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DHSS
FISCAL NOTE “ Medicaid Pharmaceutical 

Summary

Before the last legislative session, pharmacy services for Medicaid 

eliqible individuals were purchased fran the General Relief NV̂ diral program 
because Alaska had not adopted the pharmacy option under the Medicaid 
program. During the last legislative session, CSSB 255, which was signed 
into law as Chapter 120, SLA 1988, added pharmacy services as a Medicaid 
option for the period October 1, 1988 - June 30, 1989. (SB 255 has a 
sunset clause which repeals Chapter 120 effective July, 1989.)

Unless this legislation is passed, a general fund appropriation of $2,560 
million will be needed in FY90 to continue to pay for pharmacy services for 
poor Alaskans. In essence, the state would be relinquishing $2.56 million 
in federal match and pharmacy services for Medicaid eligible individuals 
would once again be purchased through the general relief medical program 
(CRM). Should general funds not be appropriated, significant reductions in 
pharmacy services would also likely occur.

Budgetary and Program Iirpact

All seivices which are purchased by the state under the Medicaid program 
receive a dollar-for-dollar federal match. All sendees purchased under 
the General Pelief Medical program are entirely general funds.

The Department has submitted its FY90 budget assuming this legislation
would pass, pharmacy cervices would remain as a Medicaid opticn and,

$2,560.2 in federal funds would be received as match. Consequently, this

legislation has a zero fiscal note. If it passes, the total pharmacy cost
of $5,037 million is split between federal funds and general funds. Hie
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proposed FY90 budget contains sufficient general funds to pay the state 
share, so pharmacy services would continue as currently provided.

If this legislation does not pass, federal matching funds for pharmacy 
services would be lost. Should this occur, an additions) $2,560.2 in 
aeneral funds would be needed to replace the federal funds so that existing 
services could be maintained.

When pharmacy legislation (SB 255) passed in FY89, the department estimated 
$2 million in savings because the total drug program cost about $4 million. 
Services to new eligibles and utilization and price increases have since 
increased the total program cost to $5 million. Consequently, returning to 
a totally general funded pharmacy program would cost $1 million more in 
FY90 than it did in FY88, the last year in which pharmacy was entirely 
funded by several funds.

Throughout the interim, the department has worked diligently with 
pharmacists to fashion a Medicaid program which captures federal 
reimbursement while minimizing financial inpact to pharmacists. A separate 
document describes the policy making process, the research conducted on 
pharmacy costs, and the reimbursement methodologies which resulted fran 
that process.

If the legislature decides not to pass this legislation, the department 
requests "hat the full $2.56 million in general funds be appropriated.
This amount includes the inflation in pharmacy service costs which occurred 
from FY38 to FY90 in addition to the restoration of the general fund which 
had been supplanted by federal funds.
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Hie following describes the sequence of modification to the FY90 budget 
that would be needed to continue present services should the legislation 
not pass:

1. Transfer $2,476.9 State General Fund Match (SGfM) from the Medicaid 
Non-Facility component to the General Relief Medical component.
(1,328.9 FY89 transfer for Chapter 120, 913.6 FY90 Budget Request 
transfer and 234.4 FY90 increments for price, utilization and 
eligibles.) If the program is not a Medicaid option, there are no 
federal funds to match with state general funds.

2. Decrement the Medicaid Non-Facility component for 2,560.2 federal 
funds. (1,412.3 FY89 Chapter 120, 913.6 FY90 Budget request and 234.3 
FY90 increments for pric , utilization and eligibles.) These federal 
match funds are not received if the pharmacy services are not provided 
through Medicaid.

3. Increment the General Relief Medical program for 2,560.2 state general 
funds to offset the federal decrements in #2 above.

The following chart depicts the development of the FY90 budget request and 
the above described modifications.

No. 1
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FY90 Budget Development

FYR9 Authorization 
C-4 Transfer 

FY90 Adjusted Base 
FY90 Increments:

Federal Increment 
Price 
Eligibles 
Utilization 

FY90 Budget Request

GRM

913.6
(913.6)

0

Medicaid
Non-Facility
2,741.2
913.6

3,654.8

913.6
135.2
196.4
137.1

0 5,037.1

Total

3.654.8 

0

3.654.8

913.6
135.2
196.4
137.1

5,037.1

Required Modifications

Transfer SGFM 2,476.9 111 (2,476.9) 0
Decrement Federal - [2] (2,560.2) (2,560.2)
Increment SGF 2,560.2 - 2,560.2
Totals 5,037.1 0 5,037.1
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January 9, 1909

The Hone cable Sam Cotten 
Speaker of the House 
Alaska State Legislature 
P.O. Box V 
Juneau, AK 99811
Dear Representative Cotten:
Under the authority of art. Ill, sec. 18, of the Alaska 
Constitution, I am transmitting a bill relating to pharma­
ceutical medical assistance for needy persons in the medi­
caid program. The bill would add prescribed drugs as a 
covered medicaid service under that program. Chapter 120, 
SLA 1988 added prescribed drug services for fiscal year 1989 
only. Passage of the attached bill will allow the state to 
continue to receive federal financial participation for 
these services.
The bill has two main components: the authorization of pre­
scribed drugs as a covered service under medicaid and the 
establishment of a priority for deletion of prescribed drugs 
if a funding shortfall occurs. Additionally, the bill 
adopts the federal medicaid standards of reimbursement for 
prescribed drugs, and the federal definition of prescribed 
drugs under the medicaid program.
With regard to the first of the twe main components, the 
Department of Health and Social Services would continue to 
be required to cover prescribed drugs under the medicaid 
program after ch. 120, SLA 1988's temporary authorization 
expires. (Section 1 of the bill.) Before the temporary 
authorization (July 1, 1988), the department provided this 
service under the state-funded general relief medical 
program for medicaid recipients. While the change in 
program will not increase service to medicaid recipients, 
the bill will allow the State to continue to collect the 
federal funding that it collected under ch. 120, SLA 1988.
As to the second main component, sec. 2 of the bill would 
add prescribed drugs to the priority scheme in AS 47.07.035 
that provides for elimination cf services if a medicaid 
budget shortfall occurs. The bill would require that 
prescribed drugs be eliminated as a covered service under 
medicaid after personal care services in a recipient's home 
were eliminated, but before long-term care noninstitutional 
services were eliminated.
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The Honorable Sam Cotten Page 2

The Department of Health and Social Services (DIISS) views 
this bill as a critical step forward in continuing to 
maximize federal financial participation under the medicaid 
program. Without the federal financial participation that 
this bill would provide, a DIISS general fund budget 
shortfall of approximately $2,500,000 will occur in FY 90 
and prescribed drugs would be eliminated from medicaid cov­
erage. Therefore, I urge your favorable^-croasideration of, 
and prompt action on, this master./

\ SAiYcerelyl

rcpve Cowpe" 
bvernor



STEVE COWPER, GOVERNOR

D E PT , o r  H EA LTH  A M ) SO C IA L S E R V IC E S P.O. BOX H
JUNEAU, ALASKA 99811-0601 
PHONE: (907) 465-3030

OFFICE OF THE COMMISSIONER

January 13, 1389

The Honorable Johnny Ellis 
Representative, Alaska State Legislature 
P.O. Box V 
Juneau, Alaska 99811
Dear Representative Ellis;

As you know, the Governor has introduced HB 70 which would 
extend the pharmaceutical program as a Medicaid option. If this 
bill does not pass this session, approximately $2.5 million in 
additional general funds will be required to maintain the current 
pharmaceutical program for Medicaid and General Relief Medical 
recipients.

Consequently, I respectfully request that the HESS committee 
schedule hearings on this bill on the earliest convenient date.

Jay Livey of my staff will be contacting committee staff 
regarding this matter.

Thank you for your consideration.
Sincerely,

Myra M. Munson 
Commissioner

MM;JL:nb 
pha.nlb/corr

F38LH
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Service

TA*LE OF MEP1CAID PRIORITIES - AS 47.07.035

(Lom :* t- ‘ c11s t ,■

Recipients
FY89 

Annual Amount

1. Chiropractic

2. Adult Dental

2. Emergency Hospital Services

4. Speech, Hearing I  Language Disorders

5. Optometrists Services & Eyeglasses

6. Occupational Therapy

7. Prosthetic Devices

8. Medical Supplies & Equipment

9. C l in ic  Services Includes Mental Health Cl in ics

10. Physical Therapy

11. Personal Care

12. Kon-Institutional Long Term Care

13. Inpatient Psychiatr ic Services

14. Intermediate Care for the Mentally Retarded

15. Intermediate Cere Services

16. Individuals Under 21 Not E l ig ib le  for AFDC

17. Sk i l led Nursing Services for Individuals 
under 21

16. Aged, Blind and Disabled Individuals

19. Individuals in a Hospital ,  Sk i l led or Inter­
mediate Care Under 300* SSI level

20. Individuals Under 21 Under Supervision of
the Department

600

2,032

-0-
298

4,543

36

198 “  

330 

1,384 

224 

96 

- 0- 
69 

116 

400 

1,500

14 

2,766

49

500

381.2 

935.6

-0-
159.4

905.0 

377.0

788.0

3,497.8

152.2

797.2 

-0-
3,552.4

6.983.6

17.108.6 

1,785.0

786.3 

19,824.8

2,800.2

595.0

13 Includes Alaska Psychiatr ic  Ins t i tu te
Includes Harbprviev; Developmental Center 

16-2C Are E l i g i b i l i t y  Groups. The costs shown are included in the abnve optional services 
as we’ ’ as the mandatory Medicaid services .

r \'c c  'r r - y . '  : - - y r *  t ;sed o r p ro ject ic r c *  12/86.



A1 a s t a 1 s Medicaid Pharmacy Frc-crar  
( C c r ta c t :  E r i c  Hansen - £61-21711

Gcal  S t a t e m e n t :

To f a c i l i t a t e  the developrner.t and implementation of a Medicaid pna^scy 
program in Alaska by January 1, 1929 which maximizes federal match"? 
funds with minimal f inancial impact to the pharmacy community; arc with 
minimal adverse impact tc the recipient community.

Located: 01/16,8

Person

A l l

Action

Schedulec
Completion

Date
Cate

temple tea

11 Planning July 15, '88 July 15

Al l 21 Steering Committee Nominations July 20 August 12

E .  Harsen 21 RTF 1s
a. Dispensing Fee Survey
b. Pharmacist

July 20 
August A

J*,ly 22 
August 5

E.  Hansen A) Proposal Evaluations
a. Dispensing Fee Survey
b. Pharmacist

Sept. 1 
Sept. 10

Sect. 2 
Sept. 1C

E .  Hansen 51 Contracts in Place Sept. 2G Oct. 11

K. Busch 61 Pricing Methodology Determined Nov. 15 Dec. 10

Orkand 71 TVCC Work Order Submission Nov. 16 Dec. 10

G. Lances 81 Emergency Regs Submission Dec. 1 Jar,. 16/89

G. Landes SI Medicaid Policy Manual Update Dec. 2C *

TVCC 1C1 Provider Manual Distribution Dec. 20 Dec. 25

Al l 111 Program Implementation Jan. 2 / 8 ? Feb. 1 / 8 9

E.  Harser. 121 Contract Pharmacist for 
Program Administration

Feb. 20

E.  Hansen 121 Drue Cost Audit Recuired March 1

G. Lances K1 Dra-t State Plan Submitted Ma*-Cn 20

S t e e r i r c  Corr-
1 ^  r  A  r  •  i •  T A

it tee Purpose:
re r~rr rrw-ir.icatiOP BPC Gdt3 ShannC between tne pr.a rracv

com-urity anc the Department.
21 Provide representation for any and a l l  contracting processes Chit are ree-tC 

the pharmacy program ef fort .
21 Produce c reporter  the program by April  1, 1989.
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<-• /Report of the /
Pr.armacy Program Steeruc  Ccr-*ttee 

January 16. 1989

Introduct ion:

This repeat is  the product of the committee fcrmeo to guide the design. devel­
opment and i ir.plementatier of the Alaska Medicaid Pharmacy program, as mandated 
in the la s t  leg is la t ive  session.

