MEMORANDUM

TO: Drug Utilization Review Board Members
FROM: Ron Graham, D.Ph,
SUBJECT: Packet Contents for Board Meeting ~ July 13, 2004
DATE: July 7, 2004
NOTE: THE DUR BOARD WILL MEET AT 6:00 P.M.
Enclosed are the following items related to the July meeting. Material is arranged in order of the Agenda.
Call to Order S o
Bublic Comment Forur
Action ltem ~ Approval of DUR Board Meeting Minutes ~ See Appendix A,
Update on DUR/MCAU Program - See Appendix B.
Action ltem — Discuss and Vote on Prior Authorization of Synagis ™- See Appendix C.
Action item - Discuss and Vote on Prior Authorization of “SSRIs"- See Appendix D.
Action ltem - Discuss and Vote on Prior Authorization of “ARBs’- See Appendix E.
Action Item — Discuss and Vote on Maintenance Drug List - See Appendix F.
Review and Discuss Antibiotic Utilization - See Appendix G.
FDA and DEA Updates — See Appendix H.
Fulure Business

Adiournment



Drug Utilization Review Board
(DUR Board)
Meeting — July 13, 2004 @ 6:00p.m.

Okiahoma Health Care Authority
4545 N, Lincoin Suite 124
Okiahoma City, Oklahoma 731065
Oklahoma Health Care Authority Board Room

AGENDA
Discussion and Action On the foliowing items:

lHems 1o be presented by Dr. Whitsetl, Chairman:
1. Call To Order
A. Roli Call - Dr. Graham

items to be presented by Dr. Whilsett, Chairman:

2. Public Comment Forum

A. Acknowledgment of Speakers and Agenda ltem

ltems to be presented by Dr. Whitsett, Chairman:
3. Action Item - Approval of DUR Board Meeting Minutes — See Appendix A.
A. Corrected May 11, 2004 DUR Minutes
B. June &, 2004 DUR Minutes - Vote
C. Memorandum of June 8, 2004
D. Provider Correspondence

ltemns to be presented by Dr. Gorman, Dr. Flannigan, Dr. Browning, Dr. Whitsett, Chairman;

4, Update on DUR/MCAU Program - See Appendix B.
A. Prospective DUR Report — Annual Report
B. Retrospective DUR Report for March / April 2004
C. Medication Coverage Aclivity Audit for June 2004
D. Help Desk Activity Audit for June 2004

liems to be presented by Dr. Moore, Dr. Whitsett, Chairman:

5. Action ltem ~ Discuss and Vote on Prior Authorization of Synagis™- See
Appendix C.
A AAP Guidelines
B. COP Recommendations

Hems 1o be presented by Dr. Le, Dr. Gorman, Dr. Whitseti, Chairman:

6. Action Item — Discuss and Vote on Prior Authorization of SSRIs - See
Appendix D.
A. Economic Review
B. COP Recommendations




iterns to be presented by Dr. Mocre, Dr. Gorman, Dr. Whitsett, Chairmarn:

7. Action Item — Discuss and Vote on Prior Authorization of AREs - See
Appendix E.
A, Economic Review
B. COF Recommendations

items o be presented by Dr. Gormarn, Dr. Whitsett. Chairman:

8. Action ltem — Discuss and Vote on Maintenance Drug List - See Appendix F.
A. List of Drugs
B. COP Recommendaticns

Items 1o be presented by Dr. Le, Dr. Gorman, Dr. Whitsett. Chairman:

8. Review and Discuss Antibiotic Utilization ~ See Appendix G.
A Utilization Review
EB. COP Recommendations

10. FDA and DEA Updates ~ See Appendix H.

'12.  Future Business

Hepatfitis C Agents Review

Epogen™ / Procrit™ Review
Benzo/Ambien™ Follow-up Review
Narcotics Review

Xopenex Follow-up Review

Vote on Fuzeon™ Prior Authorization

GIAmMmOo o>

13. Adjournment
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OKLAHOMA HEALTH CARE AUTHORITY
BRUG UTHLIZATION REVIEW BOARD MEETING
MINUTES of MEETING of MAY 11, 2004

PRESENT ABSENT

A

e A A I

COLLEGE of PHARMACY STAFF: PRESENT ARBRENT
Leshie Browning, . Ph/Clinical Pharmacist

Karen Bgesdal, D Ph/Chinical PharmacistOHC A Liatson
Kelly Flannigan, . Ph/Clinical Pharmacist

Sheilie Gorman, Pharm I/ Clinical Pharmacist

Ronald Graham, D Ph., Manager, Operations/IDUR

Chris K Le, Pharm. D Clinical Pharmacist

©Ann Mellvain, Pharnd I Clinical Pharmacist

Carol Moore, Pharm. I Clinicsl Pharmacist

Raj Patel, Pharm I Clinical Pharmacist

Carcl Peek, Phanm D Clinica! Pharmacist

Vistting Pharmacy Student: nva

81

A A

OKLAHOMA HEALTH CARE AUFHORITY STAFF: PRESENT ABSENT
Kristalf Bright; Pharmacy Financial Analvsr X

