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Federal radionuclide standards. 
Currently the State of Wyoming has no 
such sources. However, sources which 
are not currently part 70 sources may be 
defined as major sources under 
forthcoming Federal radionuclide 
regulations. The EPA will work with the 
State in the development of its 
radionuclide program to ensure that 
permits are issued in a timely manner.

The State also has the option at any 
time to request, under section 112(1) of 
the Act, delegation of section 1%2 
requirements in the form of State 
regulations which the State 
demonstrates are equivalent to the 
corresponding section 112 provisions 
promulgated by EPA. At this time, the 
State plans to use the mechanism of 
case-by-case rulemaking to adopt 
unchanged Federal section 112 
requirements into its regulations.

Therefore, the EPA is also proposing 
to grant approval under section 112(1)(5) 
and 40 CFR 63.91 of the State’s program 
for receiving delegation of section 112 
standards that are unchanged from the 
Federal standards as promulgated.

d. Program fo r  Im plem enting Title IV  
o f  the Act. Wyoming’s PROGRAM 
contains adequate authority to issue 
permits which reflect the requirements 
of title IV of the Act, and commits to 
adopt the rules and requirements 
promulgated by EPA to implement an 
acid rain program through the title V 
permit.

B. Options fo r  A pproval/D isapproval 
an d  Im plications

The EPA is promulgating interim 
approval to the operating permit 
program submitted by the State of 
Wyoming on November 19,1993. The 
State must make the changes discussed 
above to receive full approval. Evidence 
of these statutory and regulatory 
revisions must be submitted to EPA 
within 18 months of EPA’s interim 
approval of the Wyoming PROGRAM.

At the time of this document, the 
State had not made an affirmative 
showing of legal authority to regulate 
sources within the exterior boundaries 
of Indian Reservations in Wyoming 
under the Act. Therefore, interim 
approval of the Wyoming PROGRAM 
will not extend to lands within the 
exterior boundaries of Indian 
Reservations. Until the State makes such 
a showing, part 70 sources within the 
exterior boundaries of Indian 
Reservations in Wyoming will be 
subject to the Federal operating permit 
program to be promulgated in 40 CFR 
part 71, or subject to the program of any 
Tribe delegated such authority under 
section 301(d) of the Act. The EPA 
anticipates promulgating an Indian Air

Regulation, at which time how the State 
defines Indian lands could become an 
approval issue.

This interim approval, which may not 
be renewed, extends for a period of up 
to two years. During the interim 
approval period, the State is protected 
from sanctions for failure to have a 
program, and EPA is not obligated to 
promulgate a Federal permit program in 
the State. Permits issued under a 
program with interim approval have full 
standing with respect to part 70, and the 
one year time period for submittal of 
permit applications by subject sources 
begins upon interim approval, as does 
the three year time period for processing 
the initial permit applications.

Requirements for approval, specified 
in 40 CFR 70.4(b), encompass section 
112(1)(5) requirements for approval of a 
program for delegation of section 112 
standards as promulgated by EPA as 
they apply to part 70 sources. Section 
112(1)(5) requires that the State’s 
program contain adequate authorities, 
adequate resources for implementation, 
and an expeditious compliance 
schedule, which are also requirements 
under part 70. Therefore, the EPA is also 
proposing to grant approval under 
section 112(1)(5) and 40 CFR 63.91 of 
the State’s program for receiving 
delegation of section 112 standards that 
are unchanged from Federal standards 
as promulgated. This program for 
delegations only applies to sources 
covered by the part 70 program.

III. Administrative Requirements
A. R equest fo r  Public Com m ents

The EPA is requesting comments on 
all aspects of this direct final rule.
Copies of the State’s submittal and other 
information relied upon for the 
development of this rule are contained 
in a docket maintained at the EPA 
Regional Office. The docket is an 
organized and complete file of all the 
information submitted to, or otherwise 
considered by, EPA in the review of the 
PROGRAM and development of this 
rule. The principal purposes of the 
docket are:

(1) To allow interested parties a 
means to identify and locate documents 
so that they can effectively participate 
in the rulemaking process; and

(2) To serve as the record in case of 
judicial review. The EPA will consider 
any comments received by October 24, 
1994.

B. Executive Order 12866

The Office of Management and Budget 
has exempted this action from Executive 
Order 12866 review.

C. Regulatory F lexibility  A ct
The EPA’s actions under section 502 

of the Act do not create any new 
requirements, but simply address 
operating permit programs submitted to 
satisfy the requirements of 40 CFR part 
70. Because this action does not impose 
any new requirements, it does not have 
a significant impact on a substantial 
number of small entities.

List of Subjects in 40 CFR Part 70
Environmental protection, 

Administrative practice and procedure, 
Air pollution control, Intergovernmental 
relations, Operating permits, Reporting 
and recordkeeping requirements.

Authority: 42 U.S.C. 7401-7671q.
Dated: September 14,1994.

Kerrigan Clough,
Acting Regional Administrator.
[FR Doc. 94-23599 Filed 9 -2 2 -9 4 ; 8 :45 ami 
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Medicaid Program: Outstation Intake 
Locations for Certain Low-Income 
Pregnant Women, Infants, and 
Children Under Age 19

AGENCY: Health Care Financing 
Administration (HCFA), HHS.
ACTION: Interim  final rule w ith  com m ent 
period.

SUMMARY: This interim final rule 
interprets the statutory requirement that 
State Medicaid agencies must provide 
for receiving and initially processing 
Medicaid applications by certain low- 
income pregnant women, infants, and 
children under age 19 at locations other 
than those used for the receipt and 
processing of applications for Aid to 
Families with Dependent Children 
(AFDC). The statutory requirement also 
provides that the application form for 
these individuals must be different from 
the application form used for AFDC.

The basis for the rule is section 
1902(a)(55) of the Social Security Act, as 
added by section 4602(a)(3) of the 
Omnibus Budget Reconciliation Act of 
1990.
DATES: E ffective Date. This interim final 
rule is  effective on October 24 ,1994 .

Com m ent Date. Comments w ill be 
considered if  recei ved at the appropriate
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address, as provided in the 
“A D D RESSES” section below , no later 
than 5 :0 0  p.m . on N ovember 2 2 ,1 9 9 4 .  
ADDRESSES: M ail com m ents (original 
and three copies) to the following  
address: H ealth Care Financing  
A dm inistration, D epartm ent of Health  
and H um an Services, A ttention: M B -  
5 2 -IF C , P.O . B ox 7 5 18 , Baltim ore, Md, 
2 1 2 0 7 -0 5 1 8 .

Please address a copy of com m ents on  
inform ation collection  requirem ents to: 
Office of Inform ation and Regulatory  
Affairs, A ttention: Laura O liven, Office 
of M anagem ent and Budget, Room  3 0 02 , 
N ew  E xecu tive Office Building, 
W ashington, DC 2 0 5 0 3 .

If you  prefer, you m ay deliver your 
com m ents (original and three copies) to 
one of the following addresses: Room  
3 0 9 -G , Hubert H. H um phrey Building, 
2 0 0  Independence A venue, SW ., 
W ashington, DC 2 0 2 0 1 , or Room  132 , 
East High Rise Building, 6 3 2 5  Security  
Boulevard, Baltim ore, M aryland 2 1 2 0 7 .

B ecause of staffing and resource  
lim itations, w e cannot accep t com m ents  
of facsim ile (FA X) transm ission.

In com m enting, please refer to file 
code M B -5 2 -IF C . Tim ely com m ents  
w ill be available for public inspection  as 
they are received , beginning 
approxim ately three weeks after 
publication of this docum ent, in  room  
3 0 9 -G  of the D epartm ent’s offices at 200  
Independence A venue, SW ., 
W ashington, DC, on M onday through  
Friday of each  w eek from 8 :3 0  a.m . to 
5 :0 0  p .m . (telephone: (202) 6 9 0 -7 8 9 0 ) .  
FOR FURTHER INFORMATION CONTACT: 
Robert Tom linson, (410) 9 6 6 -4 4 6 3 .

SUPPLEMENTARY INFORMATION:

I. B ackgrou n d

G enerally, sections 1902(a)(10)(A ) and
(C) of the Social Security A ct (the A ct) 
specify the groups of individuals w ho  
m ay be eligible for M edicaid. A m ong  
these groups are low -incom e pregnant 
w om en, infants, and children  under age 
19 w ho have incom es that are a 
specified  percentage of the Federal 
poverty level. B ecause M edicaid  
eligibility for m any of the eligibility 
groups specified under section  
1902(a )(10 )(A ) is associated  w ith  
eligibility for or receipt of A id to  
Fam ilies W ith D ependent Children  
(AFDC), m any State M edicaid  agencies  
provide for the receipt and processing of 
M edicaid  applications at w elfare offices, 
either con cu rrent w ith or separate from  
application  for AFDC or other cash  
assistance. In m ost cases in w h ich  an  
individual is determ ined to be eligible 
for AFD C on the basis of an AFDC  
ap plication , M edicaid eligibility is 
autom atic w ithout a separate M edicaid

application . For other eligibility groups, 
such  as low -incom e pregnant w om en, 
infants, and children under age 19  w ith  
incom es related to the Federal poverty  
level, eligibility for M edicaid is not 
associated  w ith  AFDC eligibility.

In an  effort to make the M edicaid  
ap plication  process m ore accessible to , 
low -in com e pregnant w om en, infants, 
and child ren  under age 19 , Congress 
en acted  section  4 6 0 2  of the Om nibus 
Budget R econciliation A ct of 19 9 0  
(OBRA ’9 0 ), Public Law  1 0 1 -5 0 8 , on 
N ovem ber 5 ,1 9 9 0 .  Section 4602(a )(3 )  
am ended the Social Security A ct to add  
a new  M edicaid  State plan requirem ent 
u nd er section  1902(a)(55) relating to the 
ap plication  process for these eligibility  
groups. The new  section 1 902(a )(55 )  
requires that a State M edicaid plan  
provide for receipt and initial 
processing of M edicaid applications  
from  the following groups of individuals  
at location s other than those used for 
processing applications for AFDC and  
for using at these locations an 
ap plication  form for M edicaid that is 
not the AFDC application form:

• Individuals specified under section  
1902(a)(10)(A )(i)(IV ) of the A ct (the 
m andatory eligibility group of pregnant 
w om en or infants w ith incom es up to 
133  p ercent of the Federal poverty  
level);

• Individuals specified under section  
1902(a)(10)(A )(i)(V I) of the A ct (the 
m andatory eligibility group of children  
age 1 up to age 6 w ith incom es at 133  
p ercent o f the Federal poverty level);

• Individuals specified under section  
1902(a)(10)(A )(i)(V II) of the A ct (the 
m andatory eligibility group of children  
age 6 up to age 19 b om  after Septem ber 
3 0 ,1 9 8 3 ,  w ith  incom es up to 100  
percent of the Federal poverty level);

• Individuals specified under section  
1 9 0 2 (a) (10) (A.) (ii) (IX) of the A ct (the 
optional eligibility groups of pregnant 
w om en or infants, children age 1 up to 
age 6 , and children  age 6 up to age 19, 
w ho are n ot eligible as a m andatory  
group, w ith  incom es up to 185 percent 
of the Fed eral poverty level).

Section 1902(a)(55) provides that the  
outstation locations for receipt and  
initial processing of applications for 
these individuals m ust include facilities 
defined as disproportionate share  
hospitals u nder section  1923(a)(1)(A ) of 
the A ct and Federally-qualified health  
centers described in section  
1 9 0 5 (l)(2 )(B ) of the A ct.

T he provisions of section 1902(a )(55 )  
apply to M edicaid  paym ents for 
calen d ar quarters beginning on or after 
July 1 ,1 9 9 1 ,  w ithout regard to w hether 
final regulations to carry out the  
provisions have been prom ulgated by 
that date.

II. Provisions o f the R egulations

W e are am ending the M edicaid  
regulations under 42 CFR parts 43 5  and  
4 3 6  to incorporate the provisions of 
section  1902(a )(55 ) of the A ct. 
Specifically—

1. Outstation Locations
W e have added a new  § 4 3 5 .9 0 4  to 

require that the State M edicaid  agency  
provide an opportunity for the 
designated groups of low -incom e  
pregnant w om en, infants, and children  
under age 19 to apply for M edicaid  and  
have th eir application initially  
p rocessed  at locations other than  those  
at w h ich  AFDC applications are 
received  and processed. The statutory  
language of section 1902(a )(55 ) of the  
A ct, as added by section  4 6 0 2  of OBRA  
’9 0 , requires that States provide an  
opportunity to apply for M edicaid  at 
locations other than w elfare offices, 
including Federally-qualified health  
centers and disproportionate share  
hospitals. By specifying that certain  
types of facilities be am ong the 
outstation locations, Congress clearly  
intended that, at a m inim um , Federally  
qualified health  centers and  
disproportionate share hospitals w ould  
be am ong the outstation locations.

We consulted extensively with States 
and related organizations and agencies 
before developing these interim final 
regulations. During this consultation, 
we considered the option of requiring 
States to outstation staff at every site 
operated by each Federally-qualified 
health center and disproportionate share 
hospital. However, we rejected this 
requirement because we believe that it 
would be burdensome on the States. 
Therefore, to provide States with as 
much flexibility as possible, especially 
in this era of restricted resources, we 
have chosen to offer States two choices 
for implementing the outstationing 
requirement. A State may establish 
outstation locations at each Federally - 
qualified health center and each 
disproportionate share hospital 
participating in the State’s Medicaid 
program and providing services to 
Medicaid-eligible pregnant women and 
to children, but not at every site 
operated by these entities. As an 
alternative, a State may submit a plan 
that provides for outstation locations 
which include at least some Federally- 
qualified health centers and 
disproportionate share hospitals, but not 
all such entities that provide services to 
the target populations. For the 
alternative plan to be approved by 
HCFA, the State must demonstrate that 
it is equally or more effective in 
outreach than a plan that would meet
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the general requirement, including the 
same level of staffing and funding by the 
State as the State would be required to 
commit to implement outstationing 
under the general requirement.

We are requiring that the outstations 
include Indian health clinics operated 
by a tribe or tribal organization, as these 
clinics are specifically included in the 
definition of Federally-qualified health 
centers under section 1905(1)(2)(B) of 
the Act, and included in the definition 
of rural health clinics under 42 CFR part 
491, subpart A. If a Federally-qualified 
health center or disproportionate share 
hospital has more than one site, the 
State must ensure that applications for 
Medicaid can be taken at an outstation 
location.

In addition to placing outstationed 
eligibility workers at Federally-qualified 
health centers and disproportionate 
share hospitals (or locations under an 
approved alternative plan) that provide 
services to Medicaid-eligible pregnant 
women and to children, States may 
consider other locations that are 
frequently visited by the targeted 
populations; For example, States may 
consider family support centers or 
school-linked service centers in 
addition to other sites operated by 
Federally-qualified health centers as 
suitable outstation locations.

To permit additional flexibility, we 
are allowing a State, at its option, to 
enter into reciprocal agreements with 
adjoining States to ensure that the 
population living in border areas of a 
State have the opportunity to apply for 
Medicaid at the health care locations 
they normally frequent when those 
facilities are in another State 
(§ 435.904(c)(4)).

2. Initial Processing
Section 1902(a)(55) provides for 

“initial processing” of applications for 
the designated low-income pregnant 
women, infant, and children groups. 
However, the phrase “initial 
processing” is ambiguous and is not 
defined in the statute. The House Report 
accompanying OBRA ’90 states that the 
“entire application process would be 
conducted at [an outstation],” and that 
the final eligibility determination could 
also be made there. The language of the 
House Report goes further to state that 
“even if  the «eligibility worker were an 
employee of the hospital or clinic, the 
pregnant woman or child would not be 
required to go to the welfare office for 
a face-to-face interview in order to 
complete the eligibility determination 
process. Instead, the simplified 
application form, along with necessary 
documentation, would then be 
forwarded to the welfare office for final

determination.” (H. Rept. No. 8 8 1 ,101st 
Cong., 2d Sess. 105 (1990)). We are, 
therefore, defining “initial processing” 
to mean taking applications, assisting 
applicants in completing the 
application, providing information and 
referrals, obtaining required 
documentation to complete processing 
of the application, assuring that the 
information contained on the 
application form is complete, and 
conducting any necessary interviews. 
Initiakprocessing does not include 
evaluating the information contained on 
the application and the supporting 
documentation nor making a 
determination of eligibility or 
ineligibility § 435.904(d)(2). Even 
though the phrase “initial processing” is 
not defined to include determinations of 
eligibility or ineligibility, State 
eligibility workers who are assigned to 
outstation locations may perform these 
tasks if  they are authorized to do so in 
the regular Medicaid agency intake 
office, as discussed in detail below. If 
we were to define initial processing to 
include making a determination of 
eligibility, the definition would conflict 
with the requirement of section 
1902(a)(5) of the Act. Under section 
1902(a)(5), the plan must be 
administered by a single State agency 
and determination of eligibility is 
restricted by this section to the 
Medicaid agency, the title IV-A agency, 
or SSA when administering the SSI 
program.

3. Staffing
The State must assure HCFA that staff 

are available at each outstation location 
to accept applications and assist 
applicants with the application process 
dining the horns that the regular State 
Medicaid offices are normally open 
(§ 435.904(e)). In addition, we are 
providing an exception to this 
requirement for staffing, and hours 
when staff are available, at locations 
that are infrequently used by the 
designated groups of low-income 
pregnant women, infants, and children. 
To fulfill the spirit of this legislation, we 
also encourage States to make outstation 
workers available at additional hours in 
the evening or on weekends beyond the 
minimum staffing requirement set forth 
in these regulations, thereby making 
access and the opportunity to apply for 
Medicaid as easy as possible for the 
designated groups.

In order to provide the States with as 
much flexibility as possible, we are 
allowing States to target and conserve 
their resources while complying with 
the requirement on availability of staff. 
We are not requiring outstation intake 
workers to be employees of the State

Medicaid agency, which is consistent 
with our regulations under 42 CFR Part 
432. However, all staff that perform this 
function must be trained to assist 
applicants in filing applications and to 
accurately answer questions that 
applicants may have or to refer such 
questions to the State agency’s regular 
office for answers. At a minimum, staff 
must be available at all Federally- 
qualified health centers and 
disproportionate share hospitals that 
provide services to Medicaid-eligible 
pregnant women and to children. Proper 
application forms must be on hand at all 
locations.