Enclosed f c r  backoreuno information are copies of the minutes o* a l l  the 
committee meetings; le t te rs  from the state to federal o f f i c i a l s ;  the dispens­
ing fee survey report;  issues summary; contracts involved in the establishment 
o f t h i s  program; and a copy of the Alaska State Plan ard Regulations.

Mission:

The pharmacy committee was formed and tasked to:

F a c i l i t a te  the development and implementation of a Medicaid pharmacy 
program in Alaska by January 1, 1989 which maximizes federal matching 
fur.es with minimal f inancial  impact to the pharmacy community; and with 
minimal adverse impact to the recipient community.

Fa c i l i t a te  good communication and data sharing between the pharmacy 
community and Department.

Provide representation for any and a l l  contracting processes that are 
r.eecec for the pharmacy program effor< .

Produce a report on the program by April  1, 1989.

Issues :

The prira^y focus of this e f fo rt  has been to determine how pharmacies would be 
paid fc r  dispensing drugs to Medicaid and General Rel ief Medical recipients .

The twe components of a payment system are the dispensing fee (a fee which 
ircorpc-ates a l l  overhead and prof it  1; and the ingredient cost. Ecth cf  these 
compcne't: had to be determines as a result  cf  indepenaer t accounting surveys 
of Alas*a pharmacies.

The re s i / t s  o* the dispensing fee survey shew Alaska pharmacies having ir,:r e 
than dtutle the overhead c f  pharmacies nationwide (ST .17 S i .A E ; .  This the 
state ag’-eec to support.

The actual formula is  based cn three s ign if icant var iables: scuare footage,
per scr * c v v o l u m e ,  and percentage of Mecicaio prescriptions. T̂ e a v e rse  
pr '*’ i t  ce- r rescr ipt ior was four d tnrcuch tr.e su',,.e.. to be ."3 certs .  Tre 
state a : - r e :  t :  acd this a-'ur*. t :  the ci$per.sir.c ***.



I t  has consistently been the inter t o* all parties tc this e " c r t t* ma>ir*:e 
reimbursement to the pharmacy, within the constraints c *  fect-ral recuiremer ts 
for accountability and reasonableness.

From the cutset, all  those involved recognized that A lesla 's  situation was 
very uricue. Net only have we the highest costs in the country, bjt we have 
teen pevir.c full  "asked price" for all prescriptions. The 'eceral pssiticr is 
that government will  not pay retell price. Sc the conflict is apparent and 
irreconcilable.

However , i t  is the consensus of thi* committee that the rest favorable te^ms 
possible have been developed for the pharmacy program. Particular concern ' o r  
the smaller pharmacies .s alleviated as the formula that arose frcr the survey 
date ir.creases payments as size arc volume decrease.

The pharmacist members of the committee however, are of the opirior that 
federal regulators are too restrictive, anc that state court acticr. against 
the federal* government would result in a more favorable program.

Also, three states are challenging the federal policies in this area in court. 
I t  i s  the recommendation of this committee that all decisions of this nature 
be monitored and that state policy be modified, i f  possible, in the future tc 
mere closely reflect the preferred options of variable fees anc payment of 
l i s t  catalog price (average wholesale price or "AW?"}.

Cost/Bene*it Ana lys is :

The tota* cre-time cost for the contracts tc design, develop and ii-c^ement the 
Medicaid pharmacy program was S16A.50C. Savings through receipt of federal 
matchinc funds "for the fiscal year ending June 3C, 15S5 is projected at 
$1,005,c::  With S2,5:c,000 projected to be saved each year thereafter befcre 
i nf * aticr..

Qevel opr-e-t Process:

The Cer~*t:ee as a whole has cremated ir. ar coen, inclusive way wi*.r the full  
participation arc cooperation c* ail parties. Fu*'tner , it  was ag^e-d that a ' l  
representatives were consciertiCwS in pursuing favorable prcgrar te - s .



ALASKA LEGAL SERVICES CORPUKATION
* i »  S i x t h  s t r c c t . s u i t e  3 ? ?
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January 23,1989 TctCP„0Nc 907 see-e-?*

State of Alaska 
House HESS Committee

Re- H.B.70

Dear Committee members:

This letter is about H.B. 70, which will be the subject of a Committee hearing on 
Wednesday, January 25, 1989. Kim Busch of the Division of Medical Assistance ha; 
asked me to convey my views on this bill to the Committee. Unfortunately, I will be 
out of town and unable to attend the hearing. Please accept this letter as my formal 
testimony.

I am an attorney for Alaska Legal Services Corporation in its Juneau office. A large 
part of my practice consists of public benefits work, including medicaid and genera! 
relief medical ("GRM") cases. I am also a consumer advocate representative on the 
Medical Care Advisory Committee and a consumer advocate member of the 
Pharmacy Program Steering Committee.

The Pharmacy Program Steering Committee was initiated by the Division of 
Medical Assistance to provide a forum for interested persons to propose or 
comment on proposals for implementing Alaska's Medicaid Pharmacy program. As 
you know, last year the 'egislature passed a law that moved funding for Alaska’s 
"pharmacy program from the G.R.M. (100% state dollars) to the medicaid program 
(equal state and federal funding) The Steering Committee's task was to bring 
together the expertise of pharmacists, policy makers, and consumers to formualte 
the best possible medicaid pharmacy program for Alaska’s future pharmac> needs.

I believe the Steering Committee has done just that. Ih so doing, we held regular 
meetings which were open to the public, we hai a high level ot participation, 
including affected members of urban and rural pharmacies. Throughout this 
process the Division of Medical Assistance sought and recieved valuable input. 
Once a decision was made on the workings of the program, the Department 
defended it with the federal bureaucracy.

.As the consumer representative on the committee, 1 implore you to think long and 
nard before allowing the l?w authorizing the medicaid pharmacy program to sunset. 
In FY  %  alone, the state will realize a savings of 2.5 million dollars because of this 
program. Please do not retrench from a well-conceived and fiscally sound program.

On behalf of all indigent recipients of medical care in Alaska. I thank you for your 
time and effort on this important issue.

^  j r\n** It*

Vance A. Sanders 
A.torney at Law
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PEPC^TAGE Or METiTCAIT CASES EY PACE 
for month of 6/88

r lZ .'

KEGICN Alaska
Native

American
Indian

Hispanic Black White Asian Pacific Other/ 
Island. Unknown

•
Anchorage 23.0 1.0 3.3 12.8 53.0 4.6 1.3 .8

Kotzebue 98.9 .2 - - .8 - wm mm

Ncroe 97.0 .2 .2 - 1.5 .2 - .8

Northern 41.7 1.0 1.8 5.9 47.7 1.2 .3 .3

Southcentral 28.2 .7 1.0 .5 66.9 .4 .9 1.6

Southeast 46.0 1.3 .9 1.1 46.8 1.5 .7 1.6

Southwest 98.3 .1 - - 1.1 - .1 —

Tbtal 44.2 .8 1.8 5.9 43.5 2.1 .8 .8

DPA - MR014 June 1988
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PHARMACY EXPENDITURES
2 5 —J a n —H9

1771 MEDICAID 7771 5RM

*■> .• ■ - - r  n . * A l r A I  4 U / '  1 A*y< *



)PA i ir n d a r d t  • Ja n u a ry  1 . 1919
STANDARDS AtC WA1 IHL* PAYMENTS • KtvUed Edition

STDS.*• ••• • • f • - * t\ m. ‘ V 9 *. 1' 4 74 4.0*!
AFOC J/\/b) 7/1/62 i/ i[ i  > 1/1/64 1/1/85 1/1/66 7/1/66 1/1/67 1/1/68 1/1/1?

A1 3 506 5*t6 597 617 (36 (57 (57 (65 (97 719
5 «’ • fU €*4 €96 719 74' t k r 7»t "1C. 605
V e:*- 6s: 75* *75 eo: 61: 613 6:3 866 *99
5 497 750 626 •54 661 906 906 917 953 989
& 760 616 905 933 962 989 969 1001 1040 1079
7 823 166 966 1012 1043 1072 1072 1085 1127 11(9

EA ADD 63 66 77 79 81 83 83 84 87 90

Ah I 1 222 236 236 246 254 261 261 264 275 286
2 445 476 476 492 506 522 522 52e 550 572
3 506 544 553 571 589 605 60j 612 637 662
A 571 612 630 650 670 688 688 696 724 752
5 634 680 707 729 751 771 771 760 811 642
6 697 748 784 80 B 832 854 854 864 898 932
7 760 616 861 687 913 937 937 948 985 1022

EA ADD 63 68 77 79 61 63 63 64 87 90

SINCLE ADULT/
PRECUAWT VWXM* 286 308 *359 ♦391 404 416 416 421 437 453

t i/ U M *382

**ADDITIONAL
inCRENDJTTDr
TOT?— CBfUTCT

**145 *♦150 **154 **154 ♦*156 **162 **168

APA
WASKT
S U IT

e
INDIV. -35 « 426 426 546 566 586 605 624 632 659 685

♦35 t  526 526
COUPLE -35 « 638 638 602 830 659 687 925 937 976 1015

♦35 « 773 773
♦

N.H.P. bCEDS: « 35 70 70 70 70 70 70 70 70 75 75
-INDIV. B * 451 466 482 497 516 523 545 567
-B ELIC . COUPLE 660 683 707 730 768 778 811 843
-A COUPLE, 1 INELICIBLE 660 683 707 730 749 759 791 823
-B COUPLE, 1 INELICIBLE 518 536 555 573 592 600 625 650
-MURSIHC HOME 3004. CASES 

< 
t

.942 975 1008 1020 1020 . 1062 1104

<
551 STANDARDS: t

t
-INDIV. "A" IVC. ARR. 314 325 336 336 340 354 368
-INDIV. "8" LVC. ARR. 209.34 216.67 224 224 226.67 236 245.3
-COUPLE "A" « 472 48E 504 504 510 532 553
-COUPLE "B " « 314.67 325.34 336 336 340 354.67 366.6
-SSI - LONG TERh N.H. 