Alex Faston, M.B AL Pharmacy Operanons Manager X

Mike Fogarty, €. F.C X
Lynn Mitchell, MD., M.P.H, Medical Director b4
Nancy Nesser, D.Ph.. 1D Pharmacy Director X

Howard Pallonta, 1.D. X

Lynn Rambo-Jones, 1.1, X
Rodney Ramsey: Pharmacy Claims Specialist X

GTHERS PRESENT:

Steve Goodson, Phizer Jorge Nassar, BMS JoAnne Hargraves, Schering
Woodie Zachry, Lilly David Montgemery, Lilly Brad Rice, Takeds

Aleza Tombinsen, Janssen Angela Menchaca, Ampen Phil Woodward, GPhaA

Carter McBride, BMS Michael Hunt, .0 Becky Alderson, RMY

Dnana Morasch, AstraZeneca Holly Jacques, Merck Christi Davis (' Brien. AsiraZeneca

Richard Ponder. Johnson & lohnson Lorer James Patrick Fvans, BMS
Teoby Thompson, Plizer lonathan Klock, Glaxo Tim Mvers, Schering

Lance Stewart, Merck Mark DeClerk, Liliy Tracy Copeland, For
David Dude, BME Heldl Hill, Sankyoe Rebecca Waldrop, San
Ricky Conley, Boehringer Ingelheim Kay Kaut, Amvlin Margaret Lapsley, NeighborCare

PRESENT FOR PUBLIC COMMENT:

Connte Lindsay, AstraZenecs Thoms Henchry, GUPizer
Koben Calder, Merck Jerome L. Andersen, Cardiclogist

DK Beurd Mimues, 0570004



AGENDA PTEN NO 1 CARL Ty RBEFR
TA: Roli Call

Dy, Whisen called the
ACTION:

Roll call by Dy, Grshom esa

AGENDA FTEM NG, 21 PUBLIC COMMENT FORUM

ZA: Acknowledgement of Speakers and Avenda ltem
L. Whitsett acknowledeed Connte Lindsey, Dr. Thomas Henebr - Hobert Calder and D

pubhe commient

ACTION: NONE REGUIRED,

AGENDA ITEM KO, 3. APPROVAL OF BUR BOARD MINUTES

3A: April 13, 20064 DUR Minutes

Dr. Mecee moved to approve minutes as submitted; motion seconded by I Robinson.
ACTION: MOTION CARRIED,

AGENDA ITEM NO. 4. UPDATE ON DURMCAU PROGRAM

4A: Medication Coverage Activity Report: April 2004

The Aprid 2004 activity audil noted (ol number of petitions submitted was 15,644 including super-PA's and special
cireumslance PA's. Approval/denial/duplicate percentages were indicated on the reperts ncluded i the agenda
packet for this meeting. Monthly reports included in agenda packet: presented by Dr. Browning.

4B: Help Desk Activity Report: April 2004

Total calls for April 2004 numbered 17 660 (734% pharmacies. $.7% clients, 6.0% phvsicians, ¥.0% other).
Monthly reports included in agenda packet; presented by Dy Browning, Dr. Swaim asked shour the DME help desk
and for questions concerning SoonerCare Choice PCP's Prescriber 18 provided by OHCA/EDS. It i
requisenient new 16 have the correct PCP with the client submitted with the on-line claims processing.

ACTION: NONE REQUIRED.

AGENDA ITEM NG. 5: LONG TERM CARE CONSULTANT PHARMACIST PRESENTATION

Material included i agenda packet; handouts distnbuted at DUR Board Meeting: presented by Drs. Phil Woodward
and Margaret Lapsley. Dr. Whitsett asked who benefits from the consultant pharmacist reducing costs in the nursing
home? Margaret explamed that it benefited the nursing home when they have o pay for some of the medieations
and also her emplover can show that they do help reduce ¢
reduced. Safety ssues can actually save money oo, Dr, Whitsett asked if the Board could be comivred in knowing
that most consultant pharmacists are fairly conscientious i their dutics. Margare! stated that pharmacisis make
recommendations 0 physicians and then the physicians decide if they want 1o make appropriate changes or leave it
as preseribed. Dr. Whitsett asked about the Off-Label use of annpyschotics iy the nursing hoeme population. Dr.
Lapsley reminded the Board that there are ne current antipsychotics available with indications for Dementiz and

