLc:-y ;;.r;Li:::-·~s: :..r.i.~\.::-:iL:es co::i:ai:nec i:i the~ bills. 

~~e ~~:i:=us: la~s ~=e e~~o=~e6 so as ~o :ake fu!ly in:o 
c.=::o\.::.::: i..n:-:-e~se:: e::.:cie:-:c~', lo·-.-e:- aC..~i~is::-c.~i·ve c~~ o:..h~= 

cos:s. 
irnpo=t2~: :c :~e ~ost·e~::e~tive delivery o~ heal:h c!=e se=~~ces. 
Nei~he::- \:.~e J~s:ice ~epa=tmen: no:- :he ?e6e=c.l T=a6e Co;7i.~:ssic~ 
has eve= c~allen;e~ E join: ven:~::-e e~on; hos~i:~ls to ?~=chase. 
ope=ate a~C. rna=%e: ~i~h·te~h~olo~y o::- o:he= expe~si~e rne~ica: 
e~""-~:;::>rne:-i.\:.. ;_:;,C. of ::.,e mo:."e :r-.a:-: 250 hos:;:.ital r.i~:::-c;e:-s since ~9S7. 
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6~:y ~l have ~een ~o~~~ ~Y Lhe De?a=:me~~ c= t~e F7C to have 
likely a~ticox?e:i:ive e~!ects :hat ~a==anced a~:i:=~s: 
challenge. O~ly those co~i~atio~s that ~:1~ ha:-m t~e r.rne=ican 
co~s\.!rne= by =aisin~ p:ices. oe~=easing quality or availability o~ 
se=vices. o~ disco~=~~in; innovatio~ ~ace a~tit=ust challenQe. 

~he Depa=trnent and the ?TC have recognized that ~~ce=tainty 
ove= the application of the a~tit=ust laws in :he health ca:e 
a~ea should ~e addressee. a~~ have issued specific antitrust 
guidance to the health care industry. !n septe.nt::>er 19~3. the 
agencies issued several joint Statements o: hntitrust Enfo~cement 
Policy in the Health Ca=e Are~. Moreover, recognizing that 
issues and circumstances may change over time, the agencies have 
committed to providin9 additional general guidance. and also 
oeveloped an expecited p=ocess ~hereby healch care p=ovide=s can 
o~tain the vie~s of the Depa=tment'or the FTC on speciiic 
proposed activities. 

Private remedies have been an inte~ral part of antitrust 
enforcement for over 100 yea~s. Moreover, the "private~ 
antitrust remedies are used by State attorneys general to p=otect 
consumers in their stat.es from localized anticompetitive 
activity. Such actions a=e an important adjunct to fed~ral 
enforcement: Ou:- en! orcernen t resources a::-e l·imi ted. and can!'lo:. 
uncover or move against eve:.-y anticompetitive practice that may 
be ha:nning co~s~e=-s. ..b. t the same time, howeve:!", there is ;io 
::-eason to e:>:;>ect that hec.lth cc.re provid~:-s will face a multi~uoe 
cf ~aseless priv~te antit~ust suits. P=ivate pa~ties are 
unlikely to institute meritless lawsuits and even less likely to 
be successful in p\.::s~i~g them. This is especially ~he case ~ith 
reqa=6 t.o heal~h ca~e mat:.te:s, where it can be expected ~hat 
co-..:=~s will ~a}~e in:o accoi:nt the ·vie-..:s oi the <;overn.r.i.;:"lt.. 
incluci:lt; those e:>:?=esseC. .:::! the i::JOJ-?TC s:2:.eme:-.:.s of ;..::::ti~=l..!s: 
::::~io=ce:nent. ?olicy, in p=i·.:ate a.::!:.it:.::-~s~ actions. ?~;.is · ... ·ill hel;> 
e~s~=e so~~c ~~c =easo~ed aecisio~s i~ p=ivcte :i:iqat.ion. 

S. 1€58 and ~.R. 3~25 

S. !658 2~c ~.R. 3~86: ?=ovide seve=el :y?es of ~roe.~ 
im.r.11 . .:ni.ties :=c:-:1 :.he o;:ie=c.:.io:l of the antit::-ust l.e..,.:s t.o ;:he :.ieel;:h 
ca=e inc~s:.=y. !=ie~ly. Section 2 o~ eac~ ~ill ?=ovi6es 
an~it=-us~ i~11t:::~~~-~ :::i:- a~: .. : :,ealt~ ca.=-e ac:~,_.i:)' th~t: 

('2.) :alls ... ·:.:.:-:!:"l o;;e o: t:;e "sa:e ~.a:-::>o=s" descr.:.:OeC. i:i 
Sectio~ 3 c: t~e ~ill; 