(
C

25 30 30

«
APA-SSI «
RE3CURCE LIHlTSe

• INDIVIDUAL < 1500 1600 1700 1700 1600 1900 2000
- couple c 

*
2250 2400 2550 2550 2700 2850 300C

«
1004 of Federal* 1* 2/17/BE
Poverty Level -c 1 6o;
AlaiAe Monthly C 2 80S
Standard C 3 1009

4 1213
■ A id  to  F a n l l l e a  w ith  Dependent C h ild ren 5 1417
A 1 ■ AFDC A d u lt  Included € i t : i
AM  » AFOC A d u U  hot Included 

APA • Adu lt  P u b l i c  A i m t e n c e  lOlfl Ace A t i l i t r c r ,  Aid t r  t * r  D l * e r ’ * ? ,  
a 1 r te i » e E 1 i n d 

h . r  . P  . • A u •* » : n 5 r c r c  P e '  » 0 n h r  e C i  A 1 I C n * * C e
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ANCHORAGE CONSUMER PRICE INDEX
A l l  U F 3 K :  C O f o ’J ’-Z R T

Medical 
Medical Care

Period Care Services

FY83 to FY84 4.77% 4.71%

Y y84 to FY85 5.021 4.83%

FY85 to FY86 7.47% 7.76%

FY86 to FY87 14.52% 15.65%

FY87 to FY88 6.8% 7.46%

Percentages displayed represent the percent change fron cne fiscal year 
ccrpared to the next fiscal year.
Medical Care - Included in this category is prescription drugs, 
non-prescription drugs, internal and respiratory over-the-counter drugs, 
non-prescription medical equipment and supplies.

Medical Care Services - Physician services, dental and eye care services, 
other medical professional services, hospital and related services, other 
inpatient costs,.and outpatient services.

Division of Medical Assis' nee 
1/89



U  D'JT LICATZT’ NIM3ER OF MEDICAID RBCIPIE.TS PY PPX-
for June 1988

Assistance Unduplicated
Program Recipients
Old Age Assistance 
‘Cash 1,939
No Cash 283

Aid to the ilind
Cash 55
No Cash 0

Aid to the Disabled
' 2,679 

81

14,064
4,692

6,436
563

25,173
5,619

30,792

D?" - MP.022 June 1935

Cash 
No Cash

AFDC Children 
Cash 
No Cash

AFDC Adults 
Cash 
No Cash

Program Total 
Cash 
No Cash

Total Recipients



PERCENTAGE CF MEDICAID RECIPIENTS BY AGE
for month of 6/88

AGES PERCENTAGE of RECIPIENTS

Under 1 4%
1 - 5  21%

6-14 23%

15 - 20 9%
21 - 44 28%

45 - 64 6%
65 - 74 5%
75 - 84 3%

85 + 1%

DPA - MR013 June 1988



NUMBER CF MEDICAID CASES BY REGION
for month of 6/88

AFDC ATA Medicaid Only

Anchorage 2972 1720 1020

Kotzebue•
222 175 37

None 231 252 55

Northern 1276 919 421

Southcentral 1438 910 581

Southeast 778 601 378

Southwest 691 909 435

Total 7608 5486 2927

AFDC = Aid to Families with Dependent Children 

APA = Adult Public Assistance
Medicaid only = Medicaid benefits with no cash related cash assistance

DPA -  MR013 June 1988



PEP TENTAGE OP KTTTCAIT CASES EY RACE 
for month of 6/88

REGION Alaska
Native

American
Indian

Hispanic Black White Asian Pacific Other/ 
Island. Unknown

•
Anchorage 23.0 1.0 3.3 12.8 53.0 4.6 1.3 .8

Fotzebue 98.9 .2 - - .8 — “* *

Ncroe 97.0 .2 .2 - 1.5 .2 - .8

Northern 41.7 1.0 1.8 5.9 47.7 1.2 .3 .3

Southcentral 28.2 .7 1.0 .5 66.9 .4 .9 1.6

Southeast 46.0 1.3 .9 1.1 46.8 1.5 .7 1.6

Southwest 98.3 .1 - - 1.1 .1 *

Total 44.2 .8 1.8 5.9 43.5 2.1 .8 .8

DPA - MR014 June 1988



* 42 Cf» Ch. IV (l(M-«7 Cdlll.n)

nursing facility, And that are
•d-
ly  a registered nurme or a II- 
practical nurse;

'Oder the direction of the reclpl 
hyilcian. and
o a recipient in hU  own home or 
wpllal or akilled nursing facility.

• C l in ic  u n i t n .
lie services" aoeans preventive, 
klic, therapeutic, rehabilitative, 
inlive itenu oraervloea that— 
.fe.pruvldcd to outpatient*; 
ire provided by a facility that is 
rt of a hospital but U organised 
>eraled to provide medical 'a re  
jallents; and
Ixcepl In the cane of nurse-mid- 
.-rvlces. as specified in I  440.166, 
rnlbhed by or under the dlrec- 
a pliyalcian or dentist.

21050. M a y 17. 1WS2I

Ml Denta l  service*.
Dental services" means dlagnos- 
revenlive. or corrective proce- 
provlded by or under the super- 
of a dentist In the practice of 

rofeaaion. including treatment

H ie teeth and associated alruc- 
j f  Die oral cavity; and 
Disease. In jury, or Impairment 
'nay affect the oral or general 
i of the recipient.
D entist" means an individual II- 

i to practice dentistry or denial
y.
4bJIM. ticp l. SB. IB7S. as amended at 

l U S I .  A p r. l i .  1B(M»

I I I Physical therapy, occupations! 
•rapy, and services for individuals 
th speech, hearing, and language dis* 
lent
Physical therapy. ( I )  "Phys ica l 
j y "  means services prescribed by 
iician and provided to a recipient 
under the direction of a quail- 

hyslcal therapist. It  Includes any 
vary supplies and equipment.
A  "qualified physical therapist" 
ndividual who Is— 
v graduate of a program of physi- 
hcrapy approved by both the 
.■11 on Medical Education of the 
lean Medical Association and the

American Physical Therapy Associa­
tion or Its equivalent; and 

( II I  W here  applicable, licensed by 
the Stale.

(b> O ccupational therapy, (11 "O ccu­
pational therap y" means services pre­
scribed by a physician and provided to 
a recipient by or under the direction 
of a qualified occupational therapist. 
It  includes any necessary supplies and 
equipment.

(21 A "qualified occupation thera­
pist" Is an individual who Is—

(I) Registered by the American Oc­
cupational Therapy Association: or 

( I I I  A graduate of a program In occu­
pational therapy approved by the 
Council on Medical Education of Die 
American Medical Association and en­
gaged In the supplemental clinical ex­
perience required before registration 
by the Am erican Occupational Ther­
apy Association.

(c l Service* /o r  ind iv idual* with 
speech, hea nn y , and lanyuuyc disor­
der*. (11 "Services lor individuals with 
speech, hearing, and language disor­
ders" means diagnostic, screening, pre­
ventive, or corrective services provided 
by or und< r the direction of a speech 
pathologist or audloluglsl, for which a 
patient is referred by a physician. It 
includes any necessary supplies and 
equipment.

(21 A "speech pathologist or audloto- 
g ls l" is an individual who—

( I I  Has a certificate of clinical com­
petence from the American Speech 
and Hearing Association;

( i l l  Has completed the equivalent 
educational requirements and work ex­
perience necessary for the certificate: 
or

(il l)  Has completed llie  academic 
program and is acquiring supervised 
work experience to qualify fur the cer­
tificate.
143 Kit 45324. tk-pl 21). IV7H. ss amended al 
45 EH 248*8. Apr. 11 10801

I  440.12(1 Prescribed drugs, dentures, pros­
thetic devices, and eyeglasses.

(a ) "Prescribed drugs" means simple 
or compound substances or mixture* 
of substances prescribed for Die cure, 
mitigation, or prevention of disease, or 
for health maintenance that a re-

144

Haallh Coro Financing Administration, HHS § 440.140
(1) Prescribed by a physician or 

other licensed practitioner of the heal­
ing arts w ith in the scope of this pro­
fessional practice us defined and lim it­
ed by Pederul und E lu te  law;

(2) Dispensed by licensed pharma­
cists and licensed authorized practi­
tioners In accordance w ith the fltaLe 
Medical Practice Act: und

(3) Dispensed by the licensed phar­
macist or practitioner on a written 
prescription that Is recorded and 
maintained In the pharmacist's or 
practitioner's records.

(b) "D en tu res" are artific ia l struc­
tures inude by or under the direction 
of a dentist to replace a fu ll or partial 
set of teeth.

(c) "Prosthetic  devices" means re­
placement. corrective, or supportive 
devices prescribed by a physician or 
other licensed practitioner of Die heal­
ing arts w ith in the scope of Ins prac­
tice as defined by E U lc  luw lo ­

l l )  A rtific ia lly  replace a missing por-
tiuu of the body;

(2) Prevent or correct physical de­
formity or malfunction; or

(3) Eupport a weak or deformed por­
tion of the body.

(d > "Eyeg lasses" meuns lenses. In ­
cluding frames, and u llie r aid., to 
vision prescribed by a physician skilled 
In diseases of the eye or an optom­
etrist.

8 4(0.130 lllugiMlHtir, N c r e r n i n g ,  preven­
tive, and rehabilitative service*.

(a) “ Diagnostic seivices," except as 
otherwise provided under tills subpart. 
Includes any medical procedures or 
supplies recommended by a physician 
or other licensed practitioner of the 
healing arts, wlLhin llie  scope of his 
practice under E la te  law, to enable 
tilm to identify the existence, nature, 
or extent of Illness, in jury, or other 
health deviation In u recipient.

(b) "Screening services”  means the 
use of standardised tests given under 
medical direction in the mass exami­
nation of a designated population to 
deled the existence of one or more 
paillculur diseases or health devi­
ations or to Identify for mure defini­
tive studies Individuals suspected of 
having certain diseases.

(d  "P ic v cn liv c  services" means scrv- 
ire* provided by a physician or o ilier

l i c e n s e d  p r a c t i t i o n e r  u l  t h e  l i e u l m g  

a r t s  w i t h i n  t h e  s c o p e  u l  h n >  p r a c t i c e  

u n d e r  E t u l c  l u w  l o

( 1 )  P r e v e n t  d i s e a s e ,  d i . a b i l i t y ,  a n d  

O t h e r  h e a l t h  c o n d i t i o n ,  o r  ( h e i r  p i n  

g r e s s l o n ,

( 2 )  P r o l o n g  l i f e ,  a n d

> 3 )  P r o m o t e  p h y s i c a l  u n d  m e n i a l  

h e a l t h  u n d  e f f i c i e n c y

( d )  " R e h a b l l l l a l i v e  s e r v i c e s , "  e x c e p t  

a s  o t h e r w i s e  p r o v i d e d  u n d e r  ( I d s  s u b -  

p a r t ,  I n c l u d e s  u n y  m e d i c a l  o r  r e m e d i a l  

b e r v i c e s  r e c o m m e n d e d  b y  u  p h y s i c i a n  

o r  o t h e r  l i c e n s e d  p r a c i i t i u n e r  o f  t h e  

h e a l i n g  a r t s ,  w i i h i n  t i n -  s c o p e  u l  I d s  

p r a c t i c e  u n d e r  E l u t e  l a w ,  l o r  m a x i ­

m u m  r e d u c t i o n  o l  p l i y s i e u l  i n  m e n i a l  

d i s a b i l i t y  u n d  r e s t o r a t i o n  o f  u  r e c i p i ­

e n t  l o  h i s  b e s t  p o s s i b l e  f u n c t i o n a l  

l e v e l .