15 for thewr customers and cverall medical expenses are

behavioral problems in the elderly. She stated that is the number one reason they are used in the nursing home
population. One problem that consuliant pharmacists have 1s gening the proper diagnosts for these patients.
Sometimes there are not any documented sympfoms whish are commoen with these tvpes of diagnoses. Svmptoms
such as hallucimanons and delusions may be apparent bat are not documented in the charts, Dy, Whitsetr asked
about the safety and efficacy of these products and questions have been raised for this class of medications for thoge
Off-Label conditions. Dr. Whtsett said there 15 evidence of mortality and other issues sssociated with these

medications. Dr. Lapsiey stated that this is of concern lor the pharmacist also and they have siared looking at other
mdicators such as sugar levels and diabetes and look for history of stroke and check o see what kind of

antipsychofic the patient §s wking, The consultant pharmacist will then make 5 recommen of possibly another
medication or ask the physician o consider the risks against the benefits. Dr. Whitsetr asked il the pharmacist

FRECH Fiponed Adisisaoe o 7iS. 74 [
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’s( CTION: NONE REQUIRED

AGENDA ITEM NO. 6:

CREVIEW OF OKLAHOMA STATE LAW & AGENCY POLICY FOR
ADDING CATEGORIES TO THE PRODUCT BASED PRIOR
AUTHORIZATION PROGRAM
Materials included in agenda packef; presented by Dr. Nesser. Dr. Hollen requ
tonight's meeting. Dr. Nesser agreed fo fumish these.

ACTION: NONE REQUIRED.

s copy of shdes presented a1

AGENDA ITEM Neo. 7: ANNUAL REVIEW OF ANTIHYPERTE!
AUTHORIZE CADUET™

Materials included in agenda packet; presented by Dr. Moore.

Dr. Hollen wanted to know administrative costs for PBPA of antihyperiensives.

Dr. Gourlev moved o approve; motion seconded by Dr. Robinson,

ACTION: MOTION CARRIET:

SIVES - VOTE TO PRIOR

Utilization Data for the Angiotensia H Receptor Blockers (ARB s) and Combination products was provided 1o the
Board. Dy, Whitsett asked if there was any utilization information available on how Oklahoma Medicaid patients
such as the diabetic population and heart failure pepulation are doing with ARB's7 What percentage of these chients
are taking advantage of this class of drugs. Dr. Moore stated that the COP will be bringing that information to the
Bourd in the future.

AGENDA ITEM NO. 8! REVIEW & DISCUSS 85RI7s
Muaterials included v agenda packet: presented by Dr. Gorman
Dr. Whitsett wanted to know percentage of usage {or LTO faeiiities. Dy Gormen said that wo

cught back o the Board for review, Dr. Whitsett reminded the Board
of adverse effects in the eiderly population with ths category.
ACTHON: NONE REQUIRED.