(2) ~alls ~it~i~ an a~~itional sa~e h~:-~o~ esta~lished :Oy 
t.~2 ~ttc=ney G~ne:-2!. a:te= s~ekin~ ?~~!~C su;;~s:io~s ~o= 

lThe :~~ bi~ls a=e nearly iden~ical. 
e~~lly °'-0 ::,~L:"'l S. ~558 C.:L'lC ~. ~ .. 3~ e6. 

o~jeCLS 
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~~=~he= sa:e ~~=~o=s via ?eoe=al Re~:ste= ~o~ice ~~ce= 
Sec~io~ 4 o: the ~~~l; o= 

P.20 

(3) is cove=ed by a "ce=ti!icate o~ =evie~" issued by the 
~~to=ney Gene=al ~ith the conc~==ence of ~he secreta~y of 
Health an~ Human Services ("the Sec=etaryu) ~nder Sec:ion 5 
o: the bill. 

Additionally, sec~ion 6 of each bill p~ovides special anti~rust 
p~otections in the fo:m o: cua~anteed ru2e·of ·~eason trea~ment 
and the ttdetrebling" of any-antit=ust damages for a health care 
cooperative venture, if notice of the venture is provided to the 
Attorney General. 

The !;:)=oad ne'l.I statu~o:-y antitrust imrni.:ni:.ies accoroed by 
s. 1658 and H.R, 3~86 a=e unnecess~ry and potentially ha::mful. 
The certificate a: =evie~ immunity scheme in the bills, cove~ing 
any activi:y relatin~ to the ?revision of health ca=e services, 
would c=eate pe=vasive and continuing Feae=al gove=nmen: 
=equlaticn of the competitive and other cimensions of an unkno~~ 
and potentially vast number of heal th care p:-ovi der a c ti vi t.i es. 
This task could well ove::"'Whelm the Justice Depar~ment, seriously 
irnpecing its a~ility to focus on any activities that actually 
would have an~ico~petitive effects. It likely would result in a 
massive new bu:-eaucracy -...·i thin the ·oepa:=tment of Justice to 
aeminister such a prog=am. Mo=eove=. regulato=y a~ternpts to 
gua~a against an~ico~petitive behavio= have consiste~tly p~oveo 
~o be no substi~ute ic= the stanaa~a O?e=ation of ~he antit=ust 
la~s. The notification-based antitrust p=otections in the bills, 
broadly cove~in; any collective activity arnong heal~h care 
provice~s. coulc ~~ce=cut sounc a~tit:-~s: s~~stant.~ve sLa~oa=cs 
a~d ske~ ~he ~ala~ce of a~t:.:.~ust =emecies t~at has se=ved so 
well ::o= o·.re:- a ce:)t\4=Y. J..r.c the "saie na=~o=" iIT' .. 7\U:l.i ties in t:'1e 
bills, base~ as they woul6 be on ha=6-to·arne~~ s~a:~to=y o= 
:-e<;"'\.lla:.o::-y lanquc.~e anC. lei;is~2tive o= reg~l.;.c.o:.-y n:.sto:ry, could 
have u:-.i.in :en oea ar: ~ i co:1.1p~ :.i:. i ·v·e e:: ec :s, -....·:-ie:: ea. s e7':: o:-ce.'Tle::') t 
policy s~ate~e~:s ~asec on cc:nmon se~se, basic co~~~-~t~ve . ' , .... -'-~ -
pr~nc~?-es, ~oulc not. 

Ha·.-.inc; S\l.'7'1."i'"ia:::::ec the :::Je?a:-t:nen~· s vie-.·s on S. 1658 anC. 
H.R. 3~86. - ~ill a~~::ess ~elow o~:- co~ce::ns ~it~ each as?ect c~ 
t~e ~ills i~ ~o::e ce~ai~. 

3 
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The most comp=ehe~sive a~c co~~leY. new a~t:t:.-~st irr:.-iu~~:y 
scheme provided by S. 1658 an~ ~.R. 3C86 is ~he ce=ti!icate o~ 
=evie~ p:.-o=ess set o~t i~ Sectio~ 5 o: each bill. This sectio~ 
p:::-oviaes co:n?lete e:n:it:.-\.:st il'T'~-.;:iity to success::ul a~;::ilica:-:ts :o:­
a ce=tificete o! revie~ thet mzy cove:.- any activity :.-elatin~ to 
the p=ovision of health care se::-vices. In decieing ~hethe= to 
issu~ a ce:.-tif icate, the ~ttorney General a~d the Sec:.-etary are 
to take into account the e~tent to which a pa:::-ticula= activity 
.... ill: 

A) lead to an inc:.-ease in access to health ca:::-e 
services: 

3) enhance the quality cl health care se~vices; 

C) establish cos~ e:ficiencies that ~ill be passed on 
to consume=s. inclucin9 economies o: scale and reduced 
t=ansaction and adrninist=ative costs; 

D} increase the ability of health ca~e facilities to 
proviae services in me¢ically underserved a:-eas or to 
mecically unde~served populations; and 

E} improve th~.ut.ilization of health care resources o:­
red~ce ine=:icieut cu~licatio~ of such ~esou~ces. 