0  4 4 1 1 . 1 10  l i i p u t n - n i  I h ,->|i i I u I  n v i i  . « 

f t k i l l c d  i i u r m i i g  l u i i l i l )  f t i r V M m ,  u n d  i n • 

l i - r i i H - d i u l r  cure I m i l u *  n t - r v i v t - n  l m  i n ­

d i v i d u a l *  a g e  l i . i  t o  u l t l e i  i l l  i i i f t l i l u l l i n i - i  

for m e n i a l  d i « e u * e *

( a )  I n p u t i e u t  h o s p i t a l  s e n  i c e s ,  i l l  

" I n p a t i e n t  h o s p i i u l  s c i v i c e s  I »  i n - l i  

v i d u a l s  a g e  6 5  o r  o l d ,  i i n  n i s i  I I  i l l  i o n . ,  

f o r  i n c n l u l  d i s e a s e s "  m i  a l l s  s e t  v l i e s  

p r o v i d e d  u n d c i  l l i e  d u < < t i o n  o f  n  pl < - <  

s l c l u n  l o r  t h e  e r n e  u n d  l i e n l u i t i d  o l  

r e c i p i e n t s  I n  a n  i i i s l i l u i i n n  l m  i m  m  i l  

d i s e a s e s  t h u l  n i c e  I. - .  H i t  l e q i i i i e i i u - u i  ■ 

s p e c i f i e d  i n  g 4112  o l d  b i .  m i .  u n d  •• > o  

t i l l s  c h u p l e r  u n d

( 1 )  M e e t s  D i e  l e q u m  m i  i d s  I n i  u l <1* 

a u l i u n  r e v i e w  i n  } 4 M J J 0 i u i ,  l b  » I ». 

a n d  ( c )  o f  t h i s  e l m p i i  i m

( 1 1 1  H a s  b e e n  g i u n n d  <i u u i i m  o l  

t h o s e  u l i l i / J i l l o n  r e v i e w  l e i p n u m i n i ,  

u n d e r  s e c t i o n  l u o . h i M d  a n d  E u b p . o i  

H  o f  P u r l  4 5 6  o l  t h i s  . , u I m  h u p l c r

( 2 )  " I n s t i t u t i o n  l m  m e n t a l  d i x i  n . n  

m e a n s  a n  I n s t i t u t i o n  i l i . i t  i s  p r i r n u i i l y  

e n g a g e d  i n  p r o v i d i n g  d i a g n o s i s ,  ( n . n  

m e r i t ,  o r  c a r e  o f  i n d i v i d u a l s  w i n .

m e n t a l  d i s e a s e s .  I n c l u d i n g  u n d .........

c a r e ,  n u r s i n g  c u r e ,  u n d  r e l a t e d  . , c n  

I c e s .

( b )  S k i l l e d  n u r s t n y  ’ a c t l i t y  s e n  n .  • 

' S k i l l e d  n u r s i n g  f a c i l i t y  s e r v i c e . ,  l - . i  

I n d i v i d u a l s  u g e  0 5  o r  o l d e r  i n  i i i .  u i u  

l i o n s  f o r  m e n t a l  d s . c a . c s "  n o n , . . ,  

s k i l l e d  n u r s i n g  l u i i l u y  a  i v m , .  a .  u c  

f i l l e d  I n  J  4 4 0  4 0  ( l i a l  u i r  | > r o v i d e d  i l l  

I l i s l l l u t l u n s  l o r  m e n i a l  d l s c a - n s ,  a ,  t i c  

f i n e d  I n  p a r a g r a p h  i m  o l  l l i i s  s e c t i o n
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(2) M m  the HliiU' pliin mid payment 
requirements drserl»-d In I I i In sub. 
part, as applicable.

<bl A pphrntlon o f  (In' rulr. The pay­
ment methodology used by n S ta le  to 
art payment rales lo r routine S N F  or 
JC F  services nuts', apply to all swing- 
bed liospllnlN In the .Stale.
152 l-'lt 2BI4B. J i l l  • 2*. 1887)

K r r r e r i v r  I Iatp  N u t * Al 52 I ' l l  28148, 
J u l y  2H. IIIH7 | 447 2HII wan revised. i l f e i ' l l v e  
O e ln h r r  20, IIIH7 Po t  the  eotlveiileoee o( the  
user, ( l ie  .superseded text In s r l  forth  w. fol 
lows

1417.2X0 l l a s p l la l  p ru t ld r ra  n ( HN>‘ a n d  I I  P  
wnlcri inning hrd hoapllalnl.

INI I I  I lie f lU Ir  plan provide* hu MNP 
gprvlreo furnished by a xwlnx bed lin.spllal. 
a* NiN'cllh'd In I 440 40(ni of llila rhxpler, 
the methods and Nlandarda used to drier 
mlnr paymenln ratea must provldr for pay- 
mrnt for the rotillnr MNP Nervlrea al the av- 
eraiip rale tier uatlrnl day paid to «NFs fur 
routine Nervier* furnished during the ptrvl- 
ou.i ralrndar year.

Ib i If Ihe Klale plan provide* for IC Pse rv ­
ice* furiilNhed liy a swlng-bed hospital, tot 
specified III I  44(1 150(0 of llils chapter. Ihe 
mrthods and standards used to determine 
payment rales must provldr for payment 
for the routlnr IC’F  services at the average 
rate per patient day paid to ICFs, other 
than ICPs for the menially retarded, for 
routlnr srrvlrrs furnished during Ihe prevl 
ous ralrndar year.

Subpart D — Paym ent M ethod ! for 
Other Inititutlonal and  Noninstitu* 
tlonal Services

Rot/ace: 43 F R  45253. Sept. 28. 1978, 
unless otherwise noted. Redesignated at 48 
FR  47873. Kept 30. I9HI

II 447..100 llasls and purpose.
In  this subpart, 44 447.302 through 

447.334 ntttl 447.361 Implement seellon 
IB02(a>(30> of the Act, which requires 
that payments be consistent with e ffi­
ciency. economy anti quality  of care. 
Section 447.342 of tills  subparl Imple­
ments section lU02(a)(43l of the Act. 
which permits the S ta le  plan to pro­
vide for payment to a physician for 
laboratory services which the pltysl- 
clap did not personally perform or su­
pervise. Section 447.371 Implements 
section 10024art 131(F) of the Act. 
which requires that the S tate  plan 
provide for payment for rural health

rllnle services In nceurilnuee wllh rt f*  
lotions prescribed by the Secretary
140 Fit 485611. Del I, I OH 11

0 117.3111 Definitions.
l''or Ihe purposes of this subparl- 
"llruml « orue“  means any register* 

trade name commonly used to Idrntih 
n drug.

"A.'sf loin (erf neyui.il/fnn co.i/" riusm 
Ihe agency's best estimate of the prlrv 
generally and currently paid by pro 
vlders fur a drug marketed or sold byi 
particular m anufacturer or lahrlrr In 
the package size of drug most Irr 
quenlly purchased by providers.

’Multiple sourer drup"  means a drui 
marketed or sold by two or more rmn 
ufaeturiTS or labelers or a drug mu 
ke te d  or sold by the same muuufarlur 
ci or labeler under two or more differ 
ent proprietary names or both under t 
proprietary name and without such t 
name.
152 F it  26657. J u ly  31 20871 

F .r r n n v r .  n* N o t r  A l 52 F lt  28(147. 
J u ly  31. I8H7. I 4 i (  3(11 was added, efferthr 
O r l uber 28. 1887

0 117.3112 Sla lr plan requirements,
A State  plan must provide I hill the 

requirements of this subparl are met.
(48 Fit 48560, O c t. I. I8 R II

0 417..104 Adherence In upper lim its; F IT .

(a ) The  Medicaid agency must not 
pay more than the upper limits de­
scribed In this subpBrl .

(b ) In  the ease of payments madr 
under the plan for deductibles and co- 
insurance payable on an asslgue I Med­
icare claim for iionln.sllludonnl serv­
ices, those payments may he madr 
only up In the reasoi ble charge 
under Medicare,

(c l FT '!’ Is available In expenditures 
for payments for services that do not 
exceed I he upper limits.

N o t r: T h e  S c r rr la ry  m ay waive any Unit 
la llu n  on reim bursem ent Im puted by .Sub 
part L> ol this part (n r  experim ents conduct 
ed under section 402 of F u b  I.. 80 428. In 
c rn llv rs  for E conom y Experim entation, a* 
amended by section 222(b) of I ub. I. 92 603. 
and under section 222(a) ol Pub. I. 02 001

146 F lt  4H5II0. l )c l  1. 1981, <8 F R  54744. 
N ov 4. 19811
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DOTHATIKHT IHtSllie. ....
KSfll V f l ' t  HK ra vio .s

1117.321 Dulpatlrnl husptlul •nuu,< uml 
clinic services; Upper limits ul pay 
mrnt.

(al ( Irnrrut r u lr  F T T  Is mil available 
lor any payment Unit c x in .i : .  the 
amount d ia l would be pavabli- In pro 
vlders under eiiinpaiabh* clieinu
dances under Medicare 

<1)1 Applieutnoi of I  h r  rulr  I ’uv ini-ni-. 
by an agenry lor  outpatient hospital 
services may not exceed ihe lu la l p.iv 
mcnts rerelvcil by all priividi-i;. fiuui 
beneficiaries and carrtcr. in inlrrnu- 
diaries for providing cumpiuabh' miv 
ires under eumparable nrem uslm ires 
under Medicare.
152 F it  2HI4S. Ju ly  2S. IUS7I 

Krrr.t'Tive. Dtrc Nurr Al 52 I ' l l  2S148. 
Ju ly 28, 10H7. I  447 321 was revised effn  live 
October 20, I9S7 For trie cunveriu iii e id Hie 
usrr. Ibe siiperseded test Is set In fill s.-i Ml
lows:
1 447.321 4>ul|.*l4rnl huapilsl •rivlir* snil illuli 

servlrm. Ppprr limits id psriii’ iil 
The ageney may mil pav iiiimi- llinn the 

coinbliieil payments the plunder gels  man 
I hr benefit larles and eariurs nr iiiiim ie 
diaries for (iruvldlug niiiipiiiulii. sen in s 
under runiiisrable ciicuinslaii. i s uudi i
Medicare.

0771RH iNPATir.NT ANP O il ie s t  o  n I 
f'ACI U l l t S

0 447.325 O lh rr inpiiiu-ul h iiiI niilpnlii-nl 
farillty services: I'ppei I i i i i i Ih ul pav
mrnl.

The agency m ay pay the eiistum aiy 
charges of the providei Imi rm i.i mil 
pay more than  the prevailing ehaige . 
In the loeallly  for eoiuparnlile - .m m  
under comparable elicuui.d.iin i .-.

1)11111.5

0 447.331 llrtr i: Aggregule o| •«•» I i i i i i Ih nl 
paymrnt.