uld be locked at and
Cthe recent emergence
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AGENDA ITEM NG % THIRTY (30) DAY NOTICE OF INTENT 10 PRIGR AUTHORIZE,
PREFERRED DRUG LIST HMG-Coa INHIEIT :
For Public Comment; Connie Lindsay: Connie Lindsay with Asira Zeneca, [
speaking ubout Crestor® in the sreatment of dvslipidemia. | want 1o 1ouch br , :
offer the greatest efficacy in the statin cluss with a $2% redwction in LDL at below J mg dose, TG an added
bengfit with Cresior®  in that vou do see an actual increase in BDL o every dose. The increase is generally
between & and 149 This is important swhen you consider that o one poinl veduction in LDL offers a one point
decrease in cardicvaseular risk. 4 one point tnerease in HDL offers ¢ 37 wction in cardiovasowlar vist. There ix
a 1:3 ratio, Physicians are very frusirated with trving 1o ger patierts 1o their LDL goal and there's an attenuation
with HOL that will not happen with Crestor® . i fike o ik briefly about complianee, particalarfy with ihis
patient population. Compliance is not always easy and follow-up is not abways ealy, Blght cul of ten patients will
get to goal regardless of their visk category, whether they 're diabetic, CHD #is equivalent, eight ous of ten putienis
af just below 10 ng dose. So what that means is when a patient is diagnosed, a prescription is written for Crestor®
then thar patient elght owr of ten times, thev're going to be ar goal whether they really do follow wp with YOU a8 a
physician. We've recamily hieard information out of the 4CC in New Orleans that confirmed again that lower is
betrer. Not our wricls bui through the trigls presented as well as reversal showing and demanstrating that we
probably will see updates in the incept guidelines again, telling us that 100 mg LDL is not good envugk for patients
thar are at risk. Crestor® will meer thai reed with the efficacy of a 52% reduction ai the 2 my dose. At the last
meeting, I know there was some questions about safery, simply because onr product s fuirly neve. Twant you 1o know
row thal we 've been in the marker now Jor, in the U8, 9% months, We have o million preseriptions, or o million
patients, twe million prescriprions. Crestor® is now approved in 32 countries. We submit, on o weekly basis,
adverse evenis to the FDA. We're required 1o do that by law. The FDA does guarterly infense in-depth scrutiny of
our product. They just completed the Tast oné in March and evervthing lovked good. E verviting looked, posi clinical
trials compared o pre side effects, evervthing looked preity much in line. There were no changes or additions io our
product labeling. Also just « reminder that owr landmark trigl which was the Steflar Triad, was the largest
comparative irial that the FDA had ever seen before a product was approved, with over 10,000 patients, and that
trial demonstrated all of the efficacy data thar 1 just told you, I alse want to let you know thar, let's see, ! don 't want
to forget anything . .. There was also a recent article published in Cardiclogy of April by Dr. Vidt thar looked a
over 10,000 patierts on Crestor® for an average of 3.8 vears and it did demonstrate o regression in renal disease
witich has also been demonstrated by the other statins, So that s really about it. Do you have any questions for me?
Dr. Hollen: Jn wddition to HDL do you have any information with effect on like iglycerides, Hipoproteinrelar
limoprotein L& some of the other independent risk factors for heart disease?
Ms. Lindsay: Yes. Al of those, and evervthing is positive. We have a good reduction on trighycerides that is similar
to the other stating as well as the CRP's and Hule a and little b,
Pr Hollen: OK. So you actually have CRP?
Ms. Lindsay: Yes. You can request . . 1 can have that information sent 1o you personally or o the Board. T don 't
know really how thar works,
For Public Comment; Thomas Henebry: /'m Tom Henebry, an interventional cardiclogist af OU and alse speaking
an behalf of Pfizer. I want 1o talk very briefly, it’s hard 1o be ag eloguent as the previous speaker about the clinical
efficaciousness of atorvastatin, I think as a cardivlogist, we always took for autcome days and that's what I'm trying
to present briefly. In primary prevention, the ASCOT il 10,000 putients, 30% reduction in davs per
cardiovascular evenis. In secondury prevention, 43% reduction in days, Just dayy alone, number needed 1o reat less
than 30 in the REGRESS Trial. The REGRESS trial and ihe MIRACLE irial combined Jour-and-a-half thousand
patients, S0% reduction in stroke, which was a pleasant side effect. Recent study in the Americar Journal of Kidney
Disease, diahetics on ACE and ARB for al least a year atorvasiatin added o protein urea previcus 2 grams reduced
to 1 gram per day. Two major recent frials, our prior speaker mentioned, both charged the guidelines, I think thas
ong thing we all probably can ugree on. Reversal trial looking ar atherosclerosis with intracardial witrasound
progression was stopped by atorvastatin, 4% progression with pravastatin, PROVEIT wrial was more imporiani, i
was funded by, not by Plizer and is a clinical enterprise, and in that trial, atorvasiarin was prover more efficacious
than pravastativ, and 1 think we all can see the guideline going to somewhere LDL 75 1o 80 mg percent. Safery
dena’s important 16 those of us who remember Bayeol ™ We are in a simitar situation before and more than 12,600
people randomized for good safety data. In the FDA pink sheet for variows stating, we see the dose reduction and the
incidence of 1 1o 2+ protein wrea. Mosi of the statins do what is expected and otherwise there was litide need 1o,
there was ne Warfarin interaction with atorvastatin of clinical significance and no need 1o bother basic mesaholic
panels. [ ihink to summaorize [ think we showid from a clivical outcomes perspective we should ler atorvasiatin
continue and view if as preferred drug,

i
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rhabdomyalysis, vare reporty with Zocor® We don't vecommend nsing Zocor® with poten: CYPIA4 ink s and
there are six of those listed in our labeling. We have relaxed our restrictions somewkar on . . well we have refaced

it on nigein and fibrates other thaw gemfibrozil, and but again we don’t recommend wusing more tharn ten of Zoce
with ¢velosporine or gemjibrozil. In summary again outcomes efficacy and saferv | thisk |
consider. dnd In addition (o that, ity important 1o remember that Zocor® gous off paten: Jure 237 2006 and !
understend that s an importani jucior obviouslv in your, in your calewlations for how muck money v i suve with
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expiraiion because we won 't When it goes off patent June 237, that’s it ... it goes off patent. We extend the patents
for that. So, thank vou very much

what vou Should

only through legitimare scientific studies and there are none a_; those in the offing
and [ welcome questions,

For Public Comment; Jerome L. Anderson: Thank you. I'm a cardiviogist i Integris end Deaconess hosoitals, ['m
director of cardiae research ar Somfnwn Integris und was invalved in a PROV
eariier published here in April. So 1 wasn't paid tw be here although 1'm going to have o acknowledpe My, Dude
Jrom Brisiel Myers did alert me to the meetng. Curverdly 1 use all the stating and curvenily | speak for wit :‘fu’
companies whether it’s Zocor®, Pravachol®, or Lipiror®, Cresior®, and currentiv prescribe all those drugs and |
think there s some markel shave information in this handenst here. That probably is tvpical for o jot of practices in
Okiahomea . . where Lipitor® and Zoce ®rare the big three, and Crestor® curremly climbing in
marker share. At Buaprist Hospital with the acute corenary svrdrame, we 're currentlyv getiing o report card,
cardiologisis. You get admitted with chest pain, vou're supposed 1o get ¢ lipid profile and get one of these agenis
sterted inthe hospital, If vou don 't do that, wnstable anging, then
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v f have a preferred product in pric