They must also consider whethe=: 

~) t.be ac~ivity will help health ?lans and o:he~ 
heal -::.:n ca.::-e i::su::-e:-s. co::;.silli!e:::-s of heal t:'"l ca:-e se:::-vices, =..nc 
healt~ ca::-e p=o~ice=s to ~e~te~ ne~ot:ate ?aYi7Je~: anc 
ser·,·ice a::-::-an;;_;e;nen ts that -...·:.11 !:"e6uce cos:: s to co::1su..11e:: s; 

3) t.aki::-iq i:1to consice::-atio:i the :::!i2.::-ac:.e:-is:ics c= 
the ?a:.-tic~la= ~~=chase::-s ~n~ pro~i6e::-s involvec, 
co~pe::itio:'l ~ill ~o:: be unc~2y =es::::-icte~; 

C) equally ef:ic~e:-it ~nc less :-est=ictive .;.lt.e:-:'lat.ives 
~o not e~!St :o meet the c=ite=ia desc=i~ed a~ove: and 

~) ~he e::iv!ty ~i!2 no: ~n=easonaj!y fo=eclose 
co;';'l;:ie<:.i:io::-; ::;.y cie~y.:.':1; co&.:;_je:.::o::s a ::1ecessc.=y ~:::.eme~~ o: 

Se::-.io~ 5 :-e:;-..:::-es :.::e f:.:<:.o:-ney Ge::e:-c.l. i::i co:"ls\.l.l.:.a~icn 
~i:~ :~e Sec=e:~=Y ~::~ :~e Chai= o~ t~e ?~c. to es:ablish 
p=o::ed~~es :.o ~e ~sed :~ ap?lyinq ~o= a~~ a;~=o~ing ce=:i~ic~~es. 
~t also =er;ui=es ?~~~ished no:ice of ec.c~ ~~?l:c~:io~ i~ :he 
Fe6e:::-al ~e;is:e= ~i:~i~ :o days of =eceip:. ~nd a::::ic~ by the 
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a??li~~tio~ ~o= a ce~:i~ica~2 has ~c~ ~ee~ 6e~ied ~i~~in 90 days. 
it is deerne~ a??=oved. T~e=e is a~so ;=ov!sio~ !o= ex?eeited 
action if an 2??lica~: ~in2icates a spec!al neet !o= ?rompt 
cisposi t.ion ... 

Fur~he= p=ovisio~s in Sectio~ 5 deal ~ith de~ial o~ 
a~plica:ions. =eques:s io= =econs1ce=a:io~. ==auculen: 
procurement, amenarnen: and :-evocation of ce=tificates, =equ2sts 
for com:;:>liance in!o::ir.c.tion, investigative a~t.ho:-ity. review of. 
certifica~io~ determi~ations in !ede=c.2 cou=t. the ef:ect o: 
=ejected applications. publication of decisio~s, annual reports, 
restric~ions on cisclosu=e o: info:ination. anc prohibition 
against ~se o! info:inat.ion to support o= enswe= claims under the 
antit~ust la~s. In sho=t. section 5 replaces the no:nnal 
operation of ~he antitrus~ laws ~ith ongoing gove:-:une~t review 
and =egulation of ce4tificated activities under the comprehensive 
standards se~ out above. 

Obj ec:tions to the Cer~ifi ca te of .P.evie\o' Pro .... ·isions 

Antit~ust immu~ity fo= any and all activities relatin9 to 
the pr-ovision of heal th ca:.-e services pu=s\lant to t.he comple': 
certifi~ate of :.-evie~ process contained in s. 1658 and H.~. 3486 
is unnecess~=Y and potentially harmf~l. There is no evidence. 
that estc.blishment o: such a pe:.-vasive rec;ula:o:-y sche.me o= such 
a s~bstantial 6e~artu~e :~om the antit:.-ust stanoa:.-os and 
proceau=es ap?llca~le in vi=tual2y all othe~ secto~s of :he 
econorny is necessa:.-y :o foste~ ~he innovative health care 
delivery syste..1"1s envisioned by tb~ iieal th Security Act. a.no rnost 
of ~he o~he~ reiorm ?~opos~ls c~~=en:ly befo=e the Con~ress. 
Jus~ice De~a~:~ent ana ~TC oolicv ~nc =~actice have accoroec - .. .. . 
favo=a~le ~=eatment to the vas: @ajority o: coo~e~a:ive 
ac:ivi:ies i~ the h~al:h ca=e a=e2. No= ~oes the ability o~ 
health c~=e p::-ovice:-s. cons'l:.~e=s o:- t.!":i::-~ pc.:-i:.y paye::-s to see:.: 
=ec~ess o: a~:it=l:s: ~:.-ieva~ces :h=o~~~ ?=ivate litiqation 
•a:=::-a:n t t:"'le su!:::>s ti"-\:: i o:-i o:· co:-i ti::.~.:.:-,c;; ~ove:-::.me::: ove:- s i ~~: c:: 
haalt.h ca=e activities fo= the eisc=i~inatin9 ap?lica:ion o~ 
so~n~ a~ti::-ust la~. 