We are permitting States to staff 
outstation locations with State 
employees, provider or contractor 
employees, or volunteers under certain 
conditions and limitations. When a 
State places staff at outstation locations, 
the State may schedule persons to either 
work at a specific location or rotate 
among several locations. State 
employees who are placed at outstation 
locations may perform any tasks in 
connection with the receipt of, and 
processing of, an application for 
Medicaid at the outstation location that 
the employee would be authorized to 
perform at the State agency office, 
including the eligibility determination. 
Provider or contractor employees at 
these locations may only perform initial 
processing. This includes taking all 
actions in receiving and processing 
applications and excludes evaluating 
information provided on applications 
and supporting documentation and 
making eligibility determinations, i t  
contractor or provider employees, 
including provider contractors, are 
used, the State must ensure, whether by 
contract or other means, that these 
employees adhere to State and Federal 
confidentiality of information 
provisions concerning applicant and 
recipient information as specified in 42 
CFR 431.300 through 431.307, to the 
prohibition on reassignment of provider 
claims, as specified in 42 CFR 447.10, 
and to all State and Federal laws 
concerning conflicts of interest. 
Volunteers may be used in the same 
manner as provider or contractor 
employees, with the same requirements 
for adherence to confidentiality of 
information and conflict of interest 
prohibitions. These provisions are 
consistent with our regulations at 42 
CFR 431.10 (c) and (e) which specify the 
entities authorized to make 
determinations of eligibility for 
Medicaid and the authority of the single 
State agency.

At locations that are infrequently used 
by low-income pregnant women, 
infants, and children under 19, States
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may use volunteers, provider or 
contractor employees, or State agency 
staff, or telephone assistance. At these 
locations, the State must display a 
notice in a prominent place advising 
potential applicants about when 
outstation intake staff will be available. 
The notification methods must take into 
account the needs and characteristics of 
the population served. The notice must 
provide a telephone number that 
applicants may call for assistance with 
initial processing of an application „ 
when staff are not available. The notice 
also must comply w itk  Federal and 
State laws and regulations concerning 
the provision of adequate notice to 
persons who are blind or deaf or who 
cannot read or understand the English 
language. The notice must adequately 
inform these people of the opportunity 
to apply for Medicaid at locations other 
than the welfare office.

4. A pplication  Form s

Section 1 9 0 2 (a) (5 5) (B) specifies that 
the application form  that is to be used  
by the designated groups of low -incom e  
pregnant w om en, infants, and children  
under 19  at the M edicaid  outstation  
locations m ust be an  application  other 
than that used to apply for AFDC. The  
legislative history for OBRA ’9 0  states 
that the H ouse Com m ittee bill w ould  
require States to provide for the use of 
applications for M edicaid-only coverage  
at outreach  locations. It also states that 
“ States w ould develop application  
form s for use at designated hospitals, 
health centers, and other outreach  
locations. These sim plified form s w ould  
con tain  o n ly  those inform ation  
requirem ents n ecessary to  determ ine  
eligibility for M ed icaid .” (Em phasis 
added.) H. Rept. No. 8 8 1 , 10 1 st Gong., 
2d. Sess. 1 05  (1 9 9 0 ). T h e legislative 
history language further lists the item s  
w h ich  should appear on the application  
form.

To perm it as m u ch  flexibility as 
possible w ithin the scope of the  ̂
statutory language, w e are specifying in  
§ 4 3 5 .9 0 7 (c ) th at the application  form, 
including any com puterized  application  
fo^m, used  at outstation locations be an  
application  designed for the designated  
groups of low -incom e pregnant W omen, 
infants, and child ren  under age 1 9 , an  
application  already used  by M edicaid  
for applicants seeking M edicaid  only, or 
a m ultiple-program  application  form in  
w h ich  only th at inform ation appropriate  
for the M edicaid  program  is obtained  
from the designated low -incom e  
eligibility groups. T he application  form  
used m ay not be the application  form  
used to apply for AFDC. In response to 
expressed con cerns, w e are  perm itting  
States to continue to use an application

form that is designed to accom m odate  
all assistance program s under certain  
circu m stan ces. States m ay continue to  
use a m ultiple-program  application  form  
if the form contains M edicaid-only  
application sections or parts and it is 
clear to M edicaid  ap plicants th at they  
can  choose to  com p lete only those  
sections or parts of the application  
relating to M edicaid  inform ation  
requirem ents. T he person  assisting the  
applicant at the outstation location  m ust 
m ake it clear to the applicant before the  
application  is com p leted  that only the  
inform ation pertinent to M edicaid  
eligibility for the groups described in  
section  1902(a)(55),n eed s to be  
com pleted.

III. Federal Financial Participation
Federal financial participation  (FFP) 

is available for costs associated  w ith  the  
outstation locations, regardless of w ho  
provides the services. H ow ever, 
effective O ctober 1 ,1 9 9 2 , under the  
provisions of section  l903(w ) (as added  
by section  2(a) of the M edicaid  
V oluntary Contribution and Provider 
Specific T ax  A m endm ents of 1 9 9 1 , 
Public Law  1 0 2 -2 3 4 ,  D ecem ber 12 , 
1 9 9 1 ), F F P  is lim ited if a State receives  
donations for outstationed eligibility  
w orkers m ade by a hospital, clin ic , or 
sim ilar entity for the direct costs of State  
or local agency personnel w ho are 
stationed at a facility to determ ine  
M edicaid  eligibility or to provide  
outreach  services to eligible (or 
potentially eligible) individuals. Direct 
costs include salaries and fringe benefits 
for outstationed w orkers and the cost of 
pam phlets and m aterials distributed by 
outstationed eligibility w orkers at the  
site. These donations m ay not exceed  10  
percent of the S tate’s total M edipaid  
adm inistrative costs, exclud ing costs for 
fam ily planning services. D onations in  
excess of this 10-p ercen t lim it w ill be 
deducted  from the State’s m edical 
assistance expenditures prior to  
calcu lation  of FF P . O utstationed w orker 
donations are also in clu ded  in an  
overall lim itation (com puted in  
accord an ce w ith  à form ula specified in 
section  1903(w ) of the A ct) on  
perm issible donations th at a State m ay  
receive.

T he adm inistrative functions of taking 
and processing applications are 
reim bursed at the 50  p ercënt rate under 
the provisions of section  1903(a )(7 ) of 
the A ct as costs found n ecessary by the  
Secretary for the p roper and efficient 
adm inistration of the State plan. Subject 
to the lim itations for outstationed  
eligibility w orker donations discussed  
above, this rate includes costs incurred  
by the State to im plem ent and provide  
outstationing of intake w orkers w ho are

State employees, provider employees, 
volunteers, or provider contractors. FFP 
is available for necessary administrative 
costs such as salaries, fringe benefits, 
travel, training, equipment, and space 
directly attributable to the outstationing 
of intake workers.

Existiiig regulations u nd er §§ 4 3 2 .5 0 ,  
4 3 3 .1 5 , and 4 3 5 .1 0 0 1  already contain  
provisions for FF P  for staffing and  
training costs and for adm inistrative  
costs th at States in cu r in  determ ining  
and redeterm ining M edicaid  eligibility.

IV. Application of Rules in Territories
T he requirem ents of section  

19Q 2(a)(55) are applicable in  Guam, 
Puerto Rico, and the Virgin Islands. Our 
existing regulations on eligibility  
determ inations in the T erritories cross- 
refer to the regulations u nder Part 435 . 
Therefore, no further m ajor changes in  
the regulations are n ecessary to make 
these interim  final regulations 
applicable in the Territories. W e have  
m ade a m inor conform ing change to  
§ 4 3 6 .2 .

V. Waiver of Proposed Rulemaking
T he statutory effective date of section  

1 902(a )(55 ) of the A ct (as added by 
section  4602(a )(3 ) of OBRA ’90) is July 
1 ,1 9 9 1 ,  w ithout regard to w hether 
regulations have been prom ulgated. 
Section  4207(k ) of OBRA ’9 0  gives the 
Secretary authority to issue regulations 
on an interim  or other basis as m ay be 
n ecessary  to im plem ent the  
am endm ents m ade by the provisions of 
OBRA ’9 0 . Thus, w e are utilizing the 
authority given by section  4207(k ) and  
publishing this rule as an  interim  final 
rule. A s stated earlier in  th is pream ble, 
w e have had extensive consultation  
w ith States and related organizations 
and agencies in  developing the 
regulations. W e are also providing a 60- 
day com m ent period for public  
com m ents on this interim  final rule.

VI. Response to Public Comments
Because of the large number of items 

of correspondence we normally receive 
on a rule, we are not able to 
acknowledge or respond to them 
individually. However, we will consider 
all comments that we receive by the 
date specified in the “Comment Period” 
section of this preamble and respond to 
them in the preamble to any subsequent 
rule that we issue.

VII. Paperwork Burden
Section 4 3 5 .9 0 7 (c ) of these interim  

final regulations w ith  com m ent period  
con tains a  revised inform ation  
collection  requirem ent that is subject to  
review  by the Office of M anagem ent and  
Budget under the Paperw ork Reduction
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A ct of 1 9 8 0  (44  U .S.C . Chapter 35). State 
agencies m ay be required to develop a 
separate M edicaid-only application  
form for the designated groups of low- 
incom e pregnant w om en, infants, and  
children  w ho m ay apply for M edicaid  at 
outstation locations if a M edicaid-only  
application  is not currently available, or 
to am end their existing m ultiple- 
program  application  form to conform  it 
to the requirem ent that there m ust be a 
clearly  identified M edicaid-only  
application  section . W e estim ate that 
the burden hours for States to develop  
or revise this application format will be 
20  hours.

We do not anticipate any additional 
reporting burden hours on applicants in 
the designated groups, as they are 
required under currently approved 
reporting requirements to complete a 
Medicaid application form for a 
determination of eligibility for 
Medicaid.

We do, however, anticipate an 
increased reporting burden for those 
States that choose the option of 
submitting an alternate plan for the 
establishment of outstation location 
sites under § 4 3 5 .9 0 4 (c ). These States 
will have to demonstrate that the 
alternate plan compares favorably to a 
plan to establish outstation locations at 
each disproportionate share hospital 
and each Federally-qualified health 
center. The State must demonstrate that 
the alternative plan, at a minimum, is. 
equally effective and commits an equal 
amount of staffing and funding. We 
estimate that it will require a minimum 
of 4 0  additional hours to develop an 
alternative plan.

We will publish a notice in the 
Federal Register when the approval of 
the information collection requirements 
is obtained.

VIII. Regulatory Impact Statement
W e generally prepare a regulatory  

flexibility analysis that is consistent 
w ith the Regulatory Flexibility A ct 
(RFA) (5 U .S.C . 60 1  through 61 2 ), unless  
the Secretary certifies that a final 
regulation w ill not have a significant 
econ om ic im p act on a substantial 
num ber of sm all entities. F o r purposes  
of the R FA , individuals and States are  
not included in the definition of a sm all 
entity.

We do not believe that this interim 
final rule will have a significant effect 
on a substantial number of small 
entities. The statutory changes increase 
Medicaid program expenditures 
independently of the promulgation of 
this rule and are effective on the 
statutory established date, regardless of 
whether we have issued final 
regulations. Costs associated with the

interim final rule are the result of 
legislation or due to interpretation of 
statutory changes already in effect. We 
estimate that the Federal Medicaid costs 
associated with implementation of the 
legislative changes will be 
approximately $ 4 0  million per fiscal 
year, and the State costs to be 
approximately $ 3 0  million per fiscal 
year.

This interim final rule incorporates, 
and, in some cases, interprets in 
regulations statutory changes that are 
already in effect. In cases where it was 
necessary to provide interpretations, we 
have relied on the available legislative 
history of the statutory provisions to 
reach the best reading of the provision. 
Therefore, we have not prepared a 
regulatory flexibility analysis under the 
RFA.

Section 1102(b ) of the A ct requires the  
Secretary to p repare a regulatory im pact 
analysis if a final rule will have a 
significant im p act on the operations of 
a substantial num ber of sm all rural 
hospitals. Such an analysis m ust 
conform  to the provisions of section  60 4  
of the RFA. F o r purposes of section  
1102(b ) of the A ct, w e define a sm all 
rural hospital as a hospital that has 
fewer than 50  beds and is located  
outside a M etropolitan  Statistical A rea.

We have determined, and the 
Secretary certifies, that this interim final 
rule with comment period will not have 
a significant economic impact on the 
operations of a substantial number of 
small rural hospitals, and, therefore* 
have not prepared a rural hospital 
impact statement.

T he statute requires that all State 
M edicaid agencies m ust provide an  
opportunity for the designated groups of 
low -incom e pregnant w om en, infants, 
and children  u nd er age 19 to apply for 
M edicaid and to have their applications  
initially p rocessed  at locations other 
than w elfare offices, including locations  
at Federally-qualified  health centers and  
disproportionate share hospitals. 
A lthough this provision appears to be 
p rescriptive, a m ajority of the States 
con sid er this to be a w orthw hile option  
and have provided outsfation locations  
in their resp ective States. Not only do 
w e con sid er these provisions to be cost 
effective for potential M edicaid  
recipients through savings from travel, 
w e exp ect State costs to be lim ited as a 
result of the availability of FFP .
However, to the extent that these 
requirements may be burdensome, we 
request comments on any alternative 
approaches.

In acco rd an ce  w ith  the provisions of 
E xecu tive O rder 1 2 8 6 6 , this regulation  
w as review ed by the Office of  
M anagem ent and Budget.

List of Subjects

42 CFR Part 435
Aid to Families with Dependent 

Children, Grant programs—health, 
Medicaid, Reporting and recordkeeping 
requirements, Supplemental Security 
Income (SSI), Wages.

42 CFR Part 436
Aid to Families with Dependent 

Children, Grant programs—health,
Guam, Medicaid, Puerto Rico, 
Supplemental Security Income (SSI), 
Virgin Islands.

42  CFR C hapter IV, Subchapter C is 
am ended as follow s:

PART 435— ELIGIBILITY IN TH E 
STA TES, DISTRICT OF COLUMBIA,
TH E NORTHERN MARIANA ISLANDS, 
AND AMERICAN SAMOA

A. Part 4 3 5  is am ended as follows:
1. T he authority  citation  for part 4 3 5  

continues to read as follows:

Authority: Sec. 1102 of the Social Security 
Act, 42 U.S.C. 1302.

2. Section  4 3 5 .3  is am ended by 
republishing th e introductory text of 
paragraph (a) and  adding a new  citation  
in n um erical order to read as follows:

§ 435.3 Basis.
(a) This part implements the 

following sections of the Act and public 
laws that state eligibility requirements 
and standards:
*  *  . *  *  *

190 2 (a )(5 5 ) M andatory use of  
outstation location s other than  
w elfare offices to receive and initially  
process ap plication s of certain  low - 
incom e pregnant w om en, infants, and  
children  u nder age 19. 

* * * * *

§ 435.902 [Redesignated as § 435.901]

§ 435.903 [Redesignated as § 435.902]

§ 435.904 [Redesignated as § 435.903]
3. Sections 4 3 5 .9 0 2 , 4 3 5 .9 0 3 , and 

4 3 5 .9 0 4  are redesignated as § § 4 3 5 .9 0 1 ,  
4 3 5 .9 0 2 , and 4 3 5 .9 0 3 , respectively.

4. A new  § 4 3 5 .9 0 4  is added to read .—  
as follows:

§ 435.904 Establishment of outstation 
locations to process applications for certain 
low-income eligibility groups.

(a) State p lan  requirem ents. The 
Medicaid State plan must specify that 
the requirements of this section are met.

(b) Opportunity to apply. The agency  
m ust provide an opportunity for the  
following groups of low -incom e  
pregnant w om en, infants, and children  
under age 19 to apply for M edicaid  at 
outstation location s other than AFDC 
offices:
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(1) The groups of pregnant w om en or 
infants w ith incom es up to 133 percent 
of the Federal poverty level as specified  
under section  19Q 2(a)(10)(A)(i)(IV) of 
the A ct;

(2) The group of children  age 1 up to 
age 6 w ith incom es at 133 percent of the 
Federal poverty level as specified under 
section  1902(a)(10)(A )(i)(V I) of the A ct;

(3) The group of children  age 6 up to 
age 19  born after Septem ber 3 0 ,1 9 8 3 ,  
w ith incom es up to 10 0  percent of the 
Federal poverty level as specified under 
section  1902(a)(10)(A K i)(V II) of the A ct; 
and

(4) The groups of pregnant w om en or 
infants, children  age 1 up to age 6, and  
child ren  age 6 up to age 19, w ho are not 
eligible as a m andatory group, w ith  
incom es up to 18 5  p ercent of the  
Federal poverty level as specified under 
section  1902(a)(10)(A ){ii)(IX ) of the Act.

(c) Outstation location s: general 
requirem ents.

[1) The agency m ust establish either—
(1) O utstation location s at each  

disproportionate share hospital, as 
defined in section  1923(a )(1 )(A ) of the  
A ct, and each  Federally-qualified health  
center, as defined in  section  
1905(1)(2)(B ) of the A ct, participating in 
the M edicaid  program  and providing  
services to M edicaid-eligible pregnant 
w om en and children ; or

(ii) O ther outstation locations, w hich  
include at least som e, disproportionate  
share hospitals and federally-qualified  
health  centers, as specified  under an  
alternative State plan that is submitted  
to and approved by H CFA  if the 
following conditions are m et:

(A) The State m ust dem onstrate that 
the alternative plan for outstationing is 
equally effective as, or m ore effective 
than, a plan that w ould m eet the  
requirem ents of paragraph (c)(l)(i) of 
this section  in enabling the individuals 
described in paragraph (b) of this 
section  to apply for and receive  
M edicaid; and

(B) T he State m ust provide assurances  
that the level of staffing and funding 
com m itted  by the State under the 
alternative plan equals or exceeds the 
level of staffing and funding under a 
plan that w ould m eet the requirem ents 
of establishing the outstation locations 
at the sites specified  in paragraph
(c)(l)(i) o f this section.