Dr. Anderson. if you were designing a preferred product list, for example, and vou wanted . whot

C iy that you would, would you agree that you would want 1o not upser the markeiplace any wore than vou

five 1o, § mean gs far as, in other words, jf
L, Anderson:  Well if any of the cardiologists go along, if primary care doctors o along, if the endocrinologises
go atong, I mican, if 1 de a third of Pravachol® and a third Zocor and a third Lipii wrrently, and 0%
Créstor it ‘doctors and so, wheiker they 've Medica

¢ or Medicaid
1 othe hospital

ey “ypr e o ; PP . s F SR S 5
old, I'm using a brond name, so 1 think in answerize vour

and 1% generics, 1 might Fe tvpical of o iot of ¢

patienss, 1iry (o treat them the same, in-palienis or oni-patients,

o fmonot wsing peneric Mevaco

if thev're o Medicare patient or if the

guestion, we Uy 1o use drugy (o their efficacious and v to gel to goal, and P'm hot sure Lipitor® is bewer than
pravasiating There's a PROVE-ITsiudv, they gor 1o ol-semething with 8G of the atorvasiatin bui the Alliunce Stucky
was just done @t the VA, they got to 93 with atorvastatin, so vou gor one Lipiio

stuely saving they re getiing 10 95,

you've got another one saving they ve getting 1o 67, vou ve gol the Prove-1T iriad, they gor 1w 95w if
the sume doses of drugs in two different studies done at the same time, vou get ditferent lipid lo
if the V4 men are different thar the PROVEAT patients. Those numbers, vou have fo wierprel them difforentiv. 1 can
et to goal with any of thase producis,
Dr. Whitsett;  The individuals, 1 ihink y
HIV patients, because of the number of possible interactions that's going to be out there and the rranspland paiients,
are those the two major caiegories in which you would first fhink of prevasiatin?

Dr. Anderson:  Yeah, and again being involved in the study, I might use drugs more after if 1 have beer imvolved
the PROVE-IT trial or the, just like the MERIT triad, 1 use more metoprolol than | use carbatolol becanse i
invoived in the MERIT trial, and so you do have g litde Bit of exposure through your drug siudies personuily, bt
you know Locor® led the field for many vears and Pravachol® was second in fine and so as o J;

vears, I have that cerain fabir of Focor® Pravachol® Lipitor®, Crestor
experience, but there are cerluin categories where you might wse cach drug specificalhv. T
Frotection Study, you know disgheiic patienis wreated in a hypertension study, vou mitght if
evidence based medicine, or if U'm going 1o talk to « lawver who s my patiens, 1 ger a lor of fof dic
Fmight put lim on Zocor®, because it's evidence based. and the acute care ACS svndrome with FRO
MIRACLE, those are subgroup populations. So mortality data is important and Lipitor®

mortality data as Zocor® does. But thev're all good products. I'm not here 1o wik abows oll of them a dinrer
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wted rather
nd that most
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LG, LDL has been positively linked with the reduction in risks, Dr. Whitser
demonstrated without outcome data. Dr. Whitsett safd that he didn’t think that the 13t
medication by wying to propose a rational approach to try and save money if we can w
rebate. Dr. Hollen wants te-sdd-migleride-loveloto B eriteriandditiona] revi

ACTION: NONE REQUIRED.

AGENDA ITEM NO. 10; REVIEW & DISCUSS ANTIASTHMATICS (EXCLUDING

INHALED CORTICOSTEROIDS)
Materials included in agenda packet; presented by Dr. Fiannigan. NAEPP Asthma guidelines were included in
packet for quick reference. Medicare (CME) reimburses for Xopenex™ ar the same rate as for albutero] due to it
having “no clinical advantage over albutero!” (direct quote), Recommendation was made 1o bring back levalbuterc}
and leukotriene agents for possible PA,

ACTION: NONE REGUIRED.
AGENDA ITEM NG, 11: FDA & DEA UPDATES

Materials included in agenda packet; submitted by Dr. Graham. Dr, Whitsett asked if there is a policy for ablet
splitting or requiring tablet splitting for clients? Dr. Nesser said there is not a stated policy in favor or against tablet
spliting. Dr. Whitsett stated that he thought sometimes physicians prescribed a month’s supply that they intend for
the Client 6 cut in Kalf, and stretches it out over @ rwo month’s supply. Dr. Whitsett thinks that there could be some
real savings if 4 policy like this didn’t violate any rules or laws. Dr. Hollen asked if we could include any handouts
from the previous month in the next packet?