?he aange:-s· o: a com:;:-ehe:::.s.:.ve ce:-tif:cat.ion/ant.it:::-t:st 
iw11"i..:~i~y sche.'71e a:-e r..a;:.::es:. ::.::-s:. such a sc~eme ·~.·o-...:.lo place 
:he en:i=e =es?c~s~~i:ity o! in.:.:ia!ly and ~:-os~ectively 
de:ec:i~~ a~:icc~?e:.itive t~=ea:.s a~~ co~t~~uelly mo~i:o=in; 
ap~=ove~ heal:h ca=~ ac~iv:~ies o~ tje ~~~a=:~a~~s o: J~s~ice a~d 
~~S. :n lie;~::. o:: t:::e ::i::-eactr: o: ::.!"le s=;,e..":le. ana~vzi.:ic a:"lc 
P .... o .... ess~""'c ci:.>--; . .::~ .... --,o ..... ...,..,,,c--io.,..,s coui,: '"'e ~.~-·he-~ ... ~ ,... - """ -••- --L- ... --c,.._ •. c.~~-- e .... _ .;.... -\,J -.J ....-"--"""i ..:.J-.-:1~. 

·~~ec·,~,.. _...,p J''s-:c~ ~-~---~~--·s ~...,~,~-v -o sc-ee-. ~-o-- sec~ -··~ -""·"!' --·- w. .... _ - _,J';.:JC:..--•~·-· .. :... C.-'---'- .. L.. - ..... ~- :-'o 
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c :. = c ~ -n s t. a 7"l c es : s e::. ~ i :- e ~ ~1 p ~et.: = t. a~ l e . 
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T~e ce=ti!ica:io:i sc~e~e p=ovide~ ~Y s. !E58 a~~ ~.R. 3~86 
a~so ~o~lc :-equi=e ~~~a==a~~e~ a~c co:l:i~~in9 ~ove=:"lr.\e~: 
ove:-sic;h:. o: a:-:i ~:iY.:io·-.':l 2nG ?Ote:-.:ial'.:y vas:. m:..-n!>e:- o: ac.y· to-day 
activities o: hea~tn ca.:-e ?:-ovide::-s. Gove:::-r.r.ie:it a9encies \o.!Ould 
have the a~ili=y :o a??::-ove a ~ide =ange o~ i~dividual o:::­
collabo=ative acti~i:ies. pe=ha?s on co~~itio~ that they be 
alte=e~ in a pa=:.ic~la= way. !~ additio~. the agencies would 
have the powe=, a~c :~oeec the obliga~ion. c.:~e= ce:-ti:ication to 
inte::-vene in a :-e~ulato=y manne:- ~heneve:- they dete:-rnined that 
:.he compl e>: and juogmen ta~ c::-i te:-i o in the bill we:-e no longe= 
met. constan:. monito=inc of e;;:istin~ ce:-ti!icate holde:::-s would 
be reO"\.lired to dete:::mine~whethe:- a ce:::-tificate should be amended 
o=- re~oked. To etfectively administe= such a scheme would 
:require a massive ne-...· bu:-eaucracy within the Depa:-t.ment. of 
~ustice. ?inally, the ce=tification scheme in ~he bills likely 
~ould impose increased costs on th~ health ca=e incust=y as 
p=oviders spent substan:.ial sums prepa=ing and filing requests 
for ce~tificates fo= ~ctivities that typically raise no colorable 
antitrust issues. 

NOTI?~CATION PROVISIONS OF S. 1658 ~ E.R. 3486 

Section 6 of each bill ~oulc create a notification procedure 
whereby any ''health ca:::-e coope:-ative venture" would be quaranteeo 
a "=ule·of-~eason" antitrust analysis if challenged under the 
antitrust l~ws. and any antit=ust relief ~ranted a~ainst such a 
ventu~e ~o~ld be limi:.ec to actual =athe~ than tre~le oamaces. 
?e=ties co~lo o:::,tain su::h p=o:.ection !:ly ai:Ei:::T.1atively not.ifyinq 
t.he Attorney Ge~eral o: thei= activities. b~t in addition many 
tYl)es of ve'.;'l t'l;:-es -..·o~~c be "aeemec ·· to have sub:r.i:. tea such a 
~ot~:icatio~. These i~clu6e a~y ve~:u=es that ~ave applied ;o= a 
certificate o= =evie~ u~cie= Section 5. anc any health ca=e 
coo~e~a~ive ve~t~=es o= a ce=tain size: among non-institutional 
p=ovi~e=s ~ho sha~e =isks.l 