(ft) M u lt ip le  sou re r  ilr ie j* O c e p l fid 
brand name drugs rtmi are certifn-d m 
accordance w ith  im ragm pli (e i ul tin.. 
NccLlon. the ageney pnyim-nl lo r  uuilii 
pie source drugs must mil cxceial, lln  
amount t lia l would resull lim n  Ibe ap 
plication of the specific lim its eslab 
llshed In aeeordanee w iih  t 447 33'.' Ii

‘ .............  I"*-. II I d , l f I

lm o lher ilrugs r.i 
g i.ip li rtil applies 

ib i Dlltrr tlnnn  "It 
i i p  i i I.s  (or brand narm 
in nccurdaiice wirti p. 
Ib is seel Inn and (In  t - 
llple source dings fm 
1111111 Inc. been ••
8 14 f 3.12 inns4 4iol • « 
gi gale, payuieiii u 
il ,; i  l e  v IllCi d c l e i  mm
Ibe lower of the 

• I > Ksllimited m il n 
i e i t s o m ib l i 1 i l lspeii- .i i  i' 
bv (lie  agency, in 

i'2i Providers ip.u.il 
ilia rges lo Die gem m l 

i e i  C rrlt/icu luni >
ill iiu-i. 1 1) The  uppei I 
Ini multiple sourer . 
a spcelflr limit Inc. 
under t 447.332 ibu - 
physician re rl'f 'e s  u 
handwriting ti.nt a 
iin-illi-ally neci-.sai 
reeipleul.

i'Ji Th e  ug. m > 
i .'iliflea tlon  Im m
used

i3 l A eheekoll l.nt 
.u eeptable bill a le ( 
necessary" Is allow u 

• 41 Tin* ugcm > i. . 
In  keep llte i e rtili . 
Ini ms will be atari > 
by the agency nr II I
152 F it 28857. Ju  t H i

l-.mrirvr l i .u  *• . 
Inly 31. 1887 I I I ' .
• M iober 20. IIIS'I l . i 
■ I .er. till' Sllpet m d. u 
lews
'. II)  III llrijjr* ( |.|» i 

Ul I T i l e  Kgein -. ... i 
serlbed drugs lluili i. 
< nsl plus a reH.si.|niii 
provider's n-mm h i . .
I he grui'rnl pub. ii 

i In Co.sl line I in- -i 
wilh | 447 3.(2 

• i I The ill<|i. i.-.n . 
•igeili y under 1 in
14.1 FR 45253 : . | -
“  e u  U4MHIJ

..-!*•» «|( ' I . ,  flW-

.. ugeiiry pa.
>ihi*: . eerlllu  d 

■ Iugi.iii|i ii i ul
• ■ in i than uml 
" III* Il II SP'Tlf Ii' 
.Mi Med under

• d III Ib e  ag
• I I (ml I lo­

l l  bv applying

i inn COSt.S pl...'i 
i ••. i .'ilablisli d

■ leI eustnm iiy  
i nlilie

./ h i i i n d  m i  m e  
im ii lor pay no id 
.hugs for wliu b 
lu-eii establlsln.il 

led apply ii a 
(■I nr tier n-./n 
h i me brat a. is

I I I |>Ut I It . ill!

( decide v. i i 
plnei'llure in

- n .i form i. im i
• ii>ii like bi.'iel
I

.. allow prm i-l 'I:
• i mi Inrins it lu
• • hit Inspi i ' I IIi

l/l
,\| Fl< -‘ 1 ('■ * (. iisnl »'lh Ii 
.. , i nu-n- (•» 1' * 
, . i Inn)(

liaymr II
, , in u l*  I • I

 I ilf lux........
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f 447.312 I 'tprr llwdfa fur multiple w d rrr

u i  Eshtiilishuienl <i>iit f t u u n c e u f  <» 
l is t in g  ( I I  lll/ FA  w ill erdab'lMh IIhLIiikn 
that Identify aw l not upper llmltn for 
multiple source drugs IhRt meet Hit* 
followlriK requirements:

( I I  A ll of I lie formulatloiM of I hr 
drug npprovrd hy tin* Food and Un ix  
Administration < FI)A ) have b rrn  evai- 
nalrd  an IhcrapcnUntlly  equivalent In 
Ih r  mosl ru rrrn l rd lllon  of Ih r lr  pub­
lication, Approved Drug Products w‘ (h 
Therapeutic Equivalence Evaluations 
(InrlndliiK siippltrmtnta or In n t ic c iw r  
publi at Ions).

( I I)  M  least three Kuppllern lint the 
drug (which hnn b rrn  classified by (h r  
FD A  an category " A "  In ILn ptibllcu- 
lion, Approved D rug Products with 
Therapeutic Equivalence Evaluations, 
Including supplcmenta or In micccHHor 
publlcatlonn) banrd on all llnllngn con- 
talnrd In currrn t rdlllorut (nr updaleu) 
of publlnhcd compendia of cont In fo r­
mation for drugs available for sale na­
tionally.

*2) H C FA  publishes the list of m u lti­
ple source drugs lo r which upper 
limits have been established and Rny 
revisions to (he list In Medicaid pro­
gram Instructions.

(3) H C FA  will Identify the sources 
used In compiling these lists,

(b ) Specific upper limits. The agen­
cy’s payments for multiple source 
drugs Identified and listed In accord­
ance with paragraph (a ) of this section 
must not exceed, In the aggregate, 
payment levels determined by app ly­
ing for earh drug en thy  a reasonable 
dispensing fee established by the 
agency plus nn amount established by 
H C FA  that Is equal to 150 percent of 
the published price for the least costly 
therapeutic equivalent (using all ava il­
able national compendia) that can be 
purchased by pharmacists In quanti­
ties of 100 tablets or capsules (or. If 
the drug Is not commonly available In 
quantities of 100, the package size 
commonly listed) or, In the case of liq ­
uids, the commonly listed size.
(52 F R  28058, Ju ly 31. 1087)

Errei-Tivr. Mats Notc: At 52 F it 2H858. Ju ly 
31.1087. t 447 J.I2 was revised, effective Octo­
ber 20. I9H7 For I lie convenience o11 hr user, 
the superseded lest Is set furlli as follows;

1(11.132 I'imI of rfrugi 
1st Multiple sourer drugs A "multiple 

sourer ding" inruns s dnm niaihclril m sold 
by Iwn nr mure insiiiilseliireiN in iHlielers of 
a drug marketed or sold try I lie ssiue nisuii 
farlurer or labeler under two or more differ 
ent proprietary names or belli under a pro 
prleiary namr and without such a name 
Kseept as specified In parnsraph I In, I In- 
cost i.t each multiple source dms dridgunlid 
try I ir Pharmaceutical Itelmhuraroirtil 
lloari 14ft ( ’Fit Part IIM and published in 
the ‘'ruksai KniisTr.s nuisi be the lower 
of

il l  The maximum allowable cost IMA '• 
established hy the hoard and published i 
the PariKMAL ItKoraTr.a. nr

12) The estimated arqolxll Ion cost as dr 
acrltred In paragraph <r) of this section 

tin Eici'pllon. CrrlUicalUm of ftmnd 
name drugs ( II The co.sl of a molllple 
source drug Is pot limited to the MAP If a 
physician certifies In his own liamlwilllog 
I Ind. In his medical judgment, a sperlllr 
brand Is medically nrcraxary for a parllm'ar 
recipient

<21 The agency must decide what c'erllllris- 
tlon form and procedure are used.

<31 A checkoff bos on a form la not accept 
able but a nutation like "brand necessary" Is 
allowable

t4) The agenry may allow provider), 'o 
keep the certification forms II the *̂ rms 
will be availnblr for Inspection by the 
agenry or If IIS.

icl All other drugs. (I) The age icy must 
set the cost of all other prescribed drugs tl 
the estimated KrrpdAltlon cost.

<21 "Kstlmated acquisition cost" ><ieao< 
the agency's brsl esllnmle of wlial prlre 
providers generally are paying for o drug 

(31 The basin .'or the estimate must be lie 
package sl/.e providers buy must frequently 

Nora: To help Medicaid agcnelc" with 
thrse estimates. IIHB makes available Infor­
mation, on a current basis, on the acqulal 
lion cost of the must frequently piescrlbed 
drugs.
N 447.3.13 Htate plan requirements, find­

ings and assurances.
(a) State plan. The Stall* plan must 

describe comprehensively the agency's 
payment methodology lor prescription 
drugs.

(b) Findings and assurances, Upon 
proposing .significant Slate plan 
changes In iiaymenls for prescription 
drugs, and at least nnnunlly lor multi­
ple source drugs and trlcnnlally for all 
other drugs, the agency must make 
the following findings and assurances

232

111 Etnilings I l ie  om> m  i m u  .
the following sepal hie mul ili .cm f 
findings:

I I I  In  Hie aggregate, Hr. Mcdi-uhl • < 
perulltiires for multiple miiiici ilmcs, 
identified anil listed hi aeeuidatiee 
with ( 447.332(a) of tills suhiuul, ,ne 
In urrortlance wll h I lie uppi-t Imois 
specified In (447.3321 Ir) nl lids sub 
part; and

il l)  In  the aggregate, its Mi iln nid ex 
pciidllurcs for all other ding - ate In 
accordance with ( 447.331 ul this sub 
purl.

(21 Assurances. T h e  ugcncv must 
make nsutirunces satisfactory tu IK  FA 
(hut the requirements set lo rtli in 
(1 447.331 nnd 447.332 enfieeridlig 
upper Hmlls and In paragraph tbit I > ul 
Ihls section concerning agency find 
lugs lire met.

(c) Recordkeeping. The  agency must 
maintain and make aviiilahle in IK T 'A . 
upon request, data, matliernaileal nr 
statistical cnmpiitalluris, ennqoiie.nu-.. 
and any o ilie r pcrllncu l leemds In 
Hiqipor* Its findings and assurances
152 l-'lt 2SA5H. July 31. IUH7I 

FrrriTivr I7at» Nine At 5'.* Fit 2885U. 
July 31, I0II7. I 447 333 was reused. • I lei me 
October 20, 1087 For till-eoliveliu'ii* e id the 
user, the superseded text Is set lortli as Pil­
lows:
I  117.3.13 DlaprniUlig frr.

(at Till* agenry ouiy sel the illspi-ieiliig fee 
by taking lulu aeeoiuil the results of surveys 
of the costs of pharmacy upend mu The 
agency must perlndleally survey pli.irmuey 
operHllous liicludlng 

(11 Operallonul data;
(2) Professional services dsla.
(3) Overhend data, and 
141 Profit dntn
(b) Til" dispensing fee urny vurv uiinrdiug 

to -
(I I Mize Had liN'Ntlon of plmrmiu i.
(2) Whether I lie drug I • u legend Mem (fur 

which Federal law requires a prescription) 
or nonlegend Item, and

13) Whether the drug is dispensed by a 
physician or an oulpalleut department of 
an Institution.

irl The dispensing fee may also vary for 
drugs furnished recipients hi tiiaiiluiion.s by 
a pharmacy using a unit dose system In 
those rases - 

ill The dispensing fee is added in the in 
grcdlent cost of ihe drug urtimllv usid, mul 

121 The fee Is either •
ill An amutinl added to the r ust id e.»i h 

unit dose, or

li - I,Herd lu log fu i i i,

• r l l i  i l l  I ' l u u i  lr ••li 

os pari nf m  i •
I l i e  tipper lift II . 

p i i . r t l b f d  tlnu i r .
•iI■!>1 v lo  payiin-i-i l<
.c purl uf -iklllr d ip-i 
ir i • mul laitr-r fiti-ili .i 
.i 11 Ires unit mulct p • 
,il i iiligemeilLs

( T l N M ' A l  l .a im llA  i-<

'it  17.312 I'hyan inii Inlhi 
oratory arrvnra.

i ul t ills  sect ton uppl 
pi.in provides for pi- i 
ei.iiis tor chnleiil lulu.i .■

ill)  llteservedl
ii I A alalt* pliin inn * 

nn id tu it physician i 
in  I IntiurHlury servhe 
nn iiulslrle lalriiriiliii*
1111nslnnces, (lie  pi n 
Hod l i  e agenr y will i ■ 
emu more Ilian  tin- nm 
in nutliurlzcd iiiiifci 
rm diuice w llh  ( 4i>:t • 
n li nf Hits chapter.
140 Fit 48500, O il I ,  I Dill-

l

fill - • •

IllCiP I
ii purl hi

• i , P ill,  li • I
, ,i till V • i

• I i III III
I I I  l .1 pi I 11 ll .1

. ; i it v m i .