ACTION: NONE REQUIRED.

AGENDA ITEM Neo. 13: FUTURE BUSINESS
12A:  Hepatitis C Agents Review

12B:  Maintenance Drug List — Quantity Limits

12C: Epogen™/Procrit™ Review

1ZD: Antibiotic Review

1ZE:  Benzo/Ambien™ Follow-Up Review

12F: Vote to PA Provigil™, Synagis'™ and Fuzeon™
12G;: Narcotics Review

12H:  ARB Follaow-Up Review

Materials included in agenda packer; submitted by Dr. Graham.

ACTION: NONE REQUIRED.
AGENDA ITEM No. 13; ADJOURNMERT

The meeting was declared adioumed.

LR Board Minutes: 0357164
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ENT FOR PUBLIC COMMENT:
vingston, Pharm. [

de Looper, P

e 1 :
Fm Wilson,

Ran Pamton,
Mohammed Y

Dom Cheler, M

el
(]

=N

AGENDA ITEM NOLU T CALL TO ORDER
A Rolf Cali
L. Robimson cailed the meeting to order. Roll call by D, Graham eswblished the presence of o guoer

ACTION: NONE REGUIRED.

AGENDA ITEM NQ, 1 PUBLIC COMMENT FORUM
A Acknowledgement of Speakers and Agends ltem

Dr. Robinson acknowledged Pubbic Comment speakers as siated above
ACTION: NONE REQUIRED,

AGENDA ITEM NO. 3: APPROVAL OF DUR BOARD MINUTES

3A: May 11, 2084 DUR Minutes

. Meece moved to approve mimutes as submitied; mohon seconded by Dr. MeNeiil

Corrections requested by Cathy Hollen: (Agenda ftem 9, Dr. Hollen's first comment) should be lipoprotein litde a:
and {Agenda ltem 9, [ast sentence) correct Dr. Hollen's final statement to read Dr. Hollen wants additona! review of
the statins and their effect on trighveenides |

ACTION: MOTION CARRIED.

AGENDA ITEM NO. 4: UPDATE ON DUR/MCAU PROGRAM

4A: Retrospective DUR Report: Janvarv/February 2004

Totai Drug Interactions (female) were selected for retrospective review for January 2004, Pharmacy and phyvsician
responses not received at date of this DUR Board Meeting.  Total Drug Interactions (male) were selected for
retrospective review for February 2004, Pharmacy and physician responses not received at date of this DUR Beard
Meeting. Materials included in agenda packet: presented by Dr. Flannigan.

48: Medication Coverage Activity Report: May 2004

The May 2064 activity audit noted total number of petitions submitted was [ 2,960 including super-PA's and special
circumstance PA's. Approval/denial/duplicate percentages were indicated on the reports included in the agenda
packet for this meeting, Monthly repons mclusded in agenda packet: presented by Dr. Browning,

4C: Help Desk Activity Report: May 2004

Total cally for May 2004 numbered 15828 (86.3% pharmacies,
Monthly reports included in agenda packer; presented by Dr. Brownmg,
ACTION: NONE REQUIREL.

7. 7% chents. 2.3% physiciens, 3.5% other).

AGENDA ITEM NO. 5 DISCUSS & VOTE ON PRIOR AUTHORIZATION OF PROVIGILT
Material ncluded in agenda packet; presented by Dy, Mclbvain,

Dr. MeNell moved to pnios authonize Provigil™) motion seconded by Dr. Meece,

ACTION: MOTION CARRIED.

Speaking uest of Board Member: Don Chesler: 8¢ Anthony Hospial #
usefid augmentation Jor depression. Normally we vwonld s

Dt Provigil is a good choice, Thave joirly fimited

wrarryed o Plaiia odd 54 4 oy e
FVIEH PR e o EF e fianiim

bl ds o

than the s anis and 05w

asgmeniation and may wse an anpical andipsvcholi
But | haven't seen as muck fendency tovwards abise ay with the Class 1 stimulants, so it is o very good uption for
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D Urenshaw

thers Betier,

eIMness i pat VOTHE
& Alcoholic organice briin svndrome uuz;"z” the ea

Prug-mduced sommnocience only for patients with 2 d; zgmzw l‘»i canog

3 M

: irnum approved dosing 200 mg dailv, guantite limit of 30 mblets for 30 8 ;
Motion seconded by Dr. MeNeill
ACTION: MOTION CARRIED.
AGENDA ITEM NO. 6 DISCUSS & VOTE ON PRIOR AUTHORIZATION / PDL FOR