Objec~io~s ~o :he No:ifica:io~ ?=ovisions 

As ~i~h ce::-ti:!cation sche~es, =~le·o:-~eason/si~~le damage 
P=otectic~ via ~oti:ica~ion ~o::- ~nkno~n an~ ~o:.e~tially ~road 

50 perce:i:. 
perce~:. 0:­

: e\,;2= o: ::;~ :r,e_-;-~-a:-s o: a;-,y o:ie S?ec~~l:y \.:ic.:;::: :.:.at ~=oup; :o= 
an exclus:.~e n~:~c:-k. a~; ~=o~? incl~~i~~ 35 ?e=~e~t c:- ~ewe: o= 
~he ~=o·.-iae:s o::- S?e~i.a~is:s i:-i a re:e·v·a:;: "·~=X.~-.. 

]~-~. 3~E6 6ee~s e~:.he:- ve~tu=es ~elo~ :~e size ~imi~s in 
Note 1 s~~~a o= v2:::~~es ~je~ei~ ?~ovi~e::-s sh~::-e =isks ~o ~ave 
been ~o~~::e~; s. ~558 imposes ~o~h si~e :i~i:s a~t =isk sha=i~~ 
be:o::-e ve::~\.:.::-€.S \,.'ill be cee;nec :o ~e.ve :iee:i :-:oc..:.:iec. ::.:-:. 3~86 
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cate~o=ies o! co~la~c:c:ive healt~ ca:e ac:iv :ies is u~~ecessa=y 
a~c pote~:ia!ly ha:T.):~1. ?~e=e is ~o i~cica~ o~. i~ li~ht o: t~e 
so~~c en~o=c~~e~: policies a?;::!iec ~o health ca:e ac~ivities. 
tha: cost·savin; o: o:he=wise e~~icie~t joint ve~tu:es i~ the 
heGlth care a=ea a:e ~~~sually V\.llne~able to a~tit:ust attack. 
1:-i :ac~. q\.:i'-e the o;:>;::osite is clea::- ::-o:n the :-ecord .. The:e is 
no sounc :ease~ to e~:tenc antit=ust ~=otectio~ to joint ventures 
that present no anticompeti~ive :-isks and that woul6 ~ot be in 
danger of challenge in the fi:st place. Mo:eover, such a 
p=ovision could actually increase costs in the health care 
industry as the costs o: ~otifications were passed on co 
conswne:::-s ~ 

A notification scheme such as that set ou~ in s. 1658 and 
H.R. 3~86 could be ha~raful to competition and cons\lJTle=s by 
providing un~arrantec :ule·o!-reason o= single damage protec~ion 
to pocen~ially enticom?etitive activities. The=e is no 
in~icatio~ that p:ocompeti~:ve joint ectivity in the healch care 
area is bein9 placeo a~ un~sual or unoue 2ntit=ust risk. 
Moreove~. there is no legitimate distinction between health care 
and other inaustries such tha~ p0Lenti2l t=eble carnages should 
not p~oduce the same sal~tary compensate!')' and deterrent effects 
1n the heal~h care a=ea that they do generally. · 

Absent clea= anc convincing evidence of aberrations or 
abuse. antitr~st standarcs ano reJnecies shoulc not be abrogated 
by special ind~st~y-spe=i~ic protection for broad ranges of 
activities. 3lanket, automatic protection for any "health ca=e 
coope::-etive ventu=e." .....-hie~ is ae:fineo in t.he two bills c.s •·any 
a~tivities, i~cluci~~ attemp'-S to e~ter into o= ?e~form 2 
contract o= aq=ee~ent, ca==iec out ~Y t~o or mo~e pe=sons fo= the 
p·~=.?ose of p:-o"·iC.inc; :"1e2.:!.. t:, ca:::-e se::-vices." anc £0=- ::,:;-oac 
ca:ec;o=ies ci activities t~at ~ithout ~~Y notice at all wo~l~ ~e 
"aee.rnec" to nc.· .. ·e :i2e~ a :iloti£icatio::.. -..·oula sic;:!!i.:ficantly 
cons::-ain e??~o~=iate a~:it:-~st e~:c~cement a~d cie:erre~ce. The 
:-atiouale ba~~nd <lo:~::ca~ic~ sc~~~es :s to ~:ve :~e ~c~e=nme~: 
an oppo=c~ni:y ~o Ste~ i~ and stop po:ential!y ha=mful 
activities. a~c the t:::-ade·o:: is that pa=:ies ~ho noti:y a~e 
~ive~ :-ule-c:·=easo~ an~ sin~le damages ?ro~ec~ion if :hey co~e 
£o=""ard. :~ li~~t o: the tr.o~sancs o: ventu::-es that could 
po:entially ~e p=ese~tec to the Depa:tment ~noe= a ~oLif icatio~ 
s~:'1e..l\e, t!-:ie.:-e .:.s a ve:-y :-ec.l cane:~= :.hat pote::ti2lly h2:-mf\.:l 
a==a~~~~a~:s ~o~~c ~e ~=c~:ec a ce~:-ee o: ?:-otec:ic~ ~~at t~ey do 
:10: dese:-·~·e. a:;c :.:-.=.: co-.:lc ::-es-...:l: . .,... su:,s:.a:-,:ic.l nc.::'T!'I r.o 
conS'$1e= s. 