Ini i l inn  nl h I

W In'll II -til* -• 
i lil ■ 1(1 nhl 
-I. -crvlt e i
i in i.It* fur p .i. 

fi-iis fur i Ilia 
in i inrmrd l / 
mu i I liese i n 
nm -t prmi-h 
ii.i’ the pitv i 
ip ihat wnu„l 
mi nre lu i-i- ihi. (ri iti -I

Fur.PAin Ca i'iia  I i-m I'I.ANS

8 117.381 Upper limit* ul paynrrnl; Iti-k 
contract.

Under a risk co n tro l Medicaid pm 
melds to the ctmlrui h i . lur a defue l 
scope of servler-s tu lu fn id.shed In t 
ill-lined number uf i- cu ii ills, may led 
exceed the rtisi to ii.i igi-m-y of pi ■
Vldllig those Maine sci • I ...... • a fee h i
service basis, lu on u- < -itlullv eqiiiiit 
lent nonenrolled ptip-ii pum group
148 Fit 54025. Nm 30 I ■ i

8 117.382 Upper limits nl puymrnl: Non 
rink rontrar I.

Under a nonrl.sk <--i *m-i Medleai-I 
payments lo the eouii icior nmi o-J 
exceetl—

• lit W h a t Medicaid v- ut.i have p.i • 
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The big He about generic drugs
As patents on some best-selling prescription drugs run out, 

the makers have turned on a propaganda war 
against their generic competitors. 

The goal: To make sure you keep paying top dollar.

the innovator earns a patent that protects 
the drug from competition, usually for at 
least a decade.

When the patent expires, any pharma­
ceutical company can apply for Febe-al ap­
proval to produce its own version of that 
drug and market it under the drug's “ge­
neric" name—diazepam rather than Voli-

and in the inactive "excipients” used to 
formulate all tablets. But they contain the 
same amount of the same active ingredient 
that Vo hum contains 

For the innovator companies, however, 
the big profit is in their brand-name prod­
ucts, not their generic sidelines And the 
main price competition for those high- 
profit brands comes not from other inno­
vator companies but from the smaller ge­
neric firms, which commonly charge the 
lowest prices 

Thus brand-name firms "would have 
you believe that only they make that magic 
fornuia," says a senior official at the U.S. 
rood and Drug Administration "But they 
don't And frankly, what's required is not 
all that complicated "

f n 1983, a group of New York 
legislators tried to save con­
sumers money by changing 
the prescription forms used 
by the stale's doctors. Under their propos­

al. patients would receive a generic drug 
from pharmacists unless the doctor wrote 
"dispense as written" when prescribing a 
brand-name drug. Prescription drugs mar­
keted under their generic names often are 
half the price of the same drug sold under 
a brand name—the name given it by the 
company that held the original patent

Three of America's largest drug compa­
nies—American Home Products, Bristol- 
Myers. and Hoffmann-LaRoche—sent key 
legislators a "Memorandum in Opposi­
tion." It featured aerial photos of two mod­
em "major pharmaceutical manufactur­
ers" played against a ground-level shot of 
"a New York City generic manufacturer." 
The latter photo focused on a garbage- 
strewn vacant lot. "We would appreciate 
your contrasting their facilities." the 
memo said, "and question whether you 
believe (they) can uniformly produce iden­
tical drug products."

That was the opening salvo in the latest 
round of a long war waged by the makers 
of brand-name drugs against the generic- 
drug firms that compete with them The 
brand-name companies dominate Jic 525- 
billion annua! market in prescription 
drugs. They ban-age legislators, doctors, 
pharmacists, and consumers with an unre­
lenting message: Generic drugs are low in 
quality and may harm you.

Few distortions in the history of com­
mercial propaganda have cost consumers 
more money than that one.

Who m ikes whet?
The 59 firms that make brand-name 

drugs are called "innovator" drug compa­
nies. Each of them devotes millions of dol­
lars a year to developing new drugs and 
ushering them through a long testing and 
approval process. When an innovator's 
drug is finally approved, the company 
gives it a brand name like Vchum or In- 
dtrol and then spends millions more pro­
moting it As a reward for its investment

Brandnams. Vallum S27 47
Geneocname Diazepam 18 *9

((M o re  than a dozen 
companies now produce 
generic diazepam to 
compete with Valium. The 
tablets contain the same 
amount of the same ac­
tive ingredient that Valium 
contains.M

wm. for example, or propranolol rather 
than Indtral.

Most generic drugs are manufactured 
not by fly-by-night factories operating next 
lo garbage dumps but by the very same 
companies that develop brand-name 
drugs. Indeed, the 59 brand name drug 
companies manufacture about 80 percent 
of all generic drugs as well Some 300 
smaller pharmaceutical companies scram 
We for the rest of the generic market.

More than a dozen companies now pro­
duce genenc rtiajepam to compete with 
Valium, which is made by Hoffmann- 
LaRoche These manufacturers include 
not only genenc companies but also two of 
the largest innovator firms. Amencan 
Cyananud and Warner-Lambert The tab­
lets differ from Volmm ui color and shape.

Quality: The crucial Issue
FDA inspectors visit all drug-manufac­

turing facilities to insure they meet stan­
dards for equipment workplace clcanb- 
ness, and drug quality, purity, and 
strength. "In mos’ instances." says the 
FDA. “ the generic firms have modern, 
state-of-the-art equipment and plants that 
compare favorably to or even surpass 
those of innovator companies.”

But the real proof of genenc quality re­
sides in the pills themselves: Do they 
-ork as ••'all is *h»ir brand-nam* counter­
parts? Independent experts we've consult­
ed say the answer is yes They cite FDA's 
approval standards as the reason

Currently, generic-drug approval differs 
from new-drug approval in one ma.-or wav* 
The maker of a genenc drug no longer has 
to carry out clinical studies to establish 
safety and efficacy for drugs introduced 
since 1962 Such studies, says the FDA, 
merely redemonatrate what's already 
known from the original manufacturer's 
studies Instead, a genenc manufacturer 
must prove to the FDA that it has formu­
lated the product coirertly. using the 
same amount of the identical active ingre­
dient ui the brand name version

If the genenc is made well, it wiT be ab­
sorbed into the bloodstream as rapidh and 
completely as the brand name product it 
matches The FDA test required for dens
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onstrating that is called a bioequivalence 
•tudy. a far mote sophisticated procedure 
than the tests the agency used in earbrr 
years (or pre-1962 drugs The generic 
manufacturer carries out this study on 20 
to 24 healthy men. Typically, the men are 
first given a single dose of the generic 
product. Technicians take blood samples 
at timed intervals and then determine the 
amount of drug in each blood sample. 
These values are plotted over time, pro­
ducing a ’'bioavailabibty curve" that de­
scribes the absorption of the drug into the 
bloodstream.

Later the same procedure is repeated 
on the same subjects, this time using the 
brand-name product. If the genenc drug's 
bioavailabibty curve closely matches that 
of the brand-name drug, the FDA will ap­
prove thr product. A drug that's bio- 
equivalent to another should have the 
r sme therapeutic effect.

Bioequivalencc tests enable generic 
companies to market their products rela­
tive!) quickly and inexpensively Rankled 
by that competition, the brand name com­
panies publicly altaci. the validity of the 
tests Yet brand-name firms rely on bio- 
equivalence testing themselves. Many of 
them reformulate their own products from 
time to time, adding a new coatuig or 
changing the inactive ingredients Not sur­
prising!) . they don’t want to spend mil­
lions of dollars on clinical studies to show 
that the newly formulated pill also works.

Instead, they do what genenc firms 
do—carry out a bioequivaleoce test com­
paring the new formulation with t’ e old. 
They then submit their data to the FDA 
for approval Bnstol-Myers has gotten 105 
of its formulations app-oved this way. 
American Home FYoducts, 86. Hoffmann- 
LaRoche. 13

When evaluating bioequivalence. the 
FDA looks at two things h »w much of the 
drug is absorbed into the bloodstream and 
how fast The genenc must match the 
brand-name drug closely , but it needn't be 
identical That'i because .wofcnrulatittss 
of the same drug can vary sbgVJy in their 
absorption and still work equally well in 
the body. Most pharmacological experts 
agree that diflerences of less than 20 per­
cent are not clinically significant for most 
drugs If a genenc dm*, differs by more 
than 20 percent in either the speed or 
amount of absorption, the FDA won't ap­
prove it

This allowable difference a called the 
"plusor-nunus 20 percent rule ”  The 
brand name companies insist that the van 
abdity allowed for genervs is much too 
great TV y've distoned the carefully es- 
tabbshed rule into a scary hypothetical sit 
uation that goes like this

A patient takes Generv X. whose bvo 
availibibt) tested oul as 120 percent of the

brand-name'a. That patient’s prescription 
is then refilled with another version of the 
drug. Genenc Y. whose bioavailabibty is 
80 percent of the brand-name'a The 
change from 120 percent to 80 percent 
means a 33 percent decrease in bioavail- 
ability—and, it's claimed, drug therapy 
that may no longer be effective Brand- 
name companies call this scenano "the 
dangers of indiscriminate interchange "

This scenano sends a dear message to 
doctors Generics may differ from each 
other tn bioavailabibty. So play it safe and 
stick with the dependable brand name 
product

AcluaUy, the differences are extremely 
amall The FDA recently reviewed all new 
generics it has approved since ’984. It 
calculated that the average difference in 
bioavailabibty between brand name drugs 
and tF*ir generic copies is only 3.5 per­
cent—no gTcattr than the dif’erence be­
tween one batch of a brand name drug and 
another batch off the same assembly line. 
So far. about 5000 generics have been ap­
proved as bioequivalent to brand-name 
products The FDA recently stated that 
it’s not aware of a single documented case 
in which any of the 5000 generics has 
caused a treatment problem

Those claiming it’s dangerous to switch 
from one genenc to another "are fooling 
themselves and. more importantly, fooling 
the pubbc.” says Dr Lesbe Benet. presi­
dent of the American Association of Phar­
maceutical Scientists.

The only exceptions, uy CU's medical 
consultants, are a few "critical'' drugs that 
have a narrow range between blood levels 
that are ineffective, eflective. or toxic 
These drugs include digoxui (Lanoxtn). 
levothyroxine (Synthrvui, Isvothroid), 
and warfarin (Coumadin). For this small 
number of drugs, blood levels should be 
monitored when patients switch from one 
formulation to another.