(2) The agency m ust establish  
outstation locations at Indian health  
clin ics  operated by a tribe or tribal 
organization as these clin ics  are 
specifically included in the definition of 
Federally-qualified health  centers under 
section 1905(1)(2)(B ) of the A ct and are 
also included in the definition of rural 
health clin ics  under part 4 9 1 , subpart A 
of this chapter.
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(3) The agency m ay establish  
additional outstation locations at any 
other site w here potentially eligible 
pregnant w om en or child ren  receive  
services— for exam ple, at school-linked  
service centers and fam ily support 
centers. These additional sites m ay also 
in clu de sites other than the m ain  
outstation location  of those Federally- 
qualified health centers or 
disproportionate share hospitals  
providing services to M edicaid-eligible  
pregnant w om en and to child ren  and  
that operate m ore than one site.

(4) The agency m ay, at its option, 
enter into recip rocal agreem ents w ith  
neighboring States to ensure that the  
groups described in paragraph (b) of this 
section  w ho custom arily receive  
services in a neighboring State have the 
opportunity to apply at outstation  
locations specified in paragraphs (c)(1) 
and (2) o f this section.

(d) Outstation functions. (1) The 
agency m ust provide for the receipt and  
initial processing of M edicaid  
applications from the designated  
eligibility groups at each  outstation  
location.

(2) “ Initial processing” m eans taking 
applications, assisting applicants in 
com pleting the application , providing  
inform ation and referrals, obtaining  
required docum entation to com plete  
processing of the application , assuring  
that the inform ation contained  on the 
application  form is com p lete, and  
conducting any n ecessary interview s. It 
does not in clu de evaluating the  
inform ation contained on the  
application  and the supporting  
docum entation nor m aking a 
determ ination of eligibility or 
ineligibility.

(3) The agency m ay, at its option, 
allow  appropriate State eligibility  
w orkers assigned to outstation locations 
to evaluate the inform ation contained  
on the application and the supporting  
docum entation and m ake a  
determ ination of eligibility if the 
w orkers are authorized to determ ine  
eligibility for the agency w hich  
determ ines M edicaid eligibility under
§ 4 3 1 .1 0  of this siÜfbchapter.

(e) Staffing. (1) E xcep t for outstation  
locations that are infrequently used by 
the low -incom e eligibility groups, the 
State agency m ust have staff available at 
each  outstation location  during the  
regular office operating hours of the 
State M edicaid agency to accep t 
applications and to assist applicants  
w ith the application process.

(2) The agency m ay station staff at one 
outstation location or rotate staff among 
several locations as w orkload and 
staffing availability dictate.

(3) T he agency m ay u se State  
em ployees, provider or contractor  
em ployees, or volunteers w ho have been  
properly trained to staff outstation  
locations under the following  
conditions:

(i) State outstation intake staff may  
perform  all eligibility processing  
functions, including the eligibility 
determ ination, if the staff is authorized  
to do so at the regular M edicaid  intake 
office.

(ii) Provider or con tracto r em ployees 
and volunteers m ay perform  only initial 
processing functions as defined in 
paragraph (d)(2) of this section.

(4) Provider and con tracto r em ployees 
and volunteers are subject to the  
confidentiality of inform ation rules 
specified in part 4 3 1 , subpart F , of this 
subchapter, to  the prohibition against 
reassignm ent of provider claim s  
specified in § 4 4 7 .1 0  of this subchapter, 
and to all other State or Federal laws 
concerning conflicts of interest.

(5) A t locations that are infrequently  
used by the designated low -incom e  
eligibility groups, the State agency m ay  
use volunteers, provider or con tractor  
em ployees, or its ow n eligibility staff, or 
telephone assistance.

(i) The agency m ust display a notice  
in a prom inent place at the outstation  
location advising potential applicants of 
w hen outstation intake w orkers w ill be 
available.

(ii) T he notice m ust include a 
telephone num ber th at applicants m ay  
call for assistance.

(iii) The agency m ust com ply w ith  
Federal and State law s and regulations 
governing the provision of adequate  
n otice to persons w ho are blind or deaf 
or w ho are unable to read or understand  
the English language.

3. Section 4 3 5 .9 0 7  is revised to read  
as follows:

§ 435.907 Written application.
(a) The agency m ust require a w ritten  

application from the applicant, an  
authorized representative, or, if the 
applicant is incom petent or 
incapacitated , som eone acting  
responsibly for the applicant.

(b) Subject to the conditions specified  
in  paragraph (c) of this section, die 
application m ust be on a form  
prescribed by the agency and signed 
under a penalty of perjury.

(c) The application  form used at 
outstation locations for low -incom e  
pregnant w om en, infants, and children  
specified in § 4 3 5 .9 0 4  m ust not be the 
application form used to apply for 
AFDC. The application  form (including  
any com puterized  application  form) for 
these designated eligibility groups m ay  
be—
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(1) A Medicaid-only form prescribed 
by the agency specifically for the 
designated eligibility groups;

(2) An existing Medicaid-only 
application; or

(3) A multiple-program application 
that contains clearly identifiable 
Medicaid-only sections or parts.

PART 438— ELIGIBILITY IN GUAM, 
PUERTO RICO AND TH E VIRGIN 
ISLANDS

B. Part 436 is amended as follows:
1. The authority citation for part 436 

continues to read as follows:
Authority: Sec. 1102 of the Social Security 

Act (42 U.S.C. 1302).

2. Section 436.2 is amended by 
revising the introductory text and 
adding a new entry in numerical order 
to read as follows:

§436.2 Basis.
This part implements the following 

sections of the Act and public laws that 
state requirements and standards for 
eligibility:
ft ft ft *  *

1902(a)(55) Mandatory use of 
outstation locations other than welfare 
offices to receive and initially process 
applications of certain low-income 
pregnant women, infants, and children 
under age 19.
*  *  *  *  ft

(Catalog of Federal Domestic Assistance 
Program No. 93.778—Medical Assistance 
Programs)

Dated: July 15 ,1994 .
Bruce C. Vladeck,
Administrator, Health Care Financing 
A dministra tion.

Dated: July 28 ,1994 .
Donna E. Shalala,
Secretary.
[FR Doc. 94-23279 Filed 9 -2 2 -9 4 ; 8:45 am] 
BILLING CODE 4120-01-P

42 CFR Part 456 

[M B-050-F]

RIN 0938-AF67

Medicaid Program; Drug Use Review 
Program and Electronic Claims 
Management System for Outpatient 
Drug Claims

AGENCY; Health Care Financing 
Administration (HCFA), HHS.
ACTION: Final rule.

SUMMARY: This final rule revises some of 
the regulatory requirements for the drug 
use review (DUR) program for covered 
outpatient drugs furnished to recipients 
under the Medicaid program. The

regulatory requirements became 
effective on January 2 ,1993 , as a result 
of an interim final rule with comment 
period that we published on November 
2 ,1992. Specifically, these revisions—

• Clarify the definitions of 
overutilization, underutilization, 
consensus process, peer-reviewed 
literature, adverse medical result, 
adverse drug-drug interaction, 
appropriate and medically necessary, 
and individual medical history;

• Change the requirements for 
licensure of DUR board members, and 
telephone counseling arrangements for 
mail order pharmacies;

• Include non-prescription drugs in 
the consideration of alteration of 
therapeutic effect;

• Require hospitals to give assurances 
that they have met the requirements of 
the statute before claiming the hospital 
exemption from DUR;

• Specify the issues that State 
agencies must address when 
formulating counseling standards;

• Clarify the bases for DUR board 
recommendations;

• Clarify the distinction between DUR 
and surveillance and utilization review 
(SUR); and

• Make certain technical and editorial 
corrections.

The November 1992 interim final rule 
with comment period incorporated and 
interpreted certain provisions of section 
4401 of the Omnibus Budget 
Reconciliation Act of 1990.
DATES: These regulations are effective 
on October 24,1994.
FOR FURTHER INFORMATION CONTACT: 
Thomas Fulda, (410) 966-3343.

SUPPLEMENTARY INFORMATION:

I. Background
Section 1927(g) of the Social Security 

Act (the Act), as added by section 4401 
of the Omnibus Budget Reconciliation 
Act of 1990 (OBRA ’90), provides that, 
for Federal financial participation (FFP) 
payment to be made for covered 
outpatient drugs under the Medicaid 
program, the State must have in 
operation a drug use review (DUR) 
program. The DUR program must 
consist of prospective drug review, 
retrospective drug use review, the 
application of explicit predetermined 
standards, and an educational program. 
The purpose of the DUR program is to 
improve the quality of pharmaceutical 
care by ensuring that prescriptions are 
appropriate and medically necessary, 
and that they are not likely to result in 
adverse medical effects. Section 1927(g) 
of the Act specifies detailed 
requirements for conducting drug use 
reviews under the DUR program, and

requirements for the establishment, 
composition, and functions of State 
DUR boards.

Section 1927(h) of the Act (also added 
by OBRA ’90) requires the Secretary to 
encourage each State Medicaid agency 
to establish a point-of-sale electronic 
claims management (ECM) system for 
processing claims for covered outpatient 
drugs. The ECM system must be capable 
of performing on-line, real-time 
eligibility verifications, claims data 
capture, and adjudication of claims and 
assisting pharmacists and other 
authorized persons in applying for and 
receiving payment. If the State acquired, 
through the applicable competitive 
procurement process, the most cost- 
effective telecommunications network 
and automatic data processing services 
and equipment, FFP at a matching rate 
of 90 percent was available for 
expenditures made in calendar quarters 
dining fiscal years 1991 and 1992 for 
the development of the ECM system.

Section 1927(j)(l) of the Act exempts 
covered outpatient drugs dispensed by 
health maintenance organizations 
(HMOs) from the requirements of 
section 1927 of the Act. Section 
1927(j)(2) further requires that the 
Medicaid State plan provide that *■ 
covered outpatient drugs dispensed by a 
hospital using drug formulary systems 
and billed to the State plan at no more 
than the hospital’s purchasing costs are 
not subject to the requirements of 
section 1927 of the Act.

In an interim final rule with comment 
period, published in the Federal 
Register on November 2 ,1992  (57 FR 
49397), we established regulations to 
incorporate and interpret the provisions 
of sections 1927 (g), (h), and (j) of the 
Act under 42 CFR part 456, subpart K.
In the interim final rule, we prescribed 
requirements for—

• An outpatient DUR program that 
includes prospective drug review, 
retrospective drug use review, and an 
educational program;

• The establishment, composition, 
and functions of a State DUR Board; and

• An optional point-of-sale ECM 
system for processing claims for covered 
outpatient drugs.

In response to the November 2 ,1992 , 
interim final rule, we received 
comments from 72 pharmacists and 
organizations on a timely basis. We 
summarize these comments and present 
our responses to them under section II 
of this preamble. Prior to discussion of 
the public comments, we present a 
summary of the individual provisions of 
the interim final regulations related to 
each grouping of comments.

Note: Sections 1927 (g) and (h) of the Act 
use thè term “drug use review” to describe
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the total program (prospective review, 
retrospective review, and education) and in 
speaking of the retrospective review activity. 
These same sections use the term “drug 
review” to mean the prospective review 
activity. We maintain that distinction in 
terminology in the following discussion.

II. Public Comments and Departmental 
Responses

A. Definitions
In § 4 5 6 .7 0 2  of the interim  final 

regulations w e define several term s that 
are used in the DUR program  to assess 
drug use, including “adverse m edical 
resu lt” , “ appropriate and m edically  
n ecessary” , “ overutilization” , and  
“underutilization” .

Com m ent: Five com m enters suggested  
that the definition of “ appropriate and  
m ed ically  n ecessary” be expanded to 
perm it use of professional 
prerogatives to allow  for individualized  
drug therapy. (W e defined the term  to 
m ean drug prescribing and dispensing  
that is in conform ity w ith  
predeterm ined standards established in 
accord an ce w ith provisions in the 
regulations under § 4 5 6 .7 0 3 .)  The 
com m enters had a con cern  that a 
specific criterion m ight identify one 
approach  as appropriate and, by 
om ission, indicate th at an equally  
acceptable approach is inappropriate.

R espon se: Section 4 5 6 .7 0 3  states that 
the goal of the State’s DUR program  
m ust be to ensure appropriate drug 
therapy, w hile perm itting sufficient 
professional prerogatives to allow  for 
individualized drug therapy. W e believe  
that predeterm ined standards are 
n ecessary to identify provider outliers 
w hose prescribing, dispensing, and drug 
use p ractices m ay not conform  to 
accep ted  m edical p ractice . W ithout 
predeterm ined standards, each provider 
m ay claim  “professional prerogative” 
for any action  taken. W ithin  this system  
for developing criteria and standards, 
there is adequate room  for the exercise  
of professional prerogatives because  
States m ay adopt standards to m odify  
criteria. A lso, during retrospective DUR, 
States m ay use peer review  to recognize  
professional prerogatives in the 
prescribing and dispensing of drugs. WTe 
do not believe that it is necessary to 
change this definition.

Com m ent: Four com m enters  
suggested that the definition of 
“ overutilization” should be changed to 
conform  w ith the definition of 
“ underutilization” . “ O verutilization” is 
defined as the use of a drug in  quantities 
or for durations that put the recipient at 
risk of an adverse m ed ical effect w hile  
“ underutilization” is defined as the use 
of a drug by a recipient in  insufficient 
quantity to achieve a desired

therapeutic goal. T he com m enters  
suggested that the definitions indicate  
the use of a drug in quantities or 
duration greater than  necessary to 
achieve a desired therapeutic goal, and  
only w hen the use of the drug puts the 
recipient at risk of a clin ically  
significant undesirable effect.

R esponse: W e co n cu r w ith  the 
com m enters and have revised these  
definitions to incorporate their 
suggested language.

Com m ent: Tw o com m enters suggested  
that the definition of “underutilization” 
also include a statem ent regarding  
insufficient duration for dru^ therapy.

R esponse: W e co n cu r and have  
revised the regulation accordingly.

B. Exception  fo r  Nursing Facilities and  
HMOs

Section 4 5 6 .7 0 3 (b ) of the interim  final 
regulations provides an  exception  to the 
DUR requirem ents for drugs dispensed  
to residents of nursing facili ties that are 
in com p lian ce w ith  the drug regim en  
review  requirem ents specified in  
regulations at § 4 8 3 .6 0 ,  and an  
exception  for drugs dispensed by 
HMOs.

Com m ent: One com m enter suggested  
clarification  of § 45 6 .7 0 3 (b ) to state that 
pharm acies ow ned by nursing hom es, 
w here reim bursem ent of drugs is not 
included in the per diem  rate, are 
subject to  the DUR requirem ents.

R espon se: W e do not believe that this 
section  needs any further clarification. 
The regulation already states that the 
nursing facilities excep tion  applies only 
to drugs given to patients in  a nursing  
facility that is in  com p lian ce w ith the 
drug regim en review  requirem ents in 
§ 4 8 3 .6 0 . O w nership of the pharm acy by 
the nursing hom e is not a factor.

Com m ent: Tw o com m enters asked for 
clarification  of the applicability of DUR 
requirem ents to various types of 
residential care facilities.

R espon se: T he term  “ facility” , as it 
applies to the excep tio n  to the DUR 
requirem ents, is described at § 4 8 3 .5  
and m eans a nursing facility (NF) as 
defined in section  1 919(a ) of the A ct. 
Drugs dispensed by any facilities not 
m eeting this definition w ould not be 
exem p t from drug use review . 
Residential care  facilities for the 
treatm ent of m ental d iseases do not 
m eet the definition of section  1919(a) of 
the A ct. These facilities are subject to 
the DUR requirem ents and do not 
qualify for the nursing facility  
exception.

Com m ent: One com m enter suggested  
clarification  that the nursing facility  
exception  also applies to rural health  
clin ics and Fed erally  qualified health  
centers.

R esponse: Rural health  clin ics and  
Federally qualified health  centers do not 
m eet the requirem ents for nursing  
facilities as defined in section  1919(a) of 
the A ct. Therefore, the DUR 
requirem ents under section  1927(g) 
apply to these facilities.

Comment: One commenter suggested 
that States should not be able to apply 
additional nursing home requirements 
without appropriate Federal guidelines.

R esponse: The statute precludes  
Federal action to require DUR for drugs 
dispensed by nursing facilities m eeting  
the section 1927(g)(1)(D ) guidelines but 
leaves the States free to issue additional • 
requirem ents. T he interim  regulations  
that w e issued explain  the DUR 
requirem ents and in clu de guidelines for 
the States to im plem ent the DUR 
requirem ents.

Com m ent: Fo u r com m enters  
suggested that HMOs not be excluded  
from the DUR requirem ents.

R espon se: The exem ption  of drugs 
dispensed by HMOs from the DUR 
requirem ents is in the statute and can  
only be changed by the Congress. W e 
are rem oving the HMO exception  
provision under § 456 .7 0 3 (b ), because  
this is a techn ically  in correct location, 
and adding a paragraph (c)(2) under 
§ 4 5 6 .7 0 3  w hich  specifies the exem ption  
for HMOs.

Com m ent: One com m enter suggested  
that the nursing facility exception  to the 
DUR requirem ent be m andatory, rather 
than making the exception  optional.

R esponse: The A ct precludes the  
Federal Governm ent from requiring  
States to perform  additional drug use 
review s w ith resp ect to  drugs dispensed  
to residents of nursing facilities in  
com pliance w ith  the drug regimen  
review  requirem ents specified at section  
191 9  of the A ct, as set forth in § 4 8 3 .6 0 . 
States m ay nonetheless im pose DUR 
requirem ents on nursing facilities (see 
§ 456 .703(b )).

C. Exem ptions fo r  Certain Covered  
Outpatient Drugs D ispensed by  
H ospitals

Section 4 5 6 .7 0 3 (c ) of the interim  final 
regulations specifies that a State plan  
m ust provide that covered  outpatient 
drugs dispensed by hospitals using a 
form ulary system  and billing M edicaid  
no m ore than the h ospital’s purchasing  
cost are not subject to the DUR 
requirem ents.