CSTATINGT
For Fublic Comment, Clvde Cooper, Pharm D Thank Vi for giving me
tadk (o you abonl Lescol X1 M} My rame’s Dr. Chde Cooper. [ ni with the Medical 41
-’f:am';!sa’s'-';f;.fcwx Just first off 1o st ow, Leseol X1 alvo Fluvasiatin, is approved for primary and secondary
nis. 4T just walk through these siides thas 1've provided Jor vou. Lescol X1 80 ix vealls,
v oand with the

.Z e /'2{*}1«' thix evening to
s deparoment of Relion

LS OpDGTTRAE

LiF

Prever Hien u; Cor GHUr
should be considered almost like a new drug. 1t's not the IR, The IR was nuch sweaker and fess potenc
chicasing of the active ingredient in a polymer gel mariv, it avoids immediate refease. avoids et
the pharmacodvranic effec

avoids plasma concentration in a peak plasma concentrations. increaves v,
v effeciive drug. According to the Valentine Susdy in (iii.u al Therapewtios in 2001, the [1}1
uf four we and U of the respondents in
HDL has acheived more recognition and importance rec cently in some

't

clanges make 11 a ve
was lowered g median decreas of 35
this study achieved o decrease of 409,
discussions and Lescol X1 80 has o median increase of 1% with a range of three 16 twe nty. This range is dependent
upon the total irvgiveerides and the range of the trvglveerides themselves. The i vglveerides are decreased a median
af 19% and wp 10 25%. Witk the level of effectiveness, with a 385 lenver ing and a LDL of 190 can be lowered o
hiv exceeds the NCPHES guidelines with twe-plus rish ;’é;f(*mrv it shonded be noted thar 93% of il U8 aduiss
have fess than 190 myg LDL. Lescoi X1 is effective with g 38% lowe ring and an LOL of 160 would be .’(;H(’f" cd o 99,
This is definitely i the range of those with coronary heart disease. With g | owering, aa L[):’ of 133 would be
fowerad [ 84, f vow went to some of the LDL {evels when some af the PROG ‘trials netted to 115, that would be
in the same bedlpark showing Lescol is effective. The X1 &0 is comparabie in effectivencss for 40% L DL e
the other products, 10 mg Lipitor, Lovostarin 40, 30 pravastatin 40 860 roswvastarin § and simvastarin 20, The big
advaniage fo Lescol is it's knows in historv of safets as ol by ihe cviochrome
P50 isoenzvme, and so s not L t's safer with evelosporin, ze s wm’ some of the

§ ard & medan reduciion (if

weaer. 7T s mal metabioli

rosil, iacins, antifungd

caicium channel biockers like Norvase or amy z’()(ﬂ,w??{ According o the Medical Letier of there weas no

i, fibraies, FOEEasé | s, evelospor {7, s’ii’i’ﬂ”{)m ]I and senmie o7

ofiang

5 the starin concentration wiih ¢
- So fnteractions are more common with stating and common dre ug metabolized

the other dr :
ssuatin in doses gre m'u ff.( 3(}' shoudfd be avoided and

Y)J‘ff Fecent

;:f swiing mu;ww i?m?:c aie thai rfu' use ol simn

for ¢
i ’vf(’
hen the CPE for Lescol and p re compared, the CPE elevations were
with Lescol 8 Lipids, in the LIPS study, there way absence of notable CPK and liver
*‘f"u-* groups. There was no

Povis

Fand the fm.’ric‘:z}-z Jowrnal of

& DPETET WHA G

pacebo tumm i

in overdl z‘«'s:i‘e‘*f"\v EVERLS -‘E‘i--'f&f-" >

wine wievaijons, There were no differenc
and the reporied cose

£
rhabdomvalsis ,-’"(;;pr;rfc.*fi with  fluvasiativ

Iy A - i . ;.
{ siafing marketed in

COLVERULS FEvVEeW Frea {r}é’. i it

the L8 Now gccording 1o the drug ¢
a valumieer sz-‘;;a;‘:‘z‘.r;;z sterry, reporied (o the FDA, the adh

;féz’i{’ WEFE B (isas o s rfrcbdome eporied noine if;fu’{a %fuzm with mmmmm

el fh(

/ ;I? iy i
There

v prafect again, g review of
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Fhiciden.
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fematic review, This is Well baxic

ESCIH {ng f

3 5 . Y A fo . i il
R fay eriior Inedd he VA
i1, cnnd cHlOrVESIQUR are Breloly

Perioie sered cpe
CHFGS andg g

}?'}{"f

time jo e end wird simp

CFIVEHEES F

WOLIORY, Einimt

GRS and i,

fnhibitors, ete) thal can rowiinely i reed o stanin fo

fEnis w

- - rpiergree £ . 33
MG need, Gre grecier thar J

comment, Robert Calder: Pmoa phyvsician. Dyve

state epidemiclogist in Fiorida and before thai 1 was right down the road os o preverntive medicine