se~tic~ 3 o: each ~ill ~cul~ c=eate seve=al ca:e9o=ies of 
s~a~~:o~y hsa~~~ =a~e c~:::~~s: iii\.~~~i:ies ~ha~ ere i~ ~a=~ 
pa::e=ne6 en ;:~e sa~ety ~o~es 6esc:-i~e~ ~n the six De~a=~ment 0£ 
Jus'-.ice/?TC St~:e.--;ie:-::s c: .:..:-::i:=-...:s:. ==~:o:-ce.-ne~t ?ol!cy .in :.he 
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~eal~::-:. cc.:-e ~.:-ec. .:.~s\.:e= .:..:1 Se;:>~er:-.!::>e:- 1993. 7he "sa:e :ia:-~o=·· 
:~~~~i~:es .:..~ s. 1658 a~~ r..R. 3(86. r.o~eve=. a=e ~=oade:-. a~c 
the:-e a:re seve::"l cate90:-ies of e>:er.i;J:io:;s ir.s~eac o~ si>:. 
Sec~io~ ~ o: eac~ b!ll ~o~ld c=ea:e a p=ocess ~he::.-e~y the ?Ublic 
could s~~~i: S\!~9estio~s :o:- adc:tionel sz!e ha=~o:-s to ~e 
esta~lished by the ~~:o=ney Cene:-al. in consultation ~ith the 
Sec:-eta=y anc the Chai= of the FTC. 

Objec:ions to Cocification 0£ Safe Harbo~s 

Stat.\!to::.-y "side ha=bo:rs" from anti:.:"1.:st. sc:-utiny fo:::- health 
ca~e provide:-s would be both unnecessary and potentially harmful. 
such protections a:re unnecessary beca~se the Department and the 
:Tc have already set out significant safety zones in t.heir joint 
Statements of Antitrust ~nforce.roent Policv in the Healt.h ca=e 
Area that info::-m health care provide=s of-activities that a=e 
clearly la .... ·:ul. we have comr..i t tee to cont.inuin9 revie...., and 
supplemer.~ation of t~ese S~a~ements. ~nd have complemented them 
with an exp2dite~ process through which h~alth care p~oviders may 
o~tain the vie~s o: the Depa=tment o= FTC o~ specific proposed 
health care activities. ~hethe~ or not they are covered by the 
e:>:ist.ing policy statements. 

The harm that the Department foresees from cocification of 
health care antitr~st sa:et.y zones is that it co~ld hcve 
un£oreseen consequences a~d neecless2y encur.t!:>e:r la~ en£o~cernent 
a:Jd 6.evelopme:nt i!'1 c=.:::-eas thet may !'e~i~e iine t.~!'1inq £0::- some 
time to come. Cons"l.:..~e=s, health care p::.-oviders ano en=orc~~ent 
officials all need leeway to a6jus~ to changes in =elevant 
ma=kets as hea!th c2:-e syst~s evolve anc co~?eti~ion e~c 
efficiencies in heclt~ ~a=e celive=: become ~et~e= unae~scood. 
Sta~uto:-y a!l:it.::-ust ;.;r..11\.:nities ;;.:-e no-:. ec.sily a:ne:;c;d, a:n6 thei= 
inten6e6 e~~ects can ~~ 6isto=:et ~Y i~te=?=e:~tions o~ bo:h 
statuto~y l~n9~a9e a~~ le~is!ative histo:-y. O~ the otne= hanc, 
t.he ~r:ic\;:ation of sa~ecy zones !n ~lexib!e, co~~eti~ion­
o=ient.eC. e:::o:-ce:nent policy state.'rl!:!nts such c.s t~ose set O'...:':. by 
the aoen~ies last se~:e:r6e:- is a ~=ocess much ~c=e aearec to 2~ 
op: imal ou :come f o:- ~o t:i p:-o·w·iae::-s a:1C. coi'.'lsume::- s. \..~n.;.: l oo}:s 
like a pe:-~ectly =easo~a~le activity today co~ld have ~~fo=eseen 
ar;,tico:7t?etitive :-arr,:.:::ccs:ior:.s i:-1 -;.~e :~:-.::-e anC.. s:mila:rly, -..·hat 
a;:ipea::-s :o be c ;:i:-o:::,le..-:-.c.:ic ac::-.-icy :odc.y r;-,c;y :::,e perfect.ly 
:-easo~a~le i:1 :he :~:~=e. ~lt~ou;~ it is e~treo:-tina:-y fo= c~e 
pa::-:ic~~a:- in~~st=y :o ~ave a se: o~ s?eci~ic 9ui~elines pu~ 
~o=t.h :er its ~e~e~i:. :he ~e?a=t~e~: a:1~ the ?7C ~ave done so 
:o:: :he ;-iec.l t~ ::~=e i:-1C:1.:s ::-y. :! t .,_,o~l::: :!::>e tota\~Y i.:.np::-ecece:i~ed 
io= sue~ q~~6eli~es :o ~e coti!ie~.' 