Com m ent: One commenter suggested 
that a hospital pharmacy that is separate 
from the inpatient pharmacy should be 
subject to the DUR requirements as are 
other retail pharmacies.

R esponse: Section 1927(j) of the A ct 
applies the exem ption  to outpatient 
covered drugs dispensed by hospitals
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under certain specified conditions. 
Pharmacies located on the hospital 
premises that are separate in terms of 
ownership and fill only outpatient 
prescriptions are not entitled to the 
exemption.

Com m ent: Two commenters suggested 
that outpatient prescription drugs 
dispensed by hospital pharmacies 
should not be exempt from the DUR 
requirements.

R espon se: Pharmacies that operate as 
part of a hospital and also fill outpatient 
prescriptions are, by statute, entitled to 
the exemption. We have amended 
§ 456.703(c)(1) to indicate that hospitals 
which apply for the exemption must 
provide the State agency with an 
assurance that they qualify for the 
exemption by meeting the requirements 
at section 1927(j)(2).

Com m ent: One commenter suggested 
the need for clarification of § 456.703(c) 
by defining “hospital’s purchasing cost” 
and “formulary system”.

R espon se: Tne statute permits States, 
if  they wish, to define the terms 
“formulary system” and “hospital’s 
purchasing cost”. We do not believe that 
it is necessary to do so in the 
regulations.

D. Predeterm ined S tandards
Section 456.703(d) o f the interim final 

regulations specifies that the DUR 
program must assess drug use 
information against predetermined 
standards as provided for m section 
1927(g)(1)(B) of the Act. Sections 
456.703 (e)(1) through (e)(4) specify the 
sources of predetermined standards. 
Section 456.703(f) lists eight specific 
requirements that predetermined 
standards must meet, including the 
requirement that the source material for 
development of the standards must be 
consistent with peer-reviewed medical 
literature. Section 456.703(g) requires 
that predetermined standards be 
available to the public, and that 
pharmacists and physicians must be 
informed of their existence and how 
they may obtain copies.

Com m ent: One commenter requested 
clarification of the distinction between 
criteria and standards.

R espon se: Section 1927(g)(1)(B) 
indicates that the DUR program is to 
assess drug use, based on predetermined 
standards that are consistent with three 
compendia and the peer-reviewed 
medical literature. The compendia and 
the peer-reviewed literature are source 
materials for criteria, but additional 
work is necessary to resolve differences 
of opinion in source material and to 
consider the input of professional 
experts. “Criteria”, as defined in § 466.1 
and cross-referenced in § 456.702, are

the predetermined elements of health 
care, developed by health professionals 
relying on professional expertise, prior 
experience, and the professional 
literature, with which aspects of the 
quality, medical necessity, and 
appropriateness of a health care service 
may be compared. “Standards”, as 
defined in § 466.1, are professionally 
developed expressions of the range of 
acceptable variation from a norm or 
criterion, which may be developed by 
the States. If, for example, a criterion for 
the use of H2 receptor antagonists 
indicates that acute therapy should not 
exceed 62 days, a standard might 
indicate that acute therapy of up to 67 
days would not warrant consideration of 
intervention. Although section 
1927(g)(1)(B) o f the Act does not define 
predetermined standards, we believe 
that the definitions of criteria and 
standards at § 466.1 provide an adequate 
base to interpret the meaning of 
predetermined standards.

Com m ent: One commenter suggested 
that § 456.703(e)(3) should delete 
specific examples of independent 
organizations from which 
predetermined standards may be 
obtained to broaden the sources o f 
independent standards. This comment 
also indicated a typographical error in 
paragraph references at § 456.703(e)(4).

R espon se: We need to specify certain 
organizations in the regulations to 
indicate that criteria should be 
developed by organizations which have 
no vested interest in the sale of drugs 
covered by the criteria. Organizations 
with a vested interest would have an 
opportunity to provide input during the 
DUR board approval process. Therefore, 
we have retained the specific 
organization names.

We have corrected § 456.703(e)(4) to 
refer to paragraphs (e)(1) through (e)(4) 
rather than (f)(1) through (f)(4).

Com m ent: One commenter suggested 
the inclusion of additional sources of 
predetermined standards, including 
relevant guidelines from professional 
groups, experience of practitioners with 
expertise in drug therapy, information 
from pharmaceutical manufacturers, 
and data as well as experience from the 
DUR program.

R espon se: The statute provides that 
criteria developers are to place primary 
reliance on compendia and peer- 
reviewed literature. They may rely on 
other source materials to supplement 
what is in the compendia and the peer- 
reviewed literature. In the event of 
conflicts between primary materials and 
supplementary information, such as 
professional experience, if  the 
professional consensus process (as 
specified in § 456.703(f)(2)) is  unable to

resolve the conflict, the supplementary 
information must not be relied on by the 
criteria developer.

Com m ent: One commenter suggested 
an amendment to require Food and Drug 
Administration (FDA) labeling as the 
primary source of DUR criteria.

R espon se: The statute is specific 
regarding the primary sources for 
predetermined standards. FDA labeling 
is not included as a primary source.

Com m ent: Five commenters requested 
clarification of § 456.703(f)(2) regarding 
the consensus process and what to do if  
consensus cannot be reached. Several 
commenters suggested resolving 
disagreements with additional input 
from professional or medical 
organizations or other outside sources. 
Others indicated that if  consensus is not 
reachable because of insufficient data or 
lack of sufficient knowledge of 
therapeutic outcomes, it would be 
satisfactory to have no criteria or to have 
more than one standard. One of these 
commenters recommended taking into 
account community practice standards 
in seeking consensus. One commenter 
suggested that the DUR board have final 
authority in the case of disagreements.

R espon se: We have amended 
§ 456.703(f)(2) to specify that consensus 
process means that the criteria 
developers should rely on professional 
experts in drug therapy to consider 
differences in  criteria source materials 
and come to agreement on how 
differences should be resolved. It is 
expected that the differences would be 
resolved before a criterion was 
submitted to the DUR board for 
approval. The DUR board must know 
the sources, decision guidelines used in 
developing criteria, and any other 
information necessary to evaluate 
criteria.

Com m ent: One commenter suggested 
a revision of § 456.703(f)(5) to consider 
patient as well as provider outliers in 
identifying problems and to consider 
both dispensing and consumption 
practices. In addition, the commenter 
suggested that standards may be 
considered in deciding i f  in-depth 
review is needed to determine whether 
to intervene, once potential therapeutic 
problems have been identified through 
the use of clinical criteria.

R espon se: We agree and have revised 
§ 456.703(f)(5) to consider recipients’ 
consumption practices.

Com m ent: One commenter suggested 
that § 456.703(f)(6) should be clarified to 
indicate that testing against claims data 
should be to test the accuracy and 
ability of criteria to detect significant 
problems without undue levels of false 
positives.
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R espon se: W e have am ended  
§ 4 5 6 .7 0 3 (f)(6 ) to specify that criteria be 
tested  against claim s data prior to 
adoption  by the developer in order to  
validate the level of possibly significant 
th erap eutic problem s w ithout undue  
levels of false positives.

Com m ent: Tw o com m enters suggested  
that criteria  for predeterm ined standards 
should  be m odified to conform  to State 
standards of practice. Fou r com m enters  
w ere con cerned  w ith the p rocess used  
to m odify criteria. One com m enter 
suggested that the State should be 
required to establish a p rocess for 
review  and m odification of criteria  
w h ich  provides a m echanism  to get 
input from  providers. One com m enter 
suggested an annual period for receipt 
of petitions for m odification of criteria. 
A nother com m enter suggested that the 
DUR board issue public n otice w hen it 
con sid ers changing criteria. A nother 
com m enter suggested that there is a risk  
of bogging dow n the process by 
establishing procedures.

R espon se: The State m ay require DUR  
B oards to specify the procedures  
suggested by the com m enters. T he DUR 
board w ould  then establish the  
m ech anism s to obtain input, w here  
appropriate, from providers, the public, 
and other interested parties concerning  
m odification  of the criteria or the 
approval of the criteria. To avoid the  
possibility that these procedures m ight 
im pede the efficient operation of the 
DUR program , the State m ay use  
inform al m echanism s that it deem s 
appropriate. T here is no Federal 
requirem ent for the use of notice and  
com m ent procedures during the criteria  
developm ent process.

Com m ent: Two commenters suggested 
that standards be accessible during 
development, and public comment 
should be obtained during criteria 
development. Two commenters 
suggested that it is unnecessarily 
burdensome to have to furnish 
providers with criteria. One of these 
commenters suggested providing only a 
general description, not the complete 
criteria. One commenter suggested 
giving criteria to providers and allowing 
reasonable" time for compliance.

R espon se: W e believe that making  
criteria  and standards accessible for 
public com m ent during the 
developm ent period w ould im pede the 
developm ent process. Section  
4 5 6 .7 0 3 (g ) does not require distribution  
of the criteria  to the public or to 
providers; nor does it require that the 
State distribute the predeterm ined  
standards to the public. The regulations, 
how ever, do require that predeterm ined  
standards m ust be m ade available to the 
public after they are adopted by the

State. They also require that physicians 
and pharmacists be informed of what 
predetermined standards have been 
adopted and how they can obtain 
copies.

Com m ent: One commenter suggested 
that criteria should consider the needs 
of the geriatric population. Another 
commenter suggested that peer 
reviewers, not criteria and standards, 
determine what is necessary and 
appropriate. One commenter suggested 
that professional prerogatives, to allow 
for individualized therapy, be linked to 
the use of criteria and standards.

R espon se: To the extent that the peer- 
reviewed medical literature and the 
three compendia specified in the statute 
reflect the results of the testing of drugs 
on elderly subjects, the needs of the 
geriatric population wTill be taken into 
consideration. Criteria and standards 
involve peer reviewers in the 
development and approval process. 
Also, standards provide a basis for State 
DUR boards to decide the degree of 
variation from a criterion which is 
acceptable to allow for such things as 
individualized therapy. In most 
instances where retrospective drug use 
review is conducted, peer reviewers 
evaluate the results of the screening 
process to decide which types of 
interventions should be applied to 
particular situations.

Com m ent: One com m enter suggested  
that the description of “p eer-review ed” 
m ed ical literature in § 4 5 6 .7 0 3 (f)(1 ) be 
revised  to indicate that original 
m an u scrip ts are “ accep ted ” for 
publication  rather than “rejected ” .

R espon se: We agree that if a 
manuscript was rejected, it would mean 
that the manuscript had not become 
peer-reviewed literature. We have 
deleted the words “rejected or” from the 
description of peer-reviewed medical 
literature.

Com m ent: One com m enter suggested  
that the § 4 5 6 .703(f)(1 ) provision on 
“ peer-review ed” m ed ical literature  
should address conflicts betw een such  
literature and com pendia.

R espon se: W e realize that there w ill 
be con flict betw een peer-review ed  
m ed ical literature and com pendia. 
H ow ever, the resolution of any such  
con flict w ill o ccu r in the consensus  
process described in § 4 5 6 .7 0 3 (f)(2 ).

E. Confidentiality
Section  4 5 6 .7 0 3 (h ) of the interim  final 

regulations requires States to establish  
policies concerning the confidentiality  
of patient-related data consistent w ith  
Fed eral confidentiality requirem ents at 
part 4 3 1 , subpart F  of the M edicaid  
regulations, State Pharm acy P ractice  
A cts, and guidelines adopted by the

State B oard of Pharm acy or other 
relevant licensing authority.

Com m ent: Six com m enters suggested  
that § 4 5 6 .7 0 3 (h ) should be m ore  
detailed and should require that States 
provide pharm acies w ith detailed  
inform ation on how  to com ply w ith  
confidentiality requirem ents. The  
com m enters suggested that the section  
include guidelines on protection of 
patient confidentiality in  the electronic  
claim s environm ent and physician-to- 
p harm acist confidentiality; and specify  
that confidentiality requirem ents w hich  
apply to m ed ical records also apply to  
patient profiles m aintained by 
pharm acists.

R espon se: W e believe that the Federal 
confidentiality requirem ents in the  
regulations at part 4 3 1 , subpart F , the  
State requirem ents contained in  
P harm acy P ractice  A cts, and the  
policies developed by State bodies 
w h ich  regulate the practices of m edicine  
and p harm acy should be sufficient to 
p rotect the confidentiality of patient- 
related  data and at the sam e tim e allow  
providers access to data to make 
inform ed judgm ents necessary to 
effectively con d u ct DUR. W ith  regard to 
the problem  of m aintaining  
confidentiality in  an electronic  
environm ent, the W orkshop on  
E lectron ic Data Interchange (WTEDI) is 
studying these issues but has not yet 
developed policy  recom m endations. In 
the interim , since use of the electronic  
drug claim s processing system s m ay  
present unique confidentiality  
problem s, particularly w ith prospective  
DUR, States m ay w ish to establish  
policies to address these problems.

Com m ent: One commenter indicated 
that, as important as confidentiality is, 
it should not be allowed to be used to 
restrict pharmacist access to relevant 
data needed to permit accurate 
assessment of patient needs so the 
pharmacist can make informed 
medication-related judgments.

R espon se: Section 4 5 6 .7 0 3 (h ) of the 
regulations requires States to establish  
policies concerning the confidentially of 
patient-related data w h ich  is consistent 
w ith Fed eral confidentiality  
requirem ents and State Pharm acy  
P ractice  A cts  and State Pharm acy Board  
guidelines. W e believe that this can  be 
accom p lish ed  in a m anner w h ich  both  
protects patient confidentiality and  
allow s for access to data needed to 
efficiently adm inister the M edicaid  DUR 
program .

Com m ent: One com m enter asked how  
HCFA w ill ensure that patient 
confidentiality rules are adequate and  
how  H CFA will m onitor com pliance  
w ith them .
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R espon se: Since States are primarily 
responsible for regulating pharmacy and 
medical practice, they must determine 
the adequacy o f confidentiality rules 
and ensure compliance with them. 
HCFA will monitor compliance with the 
confidentiality requirements through its 
review process conducted hy regional 
offices and through review of the DUR 
annual reports required by § 456.712.

Com m ent: Two commenters requested 
an explanation of why Federal 
confidentiality requirements do not 
apply to patient profile requirements at 
§ 456.705(d).

R espon se: The Federal Privacy Act 
requirements do not apply where the 
Federal Government does not control 
the records in question.

F. P rospective DUR
Section 456.705(a) of the interim final 

regulations requires review of drug 
therapy before each prescription is filled 
or delivered to a recipient. This review, 
as described in § 456.705(b)(1) through 
(7), is done at the point of sale, based 
on predetermined standards, before a 
prescription is filled or delivered to the 
recipient or the recipient’s caregiver. 
Reviews are to detect drug-disease 
contraindications, therapeutic 
duplication, adverse drug-drug 
interaction, incorrect drug dosage or 
duration of therapy, drug-allergy 
interactions, and clinical abuse and/or 
misuse. Counseling and maintenance of 
patient profiles by the pharmacist are 
required by §§ 456.705(c) and (d).

Com m ent: One commenter suggested 
that the word “prescription” be changed 
to “drug” in the description of drug- 
disease contraindications because 
contraindications can also occur with 
over-the-counter drugs. The commenter 
also suggested that the term “clinically 
significant” be used to describe adverse 
medical effect. This latter terminology 
would ensure that only significant 
events would be reviewed and these 
regulations would not identify all 
adverse effects as contraindications.

R espon se: We have revised 
§ 456.705(b)(2)(i) to incorporate the 
commenter’s suggestions.

Com m ent: Two commenters suggested 
that the definition of “adverse drug-drug 
interaction” include the phrase 
“clinically significant” to describe 
“adverse medical effect”. Again, this 
would ensure that only significant 
effects would meet this definition, since 
all adverse effects need to be reviewed.

R espon se: We have revised 
§ 456.705(b)(3) to incorporate the 
commenters' suggestion. We have made 
a conforming change to § 456.703(f)(5).

Com m ent: One commenter suggested 
that the definition of “adverse (hug-drug

interaction” should prohibit 
substitution of the FDA orange book “B ” 
rated drugs.

R espon se: It is not HCFA’s 
responsibility to require generic 
substitution of the FDA orange book “B ” 
rated drugs. State laws regarding 
product selection will determine the 
requirements regarding generic 
substitution.

Com m ent: One commenter suggested 
an error in the definition o f “incorrect 
drug dosage” at § 456.705(b)(4) as a 
potential drug therapy problem type 
that must be included in the screening 
in point-of-sale or point-of-distribution 
reviews. The commenter pointed out 
that the reference to “daily dosage 
range” should be “daily dosage” as the 
term “range” applies to the standard 
and is not a part of the definition. A 
second commenter suggested that the 
correct “duration" of drug treatment 
was hard to assess as a potential drug 
therapy problem type under 
§ 456.705(b)(5).

R espon se: We have deleted the 
references to “range” in § 456.705(b)(4), 
since we believe that the term is 
redundant. We agree with the 
commenter that duration, in some 
instances, may be difficult to assess. 
However, ranges provided in the 
predetermined standards would allow 
for some variance in individual cases.

Com m ent: One commenter suggested 
that the definition of “drug-allergy 
interactions” include a statement that 
such problems can only be identified 
based upon history obtained from the 
patient or the physician.

R espon se: We agree that information 
regarding drug- allergy problems may be 
only available through contact with the 
physician or the patient. However, such 
a statement is not a proper part of the 
definition.

Com m ent: One commenter suggested 
that the prospective DUR screening 
elements definitions should be 
consistent with definitions developed 
by the National Council for Prescription 
Drug Programs (NCPDP).

R espon se: We did review the 
definitions of prospective DUR, 
retrospective DUR, and concurrent DUR 
developed and recommended by the 
NCPDP in developing die interim final 
regulations. Section 456.705 describes 
prospective DUR in detail and § 456.709 
describes retrospective DUR in detail.
We see no reason to define these terms 
in § 456.703. Because the statute does 
not refer to concurrent DUR, we have no 
reason to include this term in the 
regulation.