The threat o f competition
Over the past decade, organizations that 

pay health-car* bibs—the Federal Govern­
ment. the states. and insurance compa 
mes—have sought ways to brake the rapid 
rise in health-care costs. In this dimate, 
lobbying efforts by genenc companies 
stimulated Congress to consider legisla­
tion that would make lower-priced generic 
drugs more widely available. The result 
was • new Federal law. the Drug ftice 
Competition and Patent Term Restoration 
An of 1984

The law represented a painstaking com­
promise between the generic drug compa­
nies and the Pharmaceutical Manufactur­
ers Association, the trade association that 
represents the innovator drug companies 
The innovator companies got what they 
wanted longer patent protection on new 
drugs Genenc companies, in turn, won 
the nght to eventually market the same 
chemical under its genenc name without 
having to prove again what the innovator 
companies had already proven—that the

If the price is righ t. . .

Many of the best-selling prescription 
drugs arc now available in genenc 
form. Below are recent retail pnees 
for brand-name and generic versions 
of 11 of the most frequently pre­

scribed drugs, as posted by a major 
national pi irmacy chain Overall, the 
brand names cost 70 percent more 
than the genencs lo thr case of Vali­
um, the difference is 223 percent.

S W IM * - - ----mwii mmama Nmp Inmi
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chemical works. Until the 1984 liw, the 
need to redo costly clinca) trials (or drugs 
introduced since 1962 hjd effectively 
baned generic companies from nurketing 
some of the most frequently prescribed 
drugs in medicine. Already, the law his 
helped spur the introduction of generic 
competitors for many of the leading 
brands. (See the table on page 481.)

The increased competition promises 
special benefit to consumers who pay for 
prescription drugs completely out of their 
own pockets, including the majority of 
people 65 or older. Suppose you were a di­
abetic taking Diabtntst, Pfizer Labs' 
brand, of chlorpropamide, a drug that re­
duces blood-sugar levels. A major national 
pharmacy chain charges $31.54 for 100 
tablets of Diabinese. By contrast, the 
same chain charges $7.59 for 100 tablets 
of generic chlorpropamide If you were 
taking one tablet per day, the cost would 
be about $115 a year for Diabinese, versus 
about $28 for the generic version.

A recvnt Federal Trade Commission re­
port estimated that, in 1984 alone, generic 
drugs saved consumers approximately 
5236-million. Such savings arc especially 
important to anyone who must take drugs 
regularly, as elderly peoole often do. Peo­
ple over 65 constitute 12 percent of the 
population but consume about 30 percent 
of all prescription drugs

The campaign against generics
Beginning in 1983, with increased price 

competition from genenc companies in 
sight, the major pharmaceutical firms 
opened a campaign of disparagement that 
continues to this day, confusing and fright­
ening doctors, pharmacists, and patients 
alike.

Consider the propaganda put out by 
Aycrst Laboratories, a division of Ameri­
can Home Products, when it realized it 
would soon face competition from generic 
versions of Inderal. its brand name for 
propranolol, a drug used for hvpcrtension 
and other disorders tndtra! rang up year­
ly sales of $350-million and wav Ayerst's 
most profitable drug.

Ayerst Laboratories, like all major drug 
companies, emplcys hundreds of sales 
representatives, called "detail persons." 
who make the rounds of doctors' offices. 
Just before genenc propranolol became 
available, Ayerst indoctrinated its sales 
force with a "sales simulation" videotape. 
It shows a detail person telling a doctor 
that patients on Indtrol "are high-risk pa­
tients," who "need Inderal's proven ther­
apeutic efficacy." With a generic propran­
olol, the doctor is told, "there's always 
that chance that patient response may be 
compromised.”

Lest the doctor dare compromise the 
patient's treatment b> permitting the

pharmacist to substitute a cheaper pro­
pranolol for the high-priced brand, Ayerst 
also sent out "Dear Pharmacist" letters 
They disc ssed a pharmacist's "potential 
liability" if genenc propranolol were dis­
pensed instead of Indent and something 
went wrong The letter warned of "trou­
blesome and expensive" lawsuits that 
would “generate adverse publicity,"

The letter was labeled false and mis­
leading by the FDA "It serves only to 
confuse and intimidate pharmacists into

Brand name: Dwbuws* $31.54 
Generic name: Chlorpropamide $7.59

1 1  If you were taking one 
tablet per day, the cost 
would be about $115 a 
year for D iabinese, ver­
sus about $28 for the ge­
neric versionJJ

dispensing only In dera l.. .  by suggesting 
unknown perils," the agency wrote in a 
regulatory notice it sent to Ayerst. Laws 
in most states protect pharmacists from 
incurring any increased liability when they 
dispense an approved generic product.

The FDA has challenged similar "Dear 
Pharmacist" and "Dear Doctor" letters 
sent by other companies, including Sandoz 
and A.H. Robins. The FDA regards such 
letter? from drug firms as part of a drug's 
Labeling! the agency can thus take action 
when a letter is false or misleading But 
tne FDA has . 0 authority over similar let­
ters sent by “pubLc interest" groups.

A passion for “education”
In the summer of 1985, California phar­

macists received a notice headlined "Ge­
neric Alert!!!" It was sent by Pharmacists 
Planning Service Inc., a nonprofit educa­
tional organization beaded by Frederick S. 
Mayer, a Sausalito pharmacist. Pharma­
cists were warned of lawsuits that could 
anse if they didn’t dispense "brand-name 
propranolol." A short time later. Mayer 
received a $10,000 check trom Ayerst "to 
support the educa. inal goals of the Phar­
macists Planning S  vice."

Another Ayerst educational" grant

went to the Philadelphia College of Phar 
mary and Science, the country's oldest 
pharmacy school. In exchange, the college 
agreed last year to sponsor a new orgaru 
ration with the avowed aim of educating 
professionals and the public about "the 
critical role research-intensive pharma­
ceutical firms play in preserving health 
rare" The organization's educational 
thrust tended to run in a narrow groove. 
"Pharmaceutical research ... is threat 
ened by widespread consumer use of ge­
nenc drugs," said its press release In­
creased generic drug use, it said, “could 
be catastrophic." The college disbanded 
the organization six months after its cre­
ation because the antigenenc theme had 
become so dominant.

Ayerst now gets its message across 
through a speakers bureau staffed by doc­
tors and pharmacology professors Ayerst 
pays them to travel around the country on 
media tours. By CU’s count, the tours 
have resulted in at least 25 newspaper ar­
ticles. with headlines such as "Warning 
Sounded on Generic Drugs,” and "Some 
Doctors Still Uneasy About Generics.” 
The articles often omit the speakers' affili­
ation with Ayerst.

Such antigenenc campaigns now occur 
with "predictable regularity." says Dr. Pe­
ter einstein, director of the FDA s of­
fice ui drug standards. "Every time a 
brand-name drug becomes vulnerable to 
generic competition, the makers do what­
ever they can to protea their market."

The campaigns seem to have an impaa. 
Surveys show that doaors. pharmacists, 
and consumers prefer brand-name drugs 
over genencs. According to a 1985 Feder­
al Trade Commission report, when pre­
scriptions gave pharmacists a choice be­
tween dispensing a brand-name drug or its 
genenc equivalent, they dispensed the ge­
nenc only about 15 percent of the time. 
Their reluctance stemmed partly from 
fear of Lability, the FTC report found

The FTC »epor e'so found that con­
sumers tend to "equate price with quali­
ty,” especially for "high perceived rick" 
produas like drugs. Doubts about gener­
ics make some consumers refuse them or 
even switch to a different pharmacy—an­
other reason pharmacists haven't em­
braced generics.

>1 case of epilepsy
Last Apnl during a Congressional hear­

ing. Gerald Mossinghoff, president of the 
Pharmaceutical Manufacturers Associa­
tion. was asked if he could assure consum­
ers that generics were as effective as 
brand-name drugs.

He could not "We have trouble with 
the Food and Drug Administration's tests 
for genenc drugs," said Mossinghoff "In 
some cases that test, we think, is not
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sharply defined It led, for example, in No­
vember to the Epilepsy Institute putting 
out a physicians' alert laying aome anti 
convulsive drugs were not effective So I 
am not in a position, Congressman, to give 
you that assurance."

The Epilepsy Institute is a nonprofit or­
ganization in New York City. On Novem­
ber 3, 1980, the institute issued a three- 
page medical-alert bulletin "GENERIC 
MEDICATIONS LINKED TO RENEWED SEI­
ZURE ACTIVITY o. rtOPLF. WITH EPILEP­
SY," read the headline. The bulletin 
warned against generic versions of three 
brand-name drugs; Tegretol. Dilantin, and 
iMpokene. made by Ciba-Gcigy. Warner- 
Lambert, and Abbott, respectively. The 
warning went to 7000 physicians and to 
some 100 media outlets.

The Epilepsy Institute's bulletin has 
been cited many tunes as proof that gener­
ic drugs can endanger health

Boston's CBS affiliate broadcast a seg­
ment, seen by 300,000 people, that began. 
"Well, the health of nearly five million peo­
ple with seizure disorders might be in 
jeopardy now because of a generic drug 
that's been approved by the FDA " Arti­
cles conveying the warning appeared in 
Medical World News, Woman's Day. the 
Boston Globe, the Arizona Republic, and 
other publications.

Four months earlier the Epilepsy Insti­
tute’s president, Ira Brody, had written a 
letter soliciting mone\ from three drug 
companies: Ciba-Geigy. Warner-Lambert, 
and Abbott. In his letter. Brody listed vari­
ous institute "programs" that needed fi­
nancial support: educational pamphlets for 
drugstores, seminars for physicians, and 
the institute's New York Journal of Epilep­
sy, which needed advertising so it could 
appear quarterly.

Brody scored with all three firms Ciba- 
Geigy agreed to pay $4000 for a five-page 
ad in the Spring 1987 issue of the journal. 
Warner-Lambert agreed to advertise in 
the Summer 198? issue. Abbott would 
sponsor the Fall 1987 issue and would also 
donate $22,000 for brochures and another 
>8000 to sponsor a seminar.

Brody said there was "no connection 
whatsoever" between their contributions 
and the decision to issue the medical-alcn 
bulletin "It's just doing good fund-rais­
ing." Brody said "We solicit funds from 
companies that hi a vested interest in 
us." he said.

The Epilepsy Institute derided to sound 
the alarm, its bulletin said, "after receiving 
and confirming scores of reports" show­
ing that seizure-free epileptics had convul­
sions after being "switched from brand- 
name pharmaceuticals to generics."

See res of reports? A "typist's exaggera­
tion," Brody acknowledges He now says 
the actual number of cases was 23 The in

•titute "confirmed" eight of those, uys 
Brody.

The bulletin quoted Dr. llarl deC IV  
tenon, professor of neurology and pediat 
rics at New York Hospital Cornell Medical 
Center and former chairman of the Epilep- 
ay Institute's professional advisory board 
CU asked Peterson about the reports 
'They're hearsay." he said, "but thr md» 
nation is to believe at least some of it

“ If I get any good solid cases and I could 
prove them, I certainly would,” ftrterson

Brand name !nd«r_ $19 St
Generic name Propranolol $1049

t  &A letter from the maker 
of Indera l warned phar­
macists of ‘potential lia­
bility' if they dispensed 
generic propranolol. The 
FDA  labeled the letter 
false and misleading. 55

said. " I personally haven't seen any really 
good cases where switching to a generic 
has caused problems."