'We ~~~l~ also ~o:e th2t so~e c~ the pa=ticule= sa~e ~ar~o=s 
de~~~e~ ~n :he :~o ~ills a:-e s~~sta~:i.;.lly ~=oade= :~a~ the 
sc;.f.ety ::.0:-11'?.S i:1 -c.!le ":J2J:;/:?c State.::-ie::ts c:: ~r:fo:-ce..~ent ?olicy. and 

( co:-i ~ inueC. ... ) 
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In su~. the De?a=t~ent of J~stice o?poses s. 1658 ana 
H.R. 3C86. ! a?p=eciate ve~y much you= inte=est in the 
irnpo=tance o: sou~d a~~it~cst enfo=cement anc the ?rese=vatio~ o! 
cc~?etitive hezlth ca:e ma=ke:s. The Depa=~rnent is committee to 
reaso~able anc res?onsi~le ap?licatic~ o: the antitrust la~s in 
the health ca=e area a~a ~ill continue to wo=Y. to p=omote a fair 
and competitive health care ffia=xetplace; ho~ever the b=oad new 
statutory antit=ust immunities in these bills could be 
det=imental to the goals o: health care =efo=~-

This Department has been advised by the Of !ice of Management 
and Budget that there is no objection to the submission of this 
reporc from the sta~o?oint o: the,Adminis~ra~ion•s p=og=am. 

_nc =ely, ~ < 
;c. /hv.7...-.C./'~ 

Anne K. Bingaman .. 
Assiscant Atcorney General 

4
( ••• ~o;,:::..~~e=) 

~ay ~=~~ec: ~n~ico~?e~i~ive co~6uct ~hat si~~if icantly hc::-r.is 
cons~1.e:.-s. 
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HEAL TH SECURITY ACT 
ANTITRUST HIGHLIGHTS 

• Competition is the cornerstone of the Act 

• The Department of Justice and the Federal Trade 
Commission issued antitrust guidance to health care 
providers in the fall of 1993 as called for in the 
Administration's preliminary plan 

• The Agencies will provide further guidance 

• The Act recognizes that providers may. jointly 
negotiate fee-for-service reimbursement levels with 
regional alliances 

• The Act repeals the McCarran-Ferguson antitrust 
exemption for health insurers 

1 



COMPETITION IS THE CORNERSTONE 
OF THE HEAL TH SECURITY ACT 

• Competition will yield the best allocation of resources, 
the lowest prices, the highest quality and the most 
innovation 

• The Act promotes competition between health plans 
and providers as a way to control health care costs 

• Health plans will compete to be selected by consumers 
by seeking ways to lower premiums and offer quality 
care through a network of providers 

• In order to obtain and retain business, health plans 
will have to be cost-effective in delivering care and 
administering their networks and be innovative in 
developing plans that consumers desire 

• Providers will compete to be included in networks 
offered by health plans by demonstrating that they 
can provide high quality care at affordable prices 

• Providers will also have incentives to look for 
innovative ways to prevent and treat medical 
conditions 

2 



THE HEAL TH SECURITY ACT 
PROMOTES COMPETITION 

• The Act encourages providers and health plans to 
compete on the basis of price, quality and innovation 

• The Act standardizes benefits offered by plans so that 
consumers can easily see which plans are more 
expensive and plans will be forced to compete on price 
and quality 

• The Act requires alliances to provide more 
information to consumers -- better informed 
consumers will reward cost-effective plans and 
providers with their business 

• The Act allows small businesses to lower the cost of 
covering their employees by allowing them to purchase 
health insurance through the alliances 

3 



BROAD-BASED ANTITRUST IMMINITIES 
WOULD HARM COMPETITION 

AND ARE UNNECESSARY 

• Broad-based immunities can harm competition, and 
thus increase costs, decrease quality, and discourage 
innovation 

• Broad-based immunities are unnecessary because the 
antitrust laws are sufficiently flexible to permit 
efficient cooperative activities 

• Antitrust uncertainty raised as a justification for 
broad-based immunities has been addressed by the 
DOJ-FTC September 1993 Health Care Antitrust 
Enforcement Policy Statements, supplemented by the 
Agencies' Business Review and Advisory Opinion 
procedures 

• Granting broad-based immunities substitutes 
government intervention for the natural workings of 
the market, and takes away needed enforcement 
discretion where joint action harms competition 

• Industry-specific antitrust immunities are rare and 
have always been disfavored. 