Com m ent: Four commenters were 
concerned about performing prospective 
DUR in an on-line electronic drug

claims management environment Two 
commenters suggested not 
implementing prospective DUR in an 
on-line ECM environment until 
demonstration projects required by the 
statute have been completed. Another 
commenter suggested a comparison of 
ECM-based DUR and pharmacy on-site 
DUR and the implementation of the 
most effective approach. One 
commenter warned against making 
prospective DUR too automated because 
the pharmacist is  essential as a problem 
solver. One commenter suggested that 
detailed prospective DUR rules are 
unnecessary because prospective DUR 
can be performed based on the 
pharmacist’s professional judgment 
manually, or electronically, or a 
combination o f the two.

R espon se: Establishing electronic 
drug claims management systems and 
including prospective DUR as part of 
such systems are options available to 
the States; they are not required. 
Therefore, prospective DUR can be done 
electronically or on site by each 
pharmacy. The purpose of the 
demonstration project required by 
Congress at section 4401(c)(1)(d) of 
OBRA ’90 is to determine the relative 
effectiveness of the ECM-based 
prospective DUR versus the on-site 
pharmacy prospective DUR, and thus 
assure implementation of ECD-based 
DUR. We recognize that, even with 
automation, prospective DUR cannot be 
done without the pharmacist because 
his or her professional judgment 
determines whether and how to respond 
to an automated alert of a potential 
problem.

Com m ent: One commenter suggested 
that i f  electronic prospective DUR is 
implemented, a professional oversight 
committee should work to keep focus on 
serious problems and to avoid false 
positives.

R esponse: We agree that if  an 
electronic prospective DUR is 
implemented, a professional oversight 
committee is needed to ensure that 
prospective DUR is focused on serious 
problems and avoids false positives. We 
believe that the State DUR board would 
be the appropriate entity to provide 
such oversight.

Com m ent: One commenter suggested 
that in the course of the prospective 
DUR, prescriptions should not be 
changed or denied without the 
physician’s knowledge.

R espon se: Except for the quantity 
dispensed, State law prohibits changing 
a prescription. It would be appropriate 
for the pharmacist to notify the 
physician if the prescription is not filled 
for therapeutic reasons. Establishing 
rules requiring such notification is in
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the province of State boards of 
pharmacy and could be included in the 
State Pharmacy Practice Acts. In the 
absence of such rules, the State 
Medicaid agency could, where 
appropriate, establish them.

Com m ent: One com m enter suggested  
that w e define a prescription.

R espon se: The definition of a 
prescription is included in the State 
Pharmacy Practice Acts.

Com m ent: One com m enter suggested  
that approval of State p lans for DUR  
should be contingent on the State  
providing adequate financial incentives  
for p harm acist interventions.

R espon se: T here is no prohibition in  
the statute or the regulations against the  
State providing financial in cen tives for 
pharm acist interventions. T he State is  
free to  in clu de, in  its reim bursem ent for 
the cost of filling a prescription, 
con sistent w ith  the requirem ents of 
section  1902(a)(30)(A ) of the A ct w ith  
regard to efficiency, econ om y and  
quality of care , am ounts to com pensate  
for DUR services.

Com m ent: One com m enter suggested  
that instructions for com p lian ce w ith  
prospective DUR should go to the  
p harm acist, not the pharm acy.

R espon se: W e believe that the  
instructions for com p lian ce w ith  
prospective DUR should be directed  to 
the pharm acies since they are the  
M edicaid  providers. It w ould be m ore  
burdensom e to furnish this inform ation  
to p harm acists in  part because changes  
in  the pharm acy staff occu r m ore  
frequently than do changes in the status  
of pharm acies. The ow ners or m anagers  
of pharm acies, as M edicaid  providers, 
are responsible for furnishing th eir staff 
w ith inform ation pertaining to DUR.

Com m ent: One com m enter suggested  
that pharm acists should not be required  
to take m ed ical histories.

R espon se: Nothing in the statute or 
the regulations requires pharmacists to 
take medical histories. Pharmacists 
must make a reasonable effort to 
maintain patient profiles and may, 
based on their professional judgment, 
seek patient specific information for 
those profiles.

Com m ent: Seven commenters pointed 
out the importance of diagnosis 
information and the difficulty of 
conducting prospective DUR screening 
to identify drug-disease and drug- 
allergy screening without patient- 
specific information. One commenter 
suggested that inaccurate diagnosis 
information would generate needless 
communication between physicians and 
pharmacists.

R espon se: W e agree that it is difficult 
to screen  for drug-disease  
con train dication s and drug-allergy

interactions without access to patient- 
specific information. Clearly, access to 
such information improves the ability to 
conduct prospective DUR, and obtaining 
accurate information is a difficult 
technical problem. There is also the 
question of the relationship of the 
diagnosis to the use of the prescription, 
for example, the diagnosis may be 
cancer and the prescription may be for 
pain. Given these difficulties, problems 
associated with access to patient- 
specific information can best be 
resolved by pharmacists cultivating 
relationships with physicians so that it 
becomes possible for the pharmacist to 
seek patient-specific information about 
diagnosis, allergies, and other matters 
when, in his professional judgment, it is 
appropriate for counseling.

Com m ent: One commenter suggested 
that HCFA require physicians to submit 
diagnosis information, while another 
suggested that physicians not be 
required to provide diagnosis 
information. Other commenters pointed 
to the difficulty of getting diagnosis 
information from providers.

R espon se: Since States regulate the 
practice of medicine, placing diagnosis 
information on prescriptions is a matter 
for States to decide.

G. Counseling
Section  4 5 6 .7 0 5 (c ) of the interim  final 

regulations provides that applicable  
State law , or other m ethod satisfactory  
to  the State, m ust establish standards for 
counseling of the recip ien t or the  
recip ien t’s caregiver. The State m ust 
provide pharm acies w ith  detailed  
inform ation as to w hat they m ust do to 
com p ly w ith  prospective DUR 
requirem ents, including guidelines on  
counseling, profiling, and  
docum entation  of prospective DUR  
activities by the pharm acists. The State  
law , or other m ethod satisfactory to the  
State, m ust specify how  counseling  
requirem ents apply to m ail order 
pharm acies.

The standards must specify whether 
the pharmacist or an ancillary person 
may make the offer to counsel; must 
specify what documentation must be 
maintained on refusals of counsel; and 
must include in  the counseling those 
matters considered significant by the 
pharmacist. The standards need not 
require a pharmacist to provide 
consultation when a recipient or 
recipient’s caregiver refuses such 
consultation.

Com m ent: Five commenters 
addressed the physician-pharmacist 
relationship concerning the provision of  
counseling services. One commenter 
stated that counseling that involves the 
pharmacist contacting the physician

w ould create  a hassle factor for the  
p hysician. F o u r com m enters suggested  
the exp ansion  of § 4 5 6 .7 0 5 (c ) to  include  
specific statem ents regarding the  
physician-p h arm acist relationship: the  
p h ysician  should be able to d irect the  
p harm acist to  include or exclud e  
specific top ics for specific patients; the  
p harm acist should notify the physician  
if the p atient refuses the prescription  
after counseling. In addition, if the  
p harm acist identifies a significant risk  
of an  adverse m edical result, he or she  
should con su lt the physician prior to  
counseling. The com m enters indicated  
con cern  th at inappropriate counseling  
w ould resu lt w ithout the addition of 
these requirem ents.

R espon se: The individual State has  
the responsibility of establishing  
standards of counseling for the  
pharm acist. Som e States m ay w ant to 
incorporate requirem ents regarding  
p hysician-pharm acist interaction  in  
th eir standard ; others m ay not. W e  
believe these interactions w ill occu r in  
the norm al day-to-day relationships  
betw een physicians and pharm acists. In 
any event, States should be given the  
flexibility o f either including, or not 
including, the suggested requirem ents.

Com m ent: Seven commenters 
suggested that mail order pharmacies 
should be treated the same as all other 
pharmacies. Counseling requirements 
should apply equally to all pharmacy 
providers of outpatient drugs.

R espon se: W e con cu r a n a  have  
rem oved the statem ent concerning m ail 
order p harm acies from § 4 5 6 .7 0 5 (c ). 
S ince delivery of a prescription to a  
person at hom e by a pharm acy and m ail 
order prescriptions raise the sam e issues  
about how  to offer and provide  
counseling, w e have am ended  
§ 4 5 6 .7 0 5 (c )  to  require State counseling  
standards to address this issue.

Com m ent: Three com m enters  
suggested that the regulations specify  
w hether the offer to provide counseling  
is required for new  prescriptions only, 
both new  and refill prescriptions, or 
w h ether the decision to m ake the offer 
should be left to the professional 
judgm ent of the pharm acist. One 
com m enter suggested lim iting the offei 
to n ew  prescriptions; one com m enter 
suggested that it apply to both n ew  and  
refill p rescriptions; and the third  
com m enter suggested leaving the  
decision  to  the professional judgm ent of 
the pharm acist. S ix  com m enters  
suggested that the regulations specify  
the role of ancillary personnel in  
m aking the offer to counsel to the  
patient or the patient’s representative. 
T he com m enters indicated that 
p harm acists m ay have ancillary  
personnel m ake the offer of counseling
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on their behalf, but the pharm acists  
m ust personally con du ct counseling if 
the offer is accepted.

R esponse: Since the statute requires  
each  State to establish standards for 
counseling, these State standards rather 
than Federal regulations m ust, at a 
m inim um , address the following issues:

• W hether the offer to counsel is 
required for new  prescriptions only, or 
both new  and refill prescriptions;

• W hether only pharm acists m ust 
m ake the offer to  counsel or w hether 
auxiliary personnel are authorized to 
make the offer;

• W hether only a p atient’s refusal of 
the offer to counsel, m ust be 
docum ented or w hether docum entation  
of all offers is required;

• Whether documentation of 
counseling is required; and

• H ow  counseling is to be addressed  
in situations w here the p atient’s 
representative is not readily available to  
receive a counseling offer or the  
counseling itself.

W e have am ended § 4 5 6 .7 0 5 (c ) to  
specify that State counseling standards  
m ust address these issues.

Com m ent: Seven com m enters  
discussed the m ethod of docum enting a 
patient’s refusal of the offer to provide  
counsel. Six com m enters suggested that 
pharm acists be given the m axim um  
flexibility in the m ethod of 
docum enting a patient’s refusal of the 
offer to provide counsel. One of the six  
com m enters suggested that 
docum entation should not be 
m andatory. T he seventh com m enter 
suggested that a recipient should be able 
to sign a blanket refusal for all 
prescriptions.

R esponse: Again, w e leave to the 
States decisions regarding  
docum entation of offers to counsel.

Com m ent: Five com m enters  
addressed docum entation of counseling  
in general, although such  
docum entation w as not discussed in the  
interim  final regulation. Tw o  
com m enters suggested that guidelines 
on docum entation be included and  
three com m enters suggested that 
docum entation standards should be 
general and not specific.

R esponse: T he statute requires the 
States to establish standards for 
counseling. W7e  have am ended  
§ 4 5 6 .7 0 5 (c )(1 ) (form erly the  
undesignated introductory paragraph of 
§ 4 5 6 .7 0 5 (c ))  to specify the subject 
m atter that m ust be addressed by these  
standards.

Com m ent: Five com m enters suggested  
that § 4 5 6 .7 0 5 (c )(1 ) specify that the  
content of counseling should be left to  
the professional prerogative of the 
pharm acist, w ho should be given proper

flexibility in selecting how patient 
counseling should be administered in 
each circumstance. One commenter 
requested that the control of the content 
not be given to the prescriber.

R esponse: S ection  4 5 6 .7 0 5 (c )(3 ), 
form erly § 4 5 6 .7 0 5 (c )(2 ), clearly  
specifies that the con tent of counseling  
is subject to the professional judgment 
of the pharm acist. D eterm ining how  
counseling should be adm inistered, that 
is, w hether counseling m ust be oral or 
to w hat exten t w ritten  com m unication  
m ay be used, depends on the State 
standards for counseling.

Com m ent: S ix  com m enters discussed  
m aking an oral offer to counsel. T w o of  
the six suggested that, in  all instances, 
the offer m ust be oral. T hree suggested  
that a w ritten  offer should be used  
w here an oral offer w as not possible.
The sixth commenter advised that 
written material alone should not be 
substituted for the oral offer.

R esponse: W e believe that the issue of 
w hether the offer to counsel m ust be  
oral, and the exten t to  w h ich  w ritten  
m aterial m ay be substituted for an oral 
offer of counseling, are m atters to be 
addressed by State standards for 
counseling.

Com m ent: S ix com m enters suggested  
additional requirem ents for offers of 
counseling w hen the patient w as not 
available, w hen deliveries w ere m ade  
via m ail service or offsite deliveries  
outside the area covered  by the local 
telephone exchange. T hey suggested use  
of w ritten  instructions (offer to counsel) 
w ith the prescription  plus a toll-free  
telephone num ber for the patient to call 
if there w ere any questions.

R esponse: W e co n cu r and have 
am ended § 4 5 6 .7 0 5 (c )(2 ) to require m ail 
order pharm acies to provide toll-free  
telephone service for all long distance  
calls. As stated in  the regulation, other 
pharm acies w hose prim ary patient 
population is accessib le through a local 
m easured or toll-free exchange m ay not 
be required to offer toll-free service. A  
State agen cy’s counseling standards  
m ust address special situations w here  
the patient, or .the p atien t’s 
representative, is not readily available to  
receive the offer to cou nsel or the actual 
counseling, for exam p le, prescriptions  
delivered off site or through the m ail.

Com m ent: Five com m enters  
addressed the provision of a toll-free  
telephone num ber for the patient to use  
to ask questions or obtain additional 
inform ation con cernin g his or her 
prescription. One com m enter stated that 
requiring such  a num ber w as n o t . 
p ractical. One com m enter requested  
m ore inform ation regarding toll-free 
num bers. One com m enter stated “ access  
to ” should m ean th at every patient has

the opportunity to telephone the  
pharm acist w ithout cost to the patient. 
The fourth com m enter stated that 
m anaged care p harm acies should  
provide a toll-free telephone counseling  
service. A fifth com m enter also stated  
that pharm acies should provide a toll- 
free num ber on the prescription  label 
w h ich  w ould, in part, m eet the “ offer to  
cou n sel” standard.

R esponse: As stated in  the regulation, 
pharm acists w hose prim ary patient 
population is accessib le through a local 
m easured or toll-free exchange m ay not 
be required to offer toll-free service. 
States are free to further define, under 
the counseling standards, the term  
“ prim ary patient population” , or 
otherw ise specify under w hat 
Circum stances p harm acies w ould or 
w ould not be required to provide toll- 
free telephone service. O therw ise, 
pharm acists w hose prim ary population  
is not accessible as indicated  above, 
w ould be required to provide toll-free 
telephone service.

Comment: F o u r com m enters  
suggested that counseling requirem ents  
w ill alarm , confuse, or raise fears am ong  
recipients. Tw o com m enters indicated  
that recipients w ould not understand  
that refusal to provide m ed ical history  
or to accep t counseling w ould not affect 
their eligibility for m ed ical services  
under the M edicaid  program .

R esponse: W e do not agree that 
counseling w ould alarm , confuse, or 
raise fears am ong recipients. O verall, 
the program  w ill in crease the  
know ledge, and the understanding by 
patients, of the im p act o f drugs on their 
lives. W ith such  in creased  knowledge, 
patients can  better participate in the  
adm inistration of the m ed ical care that 
they are receiving. Rather than alarm  
patients, the offer to  cou nsel and the  
actual counseling can  be used to  
alleviate their fears by providing an 
explanation w h ich  could cover not only  
the item s suggested in the law  and  
regulations but also the im pact of the  
counseling program  on the in dividu al’s 
eligibility for m ed ical services under the  
M edicaid  program .

Com m ent: One com m enter suggested  
that the regulations be am ended to 
acknow ledge w hat m an y States had 
done to im plem ent m odel patient 
counseling legislation that established  
how  the “ offer to cou n sel” is m ade to 
the patient.

R esponse: W e do not believe that an 
acknow ledgem ent of w hat States have  
done thus far w ould serve any purpose. 
It w ould not be feasible to  include a 
current list of such  States in the  
regulations since th e list w ould be 
grow ing constantly. If such  recognition  
is provided for m odel patient
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counseling legislation, then recognition  
should also be provided to States that 
have m odel retrospective review  
program s, prospective program s, and 
point-of-sale ECM  system s. HCFA  
intends to share w ith  the States 
inform ation and technology that various 
States have found effective for 
adm inistering DUR.

Com m ent: One com m enter suggested 
that the regulation distinguish between  
the “ offer to cou n sel” and the act of 
counseling itself.

R esponse: W e believe that §§ 4 5 6 .7 0 5
(c)(1) and (c)(3) already distinguish  
betw een the offer and the content of 
counseling.

Com m ent: Tw o com m enters suggested  
that the counseling requirem ents are an  
unw arranted Fed eral in trusion and m ay  
have adverse con sequences for the 
m entally ill. T hey stated  th at absolute  
confidentiality m ust be m aintained and  
counseling m ust be done in a discreet, 
supportive, inform ative, and non­
threatening m anner.

R esponse: W e agree that the  
protection  of confidentiality and the 
sensitivity w ith w h ich  counseling is 
con du cted  are critically  im portant.
S ince the States and pharm acists, not 
the Federal G overnm ent, are responsible 
for counseling, w e do not believe that an 
unw arranted Fed eral intrusion has 
occurred .

Com m ent: One com m enter asked  
w hether the $1 to $ 2  cost estim ate per 
prescription for counseling services was 
based upon the p harm acist or the 
an cillary  personnel m aking the offer to 
counsel.

R espon se: This estim ate w as based  
upon the pharm acist m aking the offer of 
counseling.

Com m ent: One com m enter noted that 
the tim ing of the issu ance of the rule 
p laced  States and pharm acies at a 
serious disadvantage as it perm itted  
only 60  days for the adoption of 
counseling standards through legislation  
or regulation.

R esponse: W e agree that the  
tim efram e for issuing the regulations 
was unusually short and p laced  a 
burden on the States. H ow ever, m ost 
States have successfully established  
counseling standards to com p ly w ith  
the regulations.