The bulletin prompted the FDA to con 
tact Peterson. In a November 21 leUCi, 
the agency asked him for "all available 
data that you have on these alleged thera­
peutic failures." It offered to send an in­
vestigator to look at records As of this 
writing. Peterson hasn't replied.

Dinner, the., s side dhh
Meanwhile, foes of generic drugs were 

having a field d3\ with the Epilepsy Insti­
tute's bulletin. Ciba-Geigy, maker of Te­
gretol, paid eight New York neurologists 
$100 each to attend a dinner discussion of 
their product. While the restaurant served 
pasta. Ciba-Geigy served up the Epilepsy 
Institute's medical-alert bulletin

"It made us feel anxious about switch­
ing our patients to a generic drug.'' said a 
doctor who was present. "After all. this 
reputable institution had issued the alert."

The Medical Tribune, a mcdicad-news 
tabloid that is mailed free to more than 
100,000 doctors, gave the story page-one 
treatment. The paper, which has long cru­
saded against generic drugs, had been 
published until recently by Dr Arthur

SackJer, who died last May. Sackler con­
currently oVncd an advertising agency 
that serve* many innovator drug firms.

Dr Louis Lasagna, one of the nation's 
most outipoken opponent* of generic 
drugs, also stressed the epilepsy theme in 
a debate presented in USA Today. Lasa­
gna u. dean of Tufts University's Sackler 
School of Graduate Biomedical Sciences.

"Donors," he said, "hear stones, like 
those from the Epilepsy Institute, and arc 
justifiably concerned. It only takes a few 
cases to engender anxiety."

That, of course, is the purpose of such 
anecdotal repons,

Another nonprofit organization has also 
fronted for a major drug company in 
spreading fear of generics. Last Decem­
ber. local news shows on 23 television sta­
tions ran a chilling two-minute segment 
tliat featured an 11-ycar-old girl clutching 
her throat as she di aonstrated what hap­
pened when she was switched from her 
brand-name asthma medication to a gener­
ic version. "It's like someone strangling 
you," said the girl, Billie Bloom, of North 
Hollywood, Calif. "And it hurts, and you 
can't get enough air through "

The reporter concluded with this ad­
vice- "If you take a medication for a chron­
ic illness—diabetes, asthma, epilepsy, or 
bean disease—you should ask your physi­
cian to indicate—in writing—'Dispr nse 
As Written’ or 'Do Not Substitute' on your 
next prescription."

The story was seen by an estimated 1.3 
million people. News? No It was: "video 
news release"—a commercial message 
masquerading as news. The sponsor of 
this commercial message was listed as the 
"Asthma and Allergy Foundation of Amer­
ica. Los Angeles chapter." But its $30,000 
cost was paid by Key Pharmaceuticals. 
Key (now pan of Schering-Plough Corp.) 
makes Theo-Dvr, a drug for asthma. Thto- 
Dur had lost 20 percent of its $ 100-million 
a year market to the generic product vili­
fied in the commercial.

Sc.itring ? . igh claims that the com­
mercial message was an "important public 
service announcement." But the Asthma 
and Allergy Foundation feels differently. 
"The Los Angeles chapter saw it as an 
opportunity to get some publicity," said 
David Branson, president of the national 
foundation. “ But it was a mistake. They 
shouldn't have done it."

CU recently spoke with one of Billie 
Bloom's doctors He reported that the 
girl's physicians made no effort to confirm 
that the generic drug was actually the 
cause of her breathing problem

The FDA has follow ed up on these pub­
licized reports of “ bad" generics. Accord­
ing to FDA's Rheinstein, the result is al­
ways the same: "You ask for
documentation and you get evasion.” Yet

CONSUMER REPORTS AUGUET -987 463



such reports proliferate. FDA officials »'jr 
that these anecdotes are now a key part of 
the antigenenc campaign By having a non 
profit organization spread the word, the 
drug company avoids FDA charges of de­
ceptive advertising

Getting the message across
hromotional efforts, whether deceptive 

'jr not, axe the lifeblood of the prescrip­
tion drug business. Major drug companies 
generally spend more each year on promo­
tion than on research. Most of that promo­
tion money is lavished on doctors, and it 
has an impact.

"Most doctors are brainwashed." says 
the director of mrdidne at a hospital in 
Westchester County, N.Y. "1 know some 
very intelligent practitioners who always 
prescribe brand-name medications and 
would never think of prescribing a generic 
product"

Years ago, doctors had some cause to 
be wary of generic drugs. In 1969, millions 
of capsules of ineffective tetracycline 
were recalled. In 1971, problems were re­
ported involving a genenc version of di- 
gorin. Now, however, the FDA’s more rig­
orous generic approval process makes 
such failures extremely unlikely.

Isolated cases of illegal generics have 
also influenced doctors' perceptions. In 
1979 the FDA found that three firms were 
illegally marketing unapproved and inef­
fective versions of furosemide, a diuretic. 
To this day. many doctors still refuse to 
prescribe generic furosemide, turning in­
stead to the more expensive brand-name 
drug, U n a.

Problems with low-cjuality or illegal gen­
erics have been extremely rare. But doc­

tors rememlier those incidents. And inno­
vator companies try to make sure they 
never forgcL

The effort to influence doctors starts 
while they are still in training To familiar- 
ire interns and residents with their brands, 
companies practically give drugs away to 
hospital pharmacies. (See "How do drugs 
become 'the ones hospitals use most’?’’ 
c o n s u m e r  REPORTS. June 1987.)

The practicing physician encounters 
drug-company influence everywhere. 
Drug companies sponsor seminars, con­
ferences, breakfasts, luncheons, dinners, 
and awards. They give away books, slides, 
and audio and video tapes. They entertain 
Lavihhly at medical conventions. (For a re­
cent meeting of the American Academy of 
Family Physicians, SmithKline Beckman 
rented Disneyland for an evening to enter­
tain doctors and their families.)

A major part of a drug company's pro­
motional budget goes to two areas, adver­
tising in medical journals and fielding a 
marketing sales force.

In leafing through the journals, a doctor 
will encounter thousands of ads each year. 
They rarely mention drug prices. As a re­
sult, most doctors know very little about 
the cost of the medicines they prescribe.

Drug company sales representatives 
provide doctors with much of the informa­
tion they receive about drugs. They also 
give doctors free drug samples as well as 
pens, scratch pads, prescription pads, cal­
endars. and other merchandise.

But increasingly, sales reps influence 
doctors in other ways. Cib3-Geigy, for ex­
ample, places special emphasis on “Peer 
Influence" programs. They're designed to 
get physicians to influence other physi­

cians. Ciba-Geigy spends more than $6 
million a year on such activities

One type of program involves clinical 
conferences. Here, a sales rep gets a 
group of doctors together for lunch or din­
ner They're shown a videotaped case his­
tory and then asked for their ideas on pos­
sible therapy. Ihe idea, a sales rep says, is 
to include at least one or two doctors who 
use the Ciba-Geigy product. That way, 
"they can tell success stories of their ther­
apy that may rub off" on the othrr doctors.

Then there are the seminars in para­
dise. Large firms regularly send the na­
tion's most influential specialists and their 
spouses on all-expcnse-paid trips to tropi­
cal climes. Last year, for example, Ciba- 
Geigy flew 100 gynecologists to Cancun, 
Mexico, to bone up on Eslrodrrm, the 
company's new estrogen skin patch.

In 1985. the top 50 pharmaceutical com­
panies officially spent $1.26-billion on 
"promotion," according to industry 
sources. But the total amount spent to in­
fluence docv r s actually far greater. Ac­
cording to p -.ources, drug companies
often charg. »ly promotional activities,
such as coi. on entertaining and the 
far-flung seminars, to their education or 
research budgets. The FDA sources esti­
mate tha. total promotional spending by 
major drug companies exceeds W-billion a 
year, or almost $9000 per doctor.

Casualties of the campaign
The antigencric campaign numbers 

many consumers among its casualties. 
Some are patients who pay brand-name 
prices for medication vailable for a frac­
tion of the cost. But the casualties also 
include all taxpayers.

Medicaid pays the prescription bills of 
many low-income people—and those 
costs are shared by the Federal Govern­
ment and the states. The New jersey 
Health Department recently reported on 
the cost of 2.6 million Medicaid prescrip­
tions the state had paid for in 1985. All of 
the drugs were available m both brand- 
name and generic form. Each brand-name 
prescri, ion cost the state an average of 
$12.39; the average generic prescription 
cost $6.66.

Recommendations
To realize the savings offered by gener­

ic drugs, you need the cooperation of both 
your doctor ind your pharmacist

Doctors usually write the brand name 
when they prescribe drugs. It's shorter 
and easier to remember than the generic 
name. And since the brand name had no 
generic competition during the long life of 
its patent the doctor is probably accus­
tomed to writing it.

That medical habit doesn't prevent you 
from buying gencrically. The laws in all 50
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states allow pharmacists to substitute a 
less expensive gencnc version wbei' the 
doctor prescribes by brand. Indeed, tbe 
doctor must make a conscious efion to 
limit you to the brand name. In some 
states, that means be or she must write 
out “dispense as written" or some other 
phrase. In other states, the doctor 
chooses which of two lu.es on tbe pre­
scription form to sign Signing on one hnr 
means the patient must receive the bra <d 
specified; signing on the other means the 
pharmacist may substitute a generic.

The major drug companies lobby fierce­
ly for two-line prescription pads. Doctors 
seldom bother to write out "dispense as 
wntten"; but studies show that when doc­
tors must merely choose one of the two 
lines, they sign the brand-name line more 
than half the time.

Some drug companies try to make the 
choice for both patient and doctor. They 
give doctors preprinted prescription pads 
with the brand name and the words "dis­
pense as written," in the doctor’s hand­
writing, on each form. This "prof -ssional 
courtesy" sticks you with the brar d-name 
drug and its premium price. It’s al-o con­
sidered illegai in several states.

Your doctor, therefore, may represent a 
hurdle to your getting a generic drug. You 
must explicitly ask your doctor to write 
the prescription so that it permits a gener­
ic version to be dispensed.

What if your doctor doesn’t knov 
whether a generic version of the drug you 
need is yet available? That doesn't matter; 
the pharmacist will know. Whether the 
pharmacist will dispense the generic is a 
different question. Pharmacists should 
jump at the chance, since tbev usually 
make a greater profit on generics than on 
brand-name drugs. But drug-company pro­
paganda has led many pharmacists to fear 
that dispensing generic drugs may result 
in lawsuits.

So once again, you must take tbe initia­
tive. Tell your pharmacist that you want 
the least expensive version of the drug 
that’s been prescribed for you Usually, 
that will be the generic version. But occa- 
siooaDy the brand-name versioD may be 
cheaper—if the pha- .cist has gotten a 
special deal from the maker, for example.

Drug prices vary widely from pharmacy 
to pharmacy. So shop around, checking 
both chain stores and independent phar­
macies. Many pharmacies now give out 
price information over the phone.

If you switch from a brand-name to a ge­
neric. don't wonry if its color and shape are 
different from the brano-name product 
you’ve been taking. (Brand-name makers 
sue generic firms whose products dupli­
cate the appearance of brand-name drugs.) 
Keep in mind that the pill's appearance 
won’t affect how the drug works ■
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