4 



STATEMENTS OF ANTITRUST ENFORCEMENT 
POLICY IN THE HEALTH CARE AREA 

• Joint product of the DOJ and FTC (Sept. 1993) 

• Statements cover 6 areas: 

(1) Hospital mergers 
(2) Hospital equipment joint ventures 
(3) Physicians' provision of information to 

purchasers 
(4) Hospitals' exchange of price and cost data 
(5) Joint purchasing arrangements 
(6) Physician network joint ventures 

• Statements contain safety zones and "rule of reason" 
analyses for conduct outside the safety zones 

• Statements establish an expedited review process 
whereby any member of health care industry can 
quickly get the views of the DOJ and FTC on the 
antitrust implications of proposed activities 

5 



HOSPITAL MERGERS: SAFETY ZONE 

• Agencies will not challenge any merger between 
hospitals, as long as one hospital : 

Averages 100 Licensed beds or less over 3 years; 

Averages 40 inpatients or less over 3 years; and 

Is at least 5 years old. 
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HOSPITAL EQUIPMENT JOINT VENTURES: 
SAFETY ZONE 

• Agencies will not challenge any joint venture among 
hospitals to purchase, operate and market the services 
of high-technology or other expensive medical 
equipment if the venture includes only the number of 
hospitals necessary to support the equipment 

• Background: Agencies have never challenged a joint 
venture among hospitals to purchase, operate and 
market high-technology or other expensive medical 
equipment 

7 



PHYSICIANS' PROVISION OF 
INFORMATION TO PURCHASERS 

OF HEAL TH CARE SERVICES: 
SAFETY ZONE 

• Agencies will not challenge the collective provision of 
information related to: 

mode of treatment 

quality of treatment 

efficiency of treatment 

This would include such information as suggested 
practice parameters and outcome data 

• Specifically excluded from the safety zone are: 

Implying or threatening a boycott 

Collective provision of fee-related information 
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HOSPITAL PARTICIPATION IN 
EXCHANGES OF PRICE AND COST 

INFORMATION: SAFETY ZONE 

• No challenge to written surveys of prices or costs if: 

Survey is managed by a third party; 

Information is historical (3 months old); and 

Information is aggregated so individual 
competitors' data can not be identified 
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JOINT PURCHASING ARRANGEMENTS: 
SAFETY ZONE 

• No challenge by the Agencies if: 

Joint purchases account for less than 35 percent 
of the total sales of the purchased product or 
service; and 

Cost of the joint purchases accounts for less than 
20 percent of the total revenues from all products 
or services sold by each competing participant in 
the joint purchasing arrangement 

10 



PHYSICIAN NETWORK JOINT VENTURES: 
SAFETY ZONE 

• No challenge by the Agencies if: 

20 percent or less of the physicians in each 
specialty with active hospital staff privileges (in 
areas with less than 5 physicians in a specialty, 
can always include 1 physician); and 

Physicians share substantial financial risk 

11 



AGENCIES WILL PROVIDE FURTHER GUIDANCE 

• The Health Care Antitrust Enforcement Policy 
Statements commit the Agencies to provide ongoing 
guidance in the form of additional Statements as 
warranted 

• The Agencies are always open to requests from 
interested parties for additional topics to be covered 

• The Agencies have established an expedited review 
process which allows any member of the health care 
industry to request the Agencies' views regarding the 
antitrust implications of proposed conduct. The 
Agencies have committed to answer these requests 
within 90 or 120 days 

• A number of parties have already availed themselves 
of this opportunity and have received prompt 
responses from the Agencies 

12 



JOINT PROVIDER NEGOTIATIONS 

• The Health Security Act recognizes that providers 
may negotiate jointly with alliances with respect to 
reimbursement levels on the fee-for-service plan 

• This allows alliances to have as much information as 
possible to avoid potential errors that could 
undermine the purposes of health care reform 

• It also allows providers to have a say in a vital 
determination made by an entity of the state that has 
total control over the level of reimbursement 

• It is consistent with existing antitrust doctrine --
U oder the antitrust laws parties have the right to 
collectively provide information to an entity of the 
state (the so called "Noerr-Pennington" doctrine), but 
may not threaten or engage in any boycott 

13 
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REPEAL OF MCCARRAN-FERGUSON ACT 
ANTITRUST EXEMPTION FOR HEAL TH INSURERS 

• The McCarran-Ferguson Act currently immunizes the 
business of insurance, including health insurance, 
from the antitrust laws, to the extent regulated by 
state law 

• This broad exemption could allow health insurers to 
act anticompetitively and thereby interfere with the 
Health Security Act's reliance on competition between 
insurers to control health care costs 

• The Health Security Act repeals the exemption for 
health insurers 

• Repeal will not prevent health insurers from engaging 
in procompetitive collective activities 
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