H. Profiling
Section 4 5 6 .7 0 5 (d ) of the interim  final 

regulations requires States, in the case  
of M edicaid  recipients, to require  
pharm acists to m ake a reasonable effort 
to obtain, record, and m aintain  patient 
profiles. The profiles, at a m inim um , 
m ust contain  the follow ing inform ation: 
(1) nam e, address, telephone num ber, 
date of birth (or age), and gender of the

patient; (2) individual h istory, if 
significant, including disease state or 
states, know n drug reaction s, and a 
com prehensive list of m ed ications and  
relevant devices; and (3) the  
p harm acist’s com m ents relevant to the 
individual’s drug therapy.

Comment: Tw o com m enters suggested  
that “individual h isto ry” rather than  
“individual m edical h isto ry” should be 
one of the m inim um  inform ation items.

R esponse: W e agree and w e have 
changed § 4 5 6 .7 0 5 (d )(2 ) to  delete the  
w ord “ m ed ical” . The term  “ m edical 
h istory” is not appropriate, as “m edical 
h istory” includes obtaining specific  
inform ation regarding laboratory results, 
diagnosis, and other m ed ical findings.

Comment: Three com m enters  
suggested that the regulations should  
include a statem ent that profile  
inform ation can  be obtained by ancillary  
personnel, but the pharm acist m ust 
review  and interpret the inform ation  
obtained,

R esponse: W e believe this is an  
individual State decision . A  State that 
decides to authorize au xiliary  personnel 
to obtain profile inform ation m ay  
include such  authorization and the 
appropriate requirem ents for the use of 
auxiliary personnel in th eir standards  
for counseling.

Com m ent: Three com m enters  
addressed the use of the term  
“reasonable effort” for obtaining profile 
inform ation in § 4 5 6 .7 0 5 (d ). One 
com m enter suggested the term  should  
be further defined or deleted. One 
com m enter suggested expansion  of the 
term  to state that “ the p harm acist is 
responsible for ensuring that a 
reasonable effort is m ade to  obtain  
profile inform ation.” T he third  
com m enter suggested expanding the  
statem ent to indicate that “ reasonable  
effort” should not include additional 
burden or cost to the pharm acist.

R espon se: W e have d ecid ed  not to 
define reasonable effort in the  
regulations to allow  States flexibility in  
im plem enting the DUR requirem ents. 
States and their pharm acy boards m ay, 
or m ay not, choose to further define 
“ reasonable effort” .

Com m ent: One com m enter stated that 
§ 45 6 .7 0 5 (d )(2 ) should be am ended to 
make it exp licit that the profiling  
requirem ents are lim ited to recording  
inform ation concerning drugs and  
devices dispensed at the pharm acy  
w here the pharm acist is em ployed.

R esponse: W e have retained  the 
phrase “a com prehensive list of 
m edications and relevant d evices” as  
the statute specifies in  section  
1 9 2 7 (g)(2)(A )(ii) of the A ct. N either the 
statute n or the regulation defines a 
“com prehensive list” ; therefore the

State, if it chooses, m ay further define 
the term  according to section  
1927(g)(2)(A )(ii) of the A ct. M ethods for 
securing this inform ation cou ld  include  
checking the p harm acy’s ow n record, 
receiving an alert m essage from  the  
electron ic claim s m anagem ent system , 
or asking the patient, p hysician, o r other 
p harm acies for additional inform ation  
if, in the professional judgm ent of the  
pharm acist, it was appropriate to do so.

Com m ent: One com m enter suggested  
that HCFA study the advantages and  
disadvantages of requiring the collection  
of inform ation for profiles.

R espon se: W e w ill con sid er these  
m atters as a subject for H CFA  studies of 
the DUR program  and its im pact on the 
industry and the public.

I. Retrospective DUR
Section 4 5 6 .7 0 9  of the interim  final 

regulations requires that the State 
M edicaid  plan provide for a 
retrospective DUR program  for ongoing 
periodic exam ination of claim s data and  
other records in order to identify  
patterns of fraud, abuse, gross overuse, 
or inappropriate or m edically  
unnecessary care am ong physicians, 
pharm acists, and M edicaid  recipients, 
or associated  w ith specific drugs or 
groups of drugs. This exam ination  m ust 
involve pattern analysis, using 
predeterm ined standards of physician  
prescribing p ractices, dispensing  
p ractices of pharm acies, and drug use 
by individual patients. This program  
m ust be provided through the State’s 
m echanized  drug claim s processing and  
inform ation retrieval system  or an  
electron ic drug claim s processing  
system  that is integrated w ith  the 
M edicaid  M anagem ent Inform ation  
System  (MMIS).

Com m ent: Tw o com m enters suggested 
peer review  prior to any intervention  
suggested by DUR reports or outliers  
identified by com puterized DUR 
program s. A  third com m enter suggested  
that the regulations state that the system  
should not produca*punitive decisions  
against physicians.

R espon se: It is up to each  State to 
determ ine w hether, and under w hat 
circu m stan ces, peer review s of 
therapeutic problem s identified through  
screening applications based upon  
predeterm ined standards, w ill be 
required. States m ay require peer review  
prior to all interventions or identify  
circu m stan ces w here peer review s are, 
or are not, required.

W e do not believe that it is 
appropriate to address the question of 
punitive decisions against physicians. 
The objective of the DUR is to im prove  
pharm aceutical care through education.
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J. Education  Program
Section 456.711 of the interim final 

regulations requires that the State plan 
must provide for ongoing outreach 
programs that educate practitioners on 
common drug therapy problems with 
the aim of improving prescribing and 
dispensing practices. Section 
456.716(d)(5) requires the DUR Board 
to: (1) identify and develop educational 
programs if  needed; (2) make 
recommendations regarding 
interventions; and (3) periodically 
reevaluate and, if  necessary, modify 
interventions. Section 456.716(d)(6) 
specifies that the Medicaid agency, or 
its contractor, should apply 
predetermined standards to drug claims 
data and generate reports for use by the 
board and carry out educational 
programs specified by the board.

Com m ent: Five commenters suggested 
expanding § 456.716(d)(5) to make it 
more specific. One commenter 
suggested the creation of a fifth 
provision to require more in-depth 
review prior to intervention. Other 
commenters stressed “appropriate and 
balanced” education programs based 
upon program experience, matching the 
education program to the drug therapy 
problem identified, and placing more 
emphasis on preliminary education.

R espon se: We have expanded 
§456.716(d)(5)(ii) to address the 
commenters’ suggestions. The DUR 
Board recommendations for educational 
interventions must be based on an in- 
depth review of claims data reports. The 
board may decide which educational 
intervention approaches are suitable for 
the drug therapy problems identified. 
We have changed § 456.703(f)(5) to 
specify that standards (that is, 
exceptions to criteria) may be used in 
deciding whether or not to intervene 
after the potential therapeutic problems 
have been identified.

K. A nnual Report
Section 456.712 of the interim final 

regulations provides that a State must 
require the DUR Board to prepare and 
submit annual DUR reports to the 
Medicaid agency. The Medicaid agency 
is required to prepare and submit an 
annual report to the Secretary of the 
Department of Health and Human 
Services that incorporates the DUR 
board’s report and includes detailed 
information on the DUR program 
operations and an estimate of the cost 
savings attributable to the DUR program.

Com m ent: Ten commenters addressed 
the DUR cost savings estimate required 
in the annual report. Three commenters 
suggested that §456.712 should specify 
that savings resulting from reduced

physician visits and hospitalizations 
should be taken into account. Two 
commenters suggested that we require 
comprehensive evaluations, including 
both clinical and economic evaluations 
that would estimate total savings of 
DUR.

R esponse: The requirement that State 
Medicaid agencies submit a cost savings 
estimate refers to those savings that can 
be attributed to the operation of 
prospective and retrospective DUR. The 
report on cost savings must identify 
what is spent annually to operate the 
DUR program and also identify the 
savings to the Medicaid drug program as 
a result of DUR. It may include savings 
that result from reduced physician visits 
and reduced hospitalizations if  the State 
can document such savings. We agree 
that evaluating both the economic and 
clinical impact of DUR is important and 
the States should, to the extent that they 
are able, take both types of outcomes 
into account when evaluating their DUR 
programs. Demonstration projects are 
also addressing outcomes, including 
physician visits, emergency room visits, 
and hospitalizations. The Agency for 
Health Care Policy and Research of the 
Public Health Service is conducting an 
evaluation of pharmaceutical outcomes, 
and may cover this topic in its study.

Com m ent: Three commenters stated 
that it would be difficult to estimate cost 
savings as a result of the DUR program 
and asked for suggestions as how to 
perform this task. One commenter 
recommended that HCFA define the 
word “costs” in § 456.712(b)(10) when 
referring to the cost savings estimates to 
be included in the annual report. 
Another commenter suggested that the 
cost of DUR be expressed in terms of 
cost per recipient.

R espon se: Currently HCFA is 
developing a cost savings methodology 
for use by State Medicaid agencies, at 
their option, when estimating the cost 
savings that result from DUR. These 
guidelines will specify data collection 
needs. They will also suggest what costs 
are to be considered and whether or not 
to express costs in terms of cost per 
recipient. The guidelines for reporting 
cost savings will be distributed to the 
States on an advisory basis.

Com m ent: One commenter suggested 
that § 456.712(b)(3) be revised to require 
States to include information in the 
annual report that describes the process 
and sources used for establishing and 
revising criteria.

R espon se: HCFA will provide 
guidance to the States about the 
contents of the annual reports which 
will include information relating to 
sources for criteria. We do not believe 
it is necessary to include this as a

regulatory requirement. The State DUR 
Boards will have such information 
available if there are any questions 
about the selection of criteria and 
standards.

Com m ent: One commenter suggested 
that providing complete criteria in 
annual reports would be cumbersome 
and costly. Another questioned whether 
the provision of criteria in the annual 
report would eliminate the need for the 
State’s cost savings estimate.

R espon se: Section 1927(g)(3)(D) of the 
Act identifies specific information that 
must be included in the annual report 
to allow us to evaluate the effectiveness 
of each State’s DUR program. HCFA’s 
Medicaid Bureau has provided 
additional informal guidance with 
regard to the contents of the annual 
reports. This guidance indicates that 
detailed information about DUR- 
approved criteria must be provided but 
not necessarily the criteria themselves. 
This approach addresses concerns about 
the burdensome nature of submitting 
complete criteria in the annual reports. 
The statute requires inclusion of a cost 
savings estimate in the annual report; 
therefore provision of detailed 
information on the criteria does not 
eliminate the requirement that the State 
must submit a cost savings estimate.

Com m ent: One commenter suggested 
that a requirement be established for 
adequate data to be collected by State 
Medicaid agencies, to prove that the 
DUR program is beneficial.

R espon se: State agencies are required 
to submit an annual DUR report to 
HCFA. As previously indicated, HCFA 
will provide guidance as to what data 
are needed to determine cost 
effectiveness.

L. Drug Use Review  an d  Surveillance  
an d  Utilization R eview  (SUR)

Section 456.714 of the interim final 
regulations states that the retrospective 
DUR requirements parallel some portion 
of the Surveillance and Utilization 
Review (SUR) requirements in subpart 
A of part 456 and in part 455 of the 
Medicaid regulations.

Com m ent: Two commenters suggested 
that SUR and DUR activities should be 
completely separate and distinct. .

R espon se: We agree with the 
commenters and we have revised 
§ 456.714 to indicate that the SUR 
program and the DUR program have 
overlapping responsibilities to identify 
and reduce the frequency of patterns of 
fraud, abuse, and gross overuse of drugs. 
Given the historical emphasis of SUR 
units in this area, we believe that the 
DUR staffs should focus their limited 
resources on what constitutes 
appropriate and medically necessary
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pharmaceutical care. It is the State’s  
option, however, to establish what it 
considers to be the appropriate balance 
between fraud and abuse and medical 
appropriateness concerns.

Com m ent: One commenter requested 
clarification of § 456.714 and an 
explanation of how cost savings from 
SUR are to be taken into account in 
calculating DUR cost savings required 
by §456.712(b)(10).

R espon se: HCFA is developing 
specific guidance to assist the States in 
determining DUR costs savings as 
required by §456.712(b)(10). This 
guidance will address the issue of 
whether or not to include SUR cost 
savings.

M. DUR B oard
Sections 456.716(a) and (b) of the 

interim final regulations require that 
each State establish a DUR Board and 
establish requirements for the 
composition of the DUR Board and 
expertise of its members. Section 
456.716(c) specifies the relationship 
between the DUR Board and the State 
Medicaid agency; § 456.716(d) discusses 
activities of the DUR Board; and 
§ 456.716(e) specifies funding available 
for DUR Boards.

Com m ent: Five commenters 
expressed concern about the 
relationship between the DUR Board 
and the State Medicaid agency as 
provided for in § 456.716(c). Four 
commenters suggested that the DUR 
Board be separate from the Medicaid 
agency or have final authority with 
regard to clinical issues such as 
approval of criteria. One commenter 
suggested the DUR Board should have 
rulemaking authority. One commenter 
suggested that DUR Boards should not 
be independent.

R espon se: Section 1902(a)(5) of the 
Act, which specifies that a single State 
agency must administer or supervise the 
administration of the Medicaid program, 
precludes making DUR Boards 
independent of the State agency. While 
it is expected that a State will rely 
heavily on the clinical expertise of the 
DUR Board, this does not preclude the 
State agency from independently 
assessing the DUR Board’s 
recommendations to assist it in reaching 
its decisions.

Com m ent: Four commenters 
addressed the issue of procedures for 
DUR Board action if  a State agency 
overrules the DUR Board. Two 
commenters suggested that DUR Boards 
have procedures to make their activities 
public, including possible public 
comment procedure for responses to 
outside input. Two commenters 
indicated that when the State agency

overrules the DUR Board, it must make 
public the reasons for its actions and 
consider public comment

R espon se: States may require DUR 
Boards to establish informal procedures 
through which outside parties may 
contribute input with regard to the 
application of predetermined standards. 
Section 456.716(c) gives the State 
agency the authority to overrule the 
DUR Board. The State agency may or 
may not make its reasons public, 
depending on the rules which it 
establishes for the creation of the DUR 
Board.

Com m ent: Five commenters 
addressed the composition of the DUR 
Boards. Some commenters suggested the 
need for more specifics about 
membership such as the possibility of 
having public members, representatives 
of chain pharmacies, and psychiatrists. 
One commenter suggested that 
pharmacist members have DUR 
experience.

R espon se: The State agency is free to 
determine the size of the DUR board and 
may include any types of members that 
it considers appropriate so long as it 
complies with §§ 456.716 (a) and (b).

Com m ent: One commenter suggested 
that the issue of possible conflict of 
interest of Board members be dealt with.

R espon se: Section 1927(g)(3)(b) of the 
Act and § 456.716 of this regulation 
specify that members o f the DUR boards 
must be health professionals who have 
recognized knowledge and expertise in 
one or more of the following: the 
clinically appropriate prescribing of 
covered outpatient drugs; the clinically 
appropriate dispensing and monitoring 
of covered outpatient drugs; drug use 
review, evaluation, and intervention; or 
medical quality assurance. We are 
monitoring compliance with these 
requirements and expect that States will 
take whatever actions they deem 
appropriate, consistent with their laws 
and regulations concerning conflict of 
interest, to protect against conflict of 
interest in the operation of the DUR 
boards.

Com m ent: One commenter suggested 
that DUR Boards have the flexibility to 
determine appropriate interventions and 
when to use them. The commenter also 
suggested that there is no need to have 
all interventions reviewed by peers 
before they are carried out.

R espon se: DUR Boards do have the 
flexibility to determine appropriate 
interventions and when to perform 
them. It is up to the DUR Board to 
decide under what circumstances peer 
review must occur prior to interventions 
and when interventions may occur 
without such review.

Com m ent: Eighteen commenters 
responded to the request for comment 
on the interim final regulations about 
the appropriateness of having DUR 
Boards certify prospective DUR 
software. Ten of these commenters 
indicated that the DUR Board should 
not take on the, task of certifying 
individual pharmacy prospective DUR 
software because of the enormity of the 
task, the DUR Board’s lack of expertise 
in this area, and because the Board 
should not be put in a position of 
providing something equivalent to a seal 
of approval for software products. Five 
of the commenters suggested that DUR 
Boards should approve prospective DUR 
software. One commenter suggested that 
it would be more economical for HCFA 
to undertake evaluation of software 
packages. Two commenters suggested 
that DUR Boards should not deal with 
evaluation of individual pharmacy 
prospective DUR software but should 
provide guidance as to which products 
available to pharmacies would meet 
statutory requirements.

R espon se: We agree with those 
commenters who indicated that the 
DUR Boards should not take on the task 
of certifying individual pharmacy 
prospective DUR software. DUR Boards 
should know and understand the 
criteria upon which the software is 
based, but they often do not have* the 
expertise to evaluate the quality and 
efficiency of the software itself. 
Undertaking such certification would be 
excessively burdensome and create the 
impression that some packages have 
State government approval while others 
do not.

Com m ent: One commenter suggested 
that the requirement in § 456.716(b) that 
pharmacists must be licensed and 
actively practicing in the State on whose 
DUR Board they serve would be 
burdensome to small States seeking to 
recruit experts from nearby States.

R espon se: We concur and have 
revised § 456.716(b) by eliminating the 
requirement for licensure by the State 
on whose DUR Board the pharmacist is 
serving.

N. Electronic Drug Claim s Processing
Section 456.722 of the interim final 

regulations establishes functional 
requirements for those State Medicaid 
agencies that choose to develop an on­
line, real-time point-of-sale electronic 
claims management (ECM) system to 
perform eligibility verification, claims 
data capture, claims adjudication, and 
to assist pharmacists in applying for and 
receiving reimbursement for services.

Com m ent: Four commenters 
addressed the costs of in-store 
telecommunications and the installation
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and use of on-line dedicated 
telecommunications lines. They 
recommended that pharmacy providers 
should be compensated for the 
additional costs incurred One 
commenter suggested that the States 
should pay costs, charges, and fees 
related to on-line communication. Four 
commenters addressed the issue of costs 
associated with establishing an on-line, 
real-time ECM system and asked who 
would be responsible for the costs. They 
questioned whether access to the system 
would be toll free. They suggested that 
providers be compensated for costs 
associated with telecommunications, 
software enhancements, etc., that HCFA 
or fiscal agents, rather than pharmacies, 
take responsibility for 
telecommunication costs, and that 
HCFA require States to pay associated 
costs.

R espon se: State Medicaid agencies, 
who may receive FFP for the ECM 
systematic MMIS at enhanced rates if  
functional requirements are met, may 
also decide the amount of funding they 
will offer providers for hardware, 
software, and telecommunications 
charges, if  any. A State may base this 
decision on such variables as what the 
average cost will be for pharmacies to 
participate, the amount of FFP received 
by the State for the ECM subsystem, and 
whether the State’s budgets will enable 
it to compensate pharmacies who have 
incurred additional costs due to ECM. 
The State agency is free to pay 
transmission charges and other costs 
associated with participation in an ECM 
system or to require pharmacies to cover 
these costs.

Com m ent: One commenter stated that 
“ECMS” should require only the 
minimum data elements necessary for 
processing and paying claims. No 
variable data elements should be 
permitted.

R espon se: HCFA requires at least the 
minimum data set for processing and 
paying claims as defined in Part 2 of the 
State Medicaid Manual. Given the wide 
variation in State programs, however, 
we believe that it would be unwise at 
this time to restrict data that States may 
need for proper program administration. 
Thus, States have the option to add 
other data elements, as necessary.

Com m ent: Eight commenters 
suggested that HCFA require State 
Medicaid agencies to comply with one 
industry telecommunications standard. 
Six of the eight commenters recommend 
NCPDP’s Version 3.2 to be incorporated 
into §456.722. One commenter 
suggested that HCFA require the use of 
RFDS 3C in all State POS/ECM systems.

R espon se: Currently, the State may 
decide the format for its ECM as long as

it meets the requirements of the 
minimum data set provided in Part 2, 
section 11375 of the State Medicaid 
Manual However, with the growing use 
of the Electronic Data Interchange (EDI) 
and the possibility of a Federal 
requirement that mandates its use by the 
Medicaid program, a standard format 
requirement for ECM subsystems may 
be forthcoming. Moreover, HCFA 
announced in an advance notice of 
proposed rulemaking in the Federal 
Register on October 19 ,1992 (57 FR 
47587) that it endorses electronic 
standards established by the American 
National Standards Institute (ANSI). We 
anticipate final adoption of the ANSI 
electronic standards as the required 
telecommunications standard.

Com m ent: One commenter 
recommended that the ECM system 
develop electronic payment capabilities 
by incorporating the electronic funds 
transfer (EFT) program, or it will be of 
little value.

R espon se: The States may decide 
whether their ECMs will have an EFT 
capability. HCFA requires only that 
ECMs take steps toward the payment of 
the claim, in order to receive FFP, but 
not that funds be sent electronically.

Com m ent: Four commenters 
addressed the establishment of ECM 
systems. Two commenters suggested 
that providers be required by HCFA to 
use ECM systems. One commenter 
suggested that participation in an ECM 
system be an option for the pharmacy. 
One commenter requested that batch 
processing of claims for prescriptions be 
included in any ECM program.

R espon se: State Medicaid agencies 
may determine whether providers will 
be required to use ECM systems and 
whether providers using the ECM 
system will be required to rely on the 
State’s prospective DUR, if  the State has 
one. At this time, HCFA does not 
require State Medicaid agencies to 
establish ECM systems or to use them to 
accomplish prospective DUR.

Com m ent: Two commenters suggested 
that HCFA should require mail order 
pharmacies’ ECM systems to be on-line, 
real-time. One commenter suggested 
that the exemption allowing batch 
claims submission mentioned in 
§ 456.722(b) also be available to retail 
pharmacies.

R espon se: States are responsible for 
determining whether mail order - 
dispensers and other providers are 
required to operate a real-time ECM 
system, or a batch processing system at 
the end of each day or at a time 
specified by the State Medicaid agency.

Com m ent: One commenter 
recommended that HCFA not require

States to obtain cost/benefit analyses 
prior to procuring point-of-sale ECM.

R espon se  An analysis that shows the 
cost effectiveness of the ECM is required 
in order for the States to receive 
enhanced FFP for the system.

O Dispensing Physicians

The interim final regulations are 
silent on the subject of dispensing 
physicians.

Com m ent: One commenter pointed 
out that the regulations do not deal with 
the situation of dispensing physicians.

R espon se: Section 1927(k)(3) of the 
Act states that the term “covered 
outpatient drug” does not apply to 
drugs provided as physicians services 
unless there is a separate reimbursement 
for the drug. If there is a separate 
reimbursement claim for a drug 
dispensed by a physician, all the ♦  
requirements of section 1927(g) apply to 
that physician, except for the 
requirements to offer patient counseling 
and to collect, record, and maintain 
patient profiles. This is because the Act 
specifically speaks to a pharmacist’s 
responsibilities in these two areas. The 
State is free to develop State 
requirements with regard to patient 
counseling and patient profiles for 
dispensing physicians.

Com m ent: One commenter suggested 
that dispensing physicians not be 
allowed to submit claims through ECM 
systems.

R espon se: While the Secretary has 
been explicitly directed by the statute to 
encourage the use of ECM systems,
States are free to establish policy with 
regard to the submission of claims 
through ECM systems.

P. R enal Dialysis

Section 1927(k)(3) of the Act does not 
include as a “covered outpatient drug” 
under Medicaid, drugs provided for 
renal dialysis unless direct 
reimbursement for the drug is involved.

Com m ent: One commenter pointed 
out that drugs administered to Medicaid 
recipients in renal dialysis centers are or 
are not subject to DUR, depending on 
whether or not there is separate 
reimbursement for the drug.

R espon se: We agree with the 
commenter. Section 1927 (k)(3) of the 
Act provides that drugs provided to 
Medicaid recipients in renal dialysis 
centers are not subject to DUR unless 
there is a separate reimbursement for 
the drug product.

Q. Liability
The Act and the interim final 

regulations are silent with regard to 
additional liability incurred by



4 8 8 2 2  Federal Register / Vol. 59, No. 184 / Friday, Septem ber 23, 1994 / Rules and Regulations

pharmacists as a result of DUR 
requirements.

Com m ent: Three commenters 
suggested that the preamble language 
that pharmacies would not incur 
additional liability is not correct and 
pharmacists should expect to have 
additional liability problems.

R espon se: Suits may result from 
pharmacy practice of DUR, but we have 
no evidence to support or refute the 
contention that the level of liability 
suits will increase. Since the DUR 
requirements specified in OBRA ’90 
constitute standards of pharmacy 
practice for Medicaid recipients, 
compliance with these standards 
provides the best protection against 
possible liability actions.

Com m ent: Five commenters suggested 
that pharmacists be held harmless from 
liability associated with conducting 
DUR or that HCFA assume such 
liability.

R espon se: We know of no statutory 
basis for holding pharmacists harmless 
from such liability or for having HCFA 
assume such liability that may result 
from compliance with the DUR 
requirements.

Com m ent: One commenter asked 
about product liability.

R espon se: W e do not believe that 
product liability would be impacted by 
the OBRA ’90 DUR requirements.

R. Com m ents on the Regulatory Im pact 
A nalysis

Com m ent: Two commenters 
questioned the Congressional Budget 
Office estimate of $10 million to $40 
million savings annually. One 
commenter suggested that the DUR 
provisions will cost more than they 
save. The other commenter stated that 
significant hardware and software costs 
will reduce cost savings.

R espon se: Since these commenters 
provided no specific data, we will not 
make changes to the Congressional 
Budget Office estimates.

Com m ent: Ten commenters 
questioned the hardware-software costs 
associated with the DUR program. They 
included estimates for software costs of: 
$1,500, $1,900, $2,000 to $5,000, and 
$3,500. One commenter suggested the 
cost of a new computer would be $3,600 
to $6,000; a second commenter 
indicated that 10 percent of their group 
would need new computers. One 
commenter indicated annual upgrade 
and modification costs would be $995 
per pharmacy.

R espon se: We concur with the 
majority opinion that our original 
estimates may be low and probably 
should reflect costs in the $1,500 to 
$3,500 range. However, due to the lack

of any empirical data, we are unable at 
this time to make this determination 
with any degree of certainty

C om m en t  Four commenters 
questioned the cost of counseling, all 
indicating cost estimates should be 
higher; however, only two provided 
their own estimates. One commenter 
suggested that 5 minutes would be 
necessary for counseling and profiling at 
a cost of $2.50 per prescription. Another 
commenter indicated that the time and 
cost per prescription for the DUR 
requirements would be 4 minutes and 
$2.98 ($2.98 includes 50 cents for 
hardware- software costs). One 
commenter suggested that the usual and 
customary charge should be reimbursed 
to ensure adequate compensation for 
DUR services. Four commenters 
suggested that the dispensing fee will 
need to be changed to reflect the 
increased requirements for DUR. None 
of the commenters suggested specific 
cost figures.

R espon se: We believe that 5 minutes 
at a cost of $2.50 per prescription is a 
reasonable estimate that would raise our 
top estimate from $140 million to $175 
million. However, as we stated earlier, 
we lack any empirical data to 
substantiate this claim.

C om m ent: Six commenters suggested 
that the estimates in the interim final 
regulations did not include, or consider, 
the cost of interventions or 
consultations with physicians. One 
commenter, using data from a study that 
the commenter conducted, reported that 
1.9 percent of all prescriptions require 
interventions. Where interventions are 
made, 87 percent of these interventions 
involve contact with the physician. This 
commenter estimated that with 2 to 4 
minutes per consultation, at a 
pharmacist hourly rate of $30, the total 
cost would be $10 to $20 million for 
approximately 140 million new 
prescriptions per year.

R espon se: We generally agree that 
some of our estimates may be low. 
However, we do not believe, absent any 
additional definitive research studies 
that we can make any provisional 
changes as a result of this study at this 
time.

C om m ent: Three commenters 
suggested reimbursement for “cognitive 
services.” One commenter suggested 
that the cognitive fee be separate from 
the dispensing fee. The second 
commenter indicated that a cognitive 
fee payment would ensure that 
pharmacists would maximize program 
efficiencies. The third simply advocated 
payment for such services.

R espon se: Currently, there is no 
authorization in Federal statute or 
regulation for a separate payment for

cognitive services. However, section 
4401(c)(2) of OBRA ’90 authorizes a 
demonstration project on the cost- 
effectiveness of reimbursement for 
pharmacists’ cognitive services. When 
this demonstration project is completed 
consideration may be given to the 
inclusion of reimbursement for 
cognitive services in the payments made 
to pharmacists.

Com m ent: The commenters addressed 
various subjects, all indicating their 
impact on increasing costs. One 
commenter suggested that 
recordkeeping and liability costs will 
increase. Three commenters indicated 
that costs associated with establishing 
and maintaining profiles were not 
included in the estimates. Six 
commenters were concerned about 
increased costs (one comment indicated 
DUR costs would be shifted to other 
payers).

R espon se: Some of these costs will be 
considered by the State in establishing 
the dispensing fee. As indicated in 
existing §§ 447.331 and 447.332 of the 
Medicaid regulations, the State is 
authorized to include a reasonable 
dispensing fee in its payments to 
pharmacies. This area is discussed in 
response to the comment regarding 
liability costs in section II. Q. of this 
preamble.

Com m ent: One commenter stated that 
the regulatory impact analysis was not 
adequate and seriously underestimated 
the impact of the rule on small 
pharmacies. The commenter suggested a 
more comprehensive regulatory 
flexibility analysis and recommended a 
longer compliance schedule for small 
businesses and looking at other 
alternatives to ease the burden.

R espon se: We disagree with the 
commenter. The analysis in the interim 
final rule did address the impact on 
pharmacies, States, dispensing fees, cost 
of counseling, and the costs of 
educational outreach. Since the 
commenter offered no data to support 
the comment and did not suggest a 
methodology for conducting the 
analysis, we are not making a change in 
the regulation at this time.

III. Changes to the Interim Final Rule
In developing the November 1992 

interim final regulations, we essentially 
relied on the language of sections 1927
(g) and (h) of the Act. We also sought 
and received advice from various 
national provider associations, 
pharmaceutical companies, States, drug 
utilization review firms, and others. The 
interim final regulations became 
effective on January 2 ,1993 .

We have reviewed all of the public 
comments received on the interim final
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regulations and, in summary, have made 
the following changes.

• We have amended § 456.702 to 
clarify the definitions of 
“over-utilization” and 
“underutilization”.

• We have removed the technically 
incorrect HMO exception from
§ 456.703(b) and added a new paragraph 
at § 456.703(c)(2) to indicate the HMO 
exemption from DUR.

• We have included under
§ 456.703(c)(1) a provision that those 
hospitals that claim the exemption from 
DUR must give assurances to the State 
that they meet the requirements of 
section 1927(j)(2) of the Act.

• We have removed the words 
“rejected or” from §456.703(0(1) to 
clarify that only published peer- 
reviewed literature is an acceptable 
criterion.

• We have added a definition of “the 
consensus process” to § 456.703(f)(2).

• We have amended §§456.703(0(5) 
and 456.705(b)(3) to clarify that only 
“clinically significant” adverse medical 
results warrant consideration in the 
prospective drug review. We also added 
wording under §456.703(0(5) to include 
the consideration of patient 
consumption practices and standards.

• We nave added wording to
§ 456.703(0(6) to clarify the reason for 
testing criteria against claims data.

• We have changed the word 
“prescription” to “drug” in
§ 456.705(b)(2)(i) in order to include 
consideration of non- prescription drugs 
with regard to alteration of therapeutic 
effect.

• In § 456.705(b)(4), we have 
specified “daily dosage” rather than 
“daily dosage range” in the description 
of what constitutes incorrect drug 
dosage.

• We have removed the reference to 
how drug counseling requirements 
apply specifically to mail order 
pharmacies from § 456.705(c) (now 
designated as § 456.705(c)(1)) so that we 
do not give the impression that they are 
treated differently than other 
pharmacies. Also, we have added 
language in § 456.705(c)(1) (i) through
(v) to specify the issues that State 
agencies must address when 
formulating their counseling standards.

• We have added wording to 
§ 456.705(c)(2)(i), previously
§ 456.705(c)(1), to require mail-order 
pharmacies to provide toll-free 
telephone service for long distance calls 
for counseling.

• In § 456.705(d)(2), we have replaced 
the phrase “individual medical history” 
with “individual history” since medical 
history would indicate the need for 
much more complete records, including

such items as laboratory reports, X-rays, 
consultation reports, and unrelated 
surgeries and illnesses.

• We have added a paragraph to 
§ 456.714 clarifying the distinction 
between the responsibilities of DUR and 
SUR.

• We have amended § 456.716(b) to 
change the requirement for licensure of 
a DUR board member in the State on 
whose board he or she serves, to 
licensure in  any State.

• In § 456.716(d)(5)(ii) we have added 
wording to clarify the bases for DUR 
board recommendations, and we have 
added wording to § 456.703(f)(5) to 
allow the consideration of standards if 
an in-depth review is needed to 
determine whether to intervene once the 
potential therapeutic problems have 
been identified through the use of 
clinical criteria.

• Also, we have made certain 
technical corrections and corrections of 
typographical errors that appeared in 
the interim final rule.

VI. Regulatory Impact Statement
A. Regulatory F lexibility  A ct

We generally prepare a regulatory 
flexibility analysis that is consistent 
with the Regulatory Flexibility Act 
(RFA) (5 U.StC. 601 through 612) unless 
the Secretary certifies that a rule will 
not have a significant economic impact 
on a substantial number of small 
entities. For purposes of the RFA, all 
pharmacies and prescribing physicians 
are considered to be small entities.

B. Com m ents on Regulatory Im pact 
A nalysis an d  Regulatory F lexibility  
A nalysis

In the interim final rule with 
comment period, we included a 
regulatory impact and regulatory 
flexibility analysis because of the 
financial impact on the operation of 
pharmacies, the States, and on 
recipients. The analysis described the 
effects that the interim final rule with 
comment period would have on these 
individuals and entities.

We received 35 comments concerning 
the costs of the drug use review 
program, the cost of the DUR 
requirements on pharmacies, and the 
cost estimates included in thè interim 
final rule. All commenters indicated 
that the actual costs of implementing 
the provisions will be higher than the 
amounts presented. Eight of the 
commenters furnished specific cost 
figures either for their particular 
operation or they supplied estimates of 
specific costs per prescription, type of 
service rendered, equipment costs, or 
total program costs.

The comments covered the following 
specific areas:

• Initial hardw are and softw are  
com p u ter costs

• Upgrade costs for com p u ter 
program s

• Counseling
• Cognitive services
• Dispensing fees
• Consultation with physicians
• Interventions by pharmacies
• Recordkeeping
• A dditional liability for the  

pharm acist
• Profiles
T h e other com m enters suggested the  

cost saving  estim ate w as too high, 
ad vocated  increased  Fed eral funds to  
offset DUR costs, urged voluntary  
com p lian ce of prospective DUR 
requirem ents for sm all fragile 
p harm acies, w arned that DUR cost 
estim ates w ere too low , and requested a  
com prehensive regulatory analysis for 
sm all businesses. F o r a com plete  
sum m arization of these com m ents and  
ou r responses, see section  II of this  
pream ble.

We were unable to provide a more 
quantitative analysis due to the lack of 
empirical data. However, we did receive 
several studies from commenters. 
Although these data were somewhat 
limited, we agree that some of our 
estimates were low. We believe, 
however, that additional research in the 
future concerning these issues is needed 
to provide us with more specific results.

This final rule revises the N ovem ber 
2 ,1 9 9 2 ,  interim  final rule w ith  
com m ent period based on com m ents  
subm itted by the public. Costs 
associated  w ith  im plem enting these  
regulations are a con seq uen ce of section  
4 4 0 1  of OBRA ’9 0 , not the regulations. 
W e do not believe, absent any  
additional definitive research  studies, 
th at the changes incorporated  into this  
final ru le as a result o f public com m ents  
w ill h ave any significant effect on DUR  
costs.

C. Im pact on Sm all Rural H ospitals
Section 1102(b) of the A ct requires the  

Secretary to prepare a regulatory im p act 
analysis if a final rule m ay have a 
significant im pact on the operations of 
a substantial num ber of sm all rural 
hospitals. This analysis m ust conform  to  
th e  provisions of section  6 0 4  of the  
RFA . F o r purposes of section  1102(b ) of  
the A ct, w e define a  sm all rural hospital 
as a hospital that is  located  outside of 
a M etropolitan Statistical A rea and h as  
few er than 50  beds.

We are not preparing a rural impact 
analysis since we have determined, and 
the Secretary certifies, that this final 
rule will not have a significant impact
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or the operations of a substantial 
number of small rural hospitals. In 
accordance with the provisions of 
Executive Order 12866, this regulation 
was reviewed by the Office of \ 
Management and Budget.

V. Collection o f Information 
Requirements

Sections 456.703, 456.705, 456.709, 
456.711, 456.712, 456.716, and 456.722 
contain information collection or 
recordkeeping requirements or both that 
are subject to review by the Office of 
Management and Budget (OMB) under 
the Paperwork Reduction Act of 1980 
(44 U.S.C. 3501 ef seq.). The information 
collection requirements concern the 
collection of information for patient 
profiles of Medicaid recipients, 
preparation by the State DUR boards of 
annual reports to thé State agency, and 
preparation of annual reports by the 
State agency to the Secretary. These are 
statutory requirements. The respondents 
who will provide the information 
include Medicaid recipients who will 
provide information for profiles to 
pharmacists, State DUR boards that will 
provide annual report information to the 
State agencies and State agencies that 
will provide annual report information 
to the Secretary. Public reporting 
burden for the collection of profile 
information is estimated to be 5 minutes 
for each initial encounter and 2 minutes 
for each subsequent encounter. Public 
reporting burden for the collection of 
the annual report information, which 
includes activities by the DUR board 
and by the State agency, is estimated to 
be up to 60 hours a year per State.

A notice will be published in the 
Federal Register after approval is 
obtained.

1 ist of Subjects in 42 CFR Part 456
Administrative practice and 

procedure, Grant programs—health, 
Health facilities, Medicaid, Reporting 
and recordkeeping requirements.

42 CFR part 456 is amended as set 
forth below:

PART 456— UTILIZATION CONTROL

1. The authority citation continues to 
read as follows:

Authority: Sec. 1102 of the Social Security 
Act (42 U.S.C. 1302), unless otherwise noted.

2. In § 456.702 the definitions of 
“overutilization” and 
“underutilization” are revised to read as 
follows:

§ 456.702 Definitions.
*  if is is is

Overutilization  means use of a drug in 
a quantity, strength, or duration that is

greater than necessary to achieve a 
desired therapeutic goal or that puts the 
recipient at risk of a clinically 
significant undesirable effect, or both.
*  *  it it it

Underutilization  means use of a drug 
by a recipient in insufficient quantity, 
strength, or duration to achieve a 
desired therapeutic goal or that puts the 
recipient at risk of a clinically 
significant undesired effect, or both.

3. In §456.703, paragraphs (b), (c), 
and (e)(4) are revised, the introductory 
text of paragraphs (e) and (f) are 
republished and paragraphs (f)(1), (f)(2),
(f)(5), (f)(6) and (h) are revised to read 
as follows:

§ 456.703 Drug use review program.
if it it it it

(b) E xception  fo r  drugs d isp en sed  to  
certain n ursing fa c ility  residents. 
Prospective drug review and 
retrospective drug use review (including 
interventions and education) under the 
DUR program are not required for drugs 
dispensed to residents of nursing 
facilities that are in compliance with the 
drug regimen review procedures set 
forth in part 483 of this chapter. This 
does not preclude the State agency from 
making such drugs subject to 
prospective DUR or retrospective DUR 
or both, provided the State agency 
makes the drugs subject to all the 
requirements of this subpart applicable 
to the respective review.

(c) Exem ption  fo r  certain covered  
outpatient drugs d isp en sed  by  hosp ita ls  
an d  h ea lth  m ain ten an ce organizations.

(1) The State plan must provide that 
covered outpatient drugs dispensed by a 
hospital using drug formulary systems 
and billed to the plan at no more than 
the hospital’s purchasing costs are not 
subject to the requirements of this 
subpart. Individual hospitals requesting 
this exemption must provide assurances 
to the State agency that they meet the 
requirements specified in section 
1927(j)(2) of the Act.

(2) The State plan must provide that 
covered outpatient drugs dispensed by 
health maintenance organizations are 
not subject to the requirements of this 
subpart.
* * * * *

(e) Source o f  predeterm ined  
standards. The predetermined standards 
must be—
it it it is. it

(4) Any combination of paragraphs
(e)(1) through (e)(3) of this section.

(f) Requirem ents fo r  predeterm in ed  
standards. The predetermined standards 
used in the DUR program must meet the 
following requirements:

(1) The source materials for their 
development are consistent with peer-

reviewed medical literature (that is, 
scientific, medical, and pharmaceutical 
publications in which original 
manuscripts are published only after 
having been critically reviewed by 
unbiased independent experts) and the 
following compendia.

(1) American Hospital Formulary 
Service Drug Information;

(ii) United States Pharmacopeia-Drug 
Information;

(iii) American Medical Association 
Drug Evaluations.

(2) Differences between source 
materials were resolved by physicians 
and pharmacists developing consensus 
solutions. The consensus process .means 
the reliance, by the criteria developers, 
on the expertise of physicians and 
pharmacists to evaluate differences in 
criteria source materials and to come to 
agreement on how differences should be 
resolved.
★  is it it is

(5) The review based on clinical 
criteria uses predetermined standards to 
determine the population at risk of a 
clinically significant adverse medical 
result and applies standards, 
appropriate to this population, across 
providers and patients to determine the 
provider outliers whose prescribing, 
dispensing, or consumption practices 
may not conform to accepted standards 
of care. Various statistical measures 
(including mean, range, or other 
measures at the discretion of the State) 
may be applied to these data. Standards 
may be considered in deciding if an in- 
depth review is needed to determine 
whether to intervene once the potential 
therapeutic problems have been 
identified through the use of clinical 
criteria.

(6) They have been tested against 
claims data prior to adoption in order to 
validate the level of possibly significant 
therapeutic problems without undue 
levels of false positives.
*  *  *  it it

(h) Confidentiality o f  patien t related  
data. In implementing the DUR 
program, the agency must establish, in 
regulations or through other means, 
policies concerning confidentiality of 
patient related data that are consistent 
with applicable Federal confidentiality 
requirements at part 431, subpart F of 
this chapter; the State Pharmacy 
Practice Act; and the guidelines adopted 
by the State Board of Pharmacy or other 
relevant licensing bodies.

4. In § 456.705, paragraph (b) 
introductory text is republished and 
paragraphs (b)(2)(i), (b)(3), (b)(4), (c), 
and (d) are revised to read as follows:

§ 456.705 Prospective drug review
is it is it it
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(b) Point-of-sale or point-of- 
distribution review.
★  *  *  *  *

(2) Drug-disease contraindication, that 
is, the potential for, or the occurrence
of—

(i) An undesirable alteration of the 
therapeutic effect of a given drug 
because of the presence, in the patient 
for whom it is prescribed, of a disease 
condition; or 
* * * * *

(3) Adverse drug-drug interaction, 
that is, the potential for, or occurrence 
of, a clinically significant adverse 
medical effect as a result of the recipient 
using two or more drugs together.
• (4) Incorrect drug dosage, that is, the 
dosage lies outside the daily dosage 
specified in predetermined standards as 
necessary to achieve therapeutic benefit. 
Dosage is the strength multiplied by the 
quantity dispensed divided by day’s 
supply.
* * * * *

(c) Drug counseling. (1) As part of the 
prospective drug review program, 
standards for counseling by pharmacists 
of recipients or the recipients’ caregivers 
must be established by State law or 
other method that is satisfactory to the 
State agency. A State agency’s 
counseling standards must address 
special situations where the patient or 
the patient’s representative, is not 
readily available to receive the offer to 
counsel or the actual counseling, for 
example, prescriptions delivered offsite 
or through the mail. The State agency,
at a minimum, must also address the 
following issues in their counseling 
standards:

(1) Whether the offer to counsel is 
required for new prescriptions only, or 
for both new and refill prescriptions;

(ii) Whether pharmacists must make 
the offer to counsel or auxiliary 
personnel are authorized to make the 
offer;

(iii) Whether only a patient’s refusal 
of the offer to counsel must be 
documented, or whether documentation 
of all offers is required;

(iv) Whether documentation of 
counseling is required; and

(v) Whether counseling is required in 
situations where the patient’s 
representative is not readily available to 
receive a counseling offer or the 
counseling itself.

(2) The standards must meet the 
following requirements:

(i) They must require pharmacists to 
offer to counsel (in person, whenever 
practicable, or through access to a 
telephone service that is toll-free for 
long-distance calls) each recipient or 
recipient’s caregiver who presents a

prescription. A pharmacist whose 
primary patient population is accessible 
through a local measured or toll-free - 
exchange need not be required to offer 
toll-free service. Mail order pharmacies 
are required to provide toll-free 
telephone service for long distance calls.

(ii) They need not require a 
pharmacist to provide consultation 
when a Medicaid recipient or the 
recipient’s caregiver refuses that 
consultation.

(iii) They must specify what 
documentation by the pharmacy of 
refusal of the offer of counseling is 
required.

(3) The standards must specify that 
the counseling include those matters 
listed in paragraphs (c)(3)(i) through 
(c)(3)(viii) of this section that, in the 
exercise of his or her professional 
judgement (consistent with State law 
regarding the provision of such 
information), the pharmacist considers 
significant as well as other matters the 
pharmacist considers significant.

(i) The name and description of the . 
medication;

(ii) The dosage form, dosage, route of 
administration, and duration of drug 
therapy;

(iii) Special directions and 
precautions for preparation, 
administration, and use by the patient;

(iv) Common severe side or adverse 
effects or interactions and therapeutic 
contraindications that may be 
encountered, including their avoidance, 
and the action required if they occur;

(v) Techniques for self-monitoring 
drug therapy;

(vi) Proper storage;
(vii) Prescription refill information; 

and
(viii) Action to be taken in the event 

of a missed dose.
(d) Prof iling. The State agency must 

require that, in the case of Medicaid 
recipients, the pharmacist make a 
reasonable effort to obtain, record, and 
maintain patient profiles containing, at 
a minimum, the information listed in 
paragraphs (d)(1) through (d)(3) of this 
section.

(1) Name, address, telephone number, 
date of birth (or age), and gender of the 
patient;

(2) Individual history, if significant, 
including disease state or states, known 
allergies and drug reactions, and a 
comprehensive fist of medications and 
relevant devices; and

(3) Pharmacist’s comments relevant to 
the individual’s drug therapy.

5. Section 456.714 is revised to read 
as follows:

§ 456.714 DUR/Surveillance and utilization 
review relationship.

(a) The retrospective DUR 
requirements in this subpart parallel a 
portion of the surveillance and 
utilization review (SUR) requirements 
in subpart A of this part and in part 455 
of this chapter.

(b) A State agency may direct DUR 
staffs to limit review activities to those 
that focus on what constitutes 
appropriate and medically necessary 
care to avoid duplication of activities - 
relating to fraud and abuse under the 
SUR program.

6. In § 456.716, paragraph (d) 
introductory text is republished and 
paragraphs (b), (d)(5) introductory text 
and (d)(5)(ii) are revised to read as 
follows:

§456.716 DUR Board.
*  *  *  *  *

(b) B oard  com position . At least one- 
third but not more than 51 percent of 
the DUR Board members must be 
physicians, and at least one-third of the 
Board members must be pharmacists. 
These physicians and pharmacists must 
be actively practicing and licensed.
*  *  *  *  *

(d) DUR B oard  activities.
*  ★  *  it it

(5) Education  program  (including  
interventions): B oard ’s activities. The 
DUR Board must perform the following 
activities:
it it  it it  it

(ii) Make recommendations as to 
which mix of the interventions set forth 
in §§ 456.711 (a) through (d) would 
most effectively lead to improvement in 
the quality of drug therapy. The DUR 
board recommendations must be based 
upon an in-depth review of the results 
of the application of predetermined 
standards against claims data reports, 
must be appropriate based upon 
program experience, and must match 
the educational program with the drug 
therapy problems identified.
*  *  *  *  *

(Catalog of Federal Domestic Assistance 
Program No. 93.778, Medical Assistance 
Program)

Dated: April 1 ,1994 .
Bruce C. Vladeck,
A dm inistrator, H ealth Care Financing 
Adm inistration.

Dated: June 28 ,1994.
Donna E. Shalala,
Secretary.
(FR Doc. 94-23280  Filed 9 -2 2 -9 4 ; 8:45 amj 
BILLING CODE 4120-01-P
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FEDERAL COMMUNICATIONS 
COMMISSION

47 CFR Parts 61,64, and 69 

[CC Docket No. 91-115]

Tariffing Requirements for Billing 
Name and Address

AGENCY: Federal Communications 
Commission.
ACTION: Final rule; clarification.

SUMMARY: On May 13,1993, the Federal 
Communications Commission adopted 
amendments to require local exchange 
carriers to provide billing name and 
address information on a common 
carrier basis to telecommunications 
service providers for billing purposes. 
On August 5 ,1993 , those rule 
amendments were suspended. By this 
document, the Commission clarifies that 
the suspension of these amendments 
has been lifted.
EFFECTIVE DATE: This document is 
effective September 23 ,1994 , and 
establishes the effective date of the rules 
as of January 18,1994.
SUPPLEMENTARY INFORMATION: On May
13,1993 , the Federal Communications 
Commission adopted revisions to Parts 
61, 64, and 69 of its Rules, 47 CFR Parts 
61, 64, and 69, to require local exchange 
carriers to provide billing name and 
address information on a common 
carrier basis to telecommunications 
service providers for billing purposes. 
Policies and Rules Concerning Local 
Exchange Carrier Validation and Billing 
Information for Joint Use Calling Cards, 
58 FR 36143-45, July 6 ,1993 . On 
August 5 ,1 9 9 3 , those rule revisions 
were suspended. Policies and Rules 
Concerning Local Exchange Carrier 
Validation and Billing Information for 
Joint Use Calling Cards, 58 FR 422 5 3 - 
54, Aug. 9 ,1993 . By this document, the 
Commission clarifies that the 
suspension of these rule revisions has

been lifted, and these revisions took 
effect as of January 18 ,1994. S ee  
Policies and Rules Concerning Local 
Exchange Carrier Validation and Billing 
Information for Joint Use Calling Cards, 
58 FR 65669-71, Dec. 16 ,1993 .
FOR FURTHER INFORMATION CONTACT: 
Steven Spaeth, Tariff Division, Common 
Carrier Bureau, (202) 418-1530.
Federal Communications Commission, 
William F. Caton,
Acting Secretary.
[FR Doc. 94-23101 Filed 9 -2 2 -9 4 ; 8:45 ami 
BILUNG CODE 6 7 1 2 -0 1 -* !

47 CFR Part 73

[MM Docket No. 93-186; RM-8258, RM-8333 
& RM -8343]

Radio Broadcasting Services;
Diamond City, AR, Half Way, 
Humansville, and Ozark, MO

AGENCY: Federal Communications 
Commission.
ACTION: Final rule.

SUMMARY: This document substitutes 
Channel 225C2 for Channel 225A at 
Ozark, Missouri, modifies the 
construction permit for Station KZPF 
(FM), substitutes Channel 256A for 
Channel 226A at HalfWay, Missouri, 
and modifies the construction permit for 
Station KYOO—FM, in response to a 
petition filed jointly by Ozark Mountain 
Broadcasting, Inc. and KYOO 
Broadcasting Company. S ee  58 FR 
38548, July 19,1993. The coordinates 
for Channel 225C2 at Ozark are 3 6 -5 8 -  
45 and 93—26—38. The coordinates for 
Channel 256A at HalfWay are 37—44—
35 and 93—15—00. The counterproposals 
filed by Lake Broadcasting requesting 
the allotment of Channel 224A to 
Diamond City, Arkansas, and Missouri 
Radio, Inc. proposing the allotment of 
Channel 256A to Humansville,
Missouri, were withdrawn on March 3,

1994. With this action, this proceeding 
is terminated.
EFFECTIVE DATE: November 7,1994.
FOR FURTHER INFORMATION CONTACT* 
Kathleen Scheuerle, Mass Media 
Bureau, (202) 634-6530. 
SUPPLEMENTARY INFORMATION: This is a 
summary of the Commission’s Report 
and Order, MM Docket No. 93-186, 
adopted September 12,1994, and 
released September 20 ,1994. The full 
text of this Commission decision is 
available for inspection and copying 
during normal business hours in the 
Commission’s Reference Center (Room 
239), 1919 M Street, NW., W ashington,
D.C The complete text of this decision 
may also be purchased from the 
Commission’s copy contractors, 
International Transcription Services, 
Inc., 2100 M Street NW., Suite 140, 
Washington, D .C  20037, (202) 8 5 7 -  
3800.

List of Subjects in 47 CFR Part 73 
Radio broadcasting.
Part 73 of Title 47 of the Code of 

Federal Regulations is amended as 
follows:

PART 73— [AMENDED]

1. The authority citation for Part 73 
continues to read as follows:

Authority: 47 U.S.C. 154, 303.

§ 73.202 [Amended]

2. Section 73.202(b), the Table of FM 
Allotments under Missouri, is  amended 
by removing Channel 225A and adding 
Channel 225C2 at Ozark and by 
removing Channel 226A and adding 
Channel 256A at Half Way.
Federal Communications Commission. 
Douglas W. Webbink,
Chief, Policy and Rules Division, Mass Media 
Bureau.
[FR Doc. 94-23508  Filed 9 -2 2 -9 4 ; 8:45 am] 
BILUNG CODE 671 2 -0 1 -M