The mmost imporiant thing fo remember ahout Zocor is that as & resuli of two landmark trivds, i's in
sk of total morialin |
revascularization procedures, So iUy indicaied o do

the it

wee nea-faial Mls and also 16 reduce coroname and non-

b e {G o acconygiish in paiienis who ure ai
s of coronary events regardless of LI level, so that's o mouihfid but thet's what it's indicated

indicated 16 do whai you wans a statin 1o do. With respeci again to diabetic patienis in the

heart protection st

pullished June 14tk of last vear in
diaberic patients. There were almost 6,000 diabetic patients in the hears protection seudy with Zocor 48, that s four
times more than aff other statin rrials prior to that fime. all other statin oufcome tricls, Four dimes
ierrific data in diabetic patients and T know thar's very important 1o vou here in OFlakoma. N,
sHrrogale for wi
v re achieving

with Zocor 400 which my colleagues just handed ows, there was also a sub-study

S0 we heve
a1 pomt, LDL s o
vou really wan and that s the outcomes thar I just meniioned. You re fowering LI in hopes that

woonicomes that Jocor is indicated w do. And Focor, atie final point thee Im sure i bmpartani,
economically speaking, and that is that Zocor will go off patent aimost exacth wo vears from now, [0-23-2006, and
so 'm sure that that affects the ecoromic calcuiations. 4nd in SHmIGEY, we reguest thal your add Zocor (o Tier One
without prioy authorization. With the vemaining five minutes, 1'd be happy 10 answer ARY GHesIFons.
D like o ask

ot a question, doctor. What's your feelings on the recent decision to o over the

cownier in England?

as long as vou're staying at doses that have been shown to have basically no adver

alder: /[ ihink the decision for over the counter statin products is, has ceraindy some public health benefirs. |
effects an CPE. no
adverse effects on liver function tests. you know, ] think that there is a public health advantage 10 giving, vou know,
very low dases iike 10 of Lovastating low doses of Pravachol, erc. 1o people. I think again, us o pubiic health
professional, ['m an epidemiclogisi. public health preventive medicine hoard. and 1 see that as o posittve. 1 think
that the more we can do to use proven producis, the better. Other guestions? Thank Ve,

Yor Public Comment: Dr, Yasin, /'m Dr. Mokammed Yasin and 'y a clinicien and dlso o researcher. |ve done a
reasonahble amount of research on siatins, including participating in couple of landmark studies which e
decreasing atheroscierotic plague in the coronary arteries which was published in JAMA last vear, and [ have
considerable experience using stating as wetl. Stating ave all effective drugs but latest studic
including REVERSAL wial and PROVE-IT tricd proved that lower the LI is, better it is in COFOREY wriery disease
al feast. And so in PROVE-IT tricd the LDL was brought dovwn o 60°c so we needed a stron

Hich were published

o tive i doing so i

cxror over Lipi
sior does. So that the rario of LDL and HDI
v praciice, and ity a fairly

atorvasiuiin, whick is Lipitor and rosuvastatin which is Crestor. And the advantage [ think of €

sl oz repard that i increases FDL a linde more than
with Cresior. And 15

frug. | haven

used O

or gquite o Bt i my o well tolera

really have probiems with the patients J have it used on and I have potien very good revul
st are [0, T have onfv u coug and wotually the recommendation from the O
use 10 myg to siart off i bring the LD

Bevause we kave no idea ho wois fow. e ondy that up o o

alse o

Fdon 't kneow what

the low fe L how fow Qs jow? makes o differ
A&

Is bejow 61 very good? Mavbe i1 s, Mavke ir's not. We don’t know Bul the fower the levels are, the hetter i1 15 a

think these drugs are vor tve in doing so. ane i

rom the public heath siandpoini, 1 think we should hove

driegs o the

more than glad 1o answer vour questions.
s Robery Herb e

fornpdlare. If o have any guesti
: medical
nher nine, so f'm Zeling o

For Public Comment. Robert He
am going o be filking o

Hication from the Chalr s o
aiin or Crestor

1 patients currently on Crestor. 45 he alvo

W s, krumd
wiih wix? B

marker, We currendiv have four mitlion prescriptions and over 1.

¢ the new s

whether [ have . just s eil, as Dr) Yasin menzies
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¥y gen crtian epe o
fRGFEgRiali or 4

Pravachol. What s nteresiing

do mot use high dose stonins and wsualiy are

fegist I

patienis 1o reach their ATH

{,r'*; S e e - P S
£ h HHEFESIing irjo

wrion thai
VALY P i /
fo GiGrvasiaiin

ripired i Glo

RO KFG

wction i CEP ar the 70 and 26 wmyp doses. T wou

4 - i H
crd 1 owant vou o be ¢

emphasize not only the efficacy of rosuvesialin bui also the safety prof

4

ctive product and thar the saf

wea's commitied 1o g sale and of; efy of patlenis

Jollowing posi-marke: surveillance over the time that the drig s been on the markel, since Seprember in the 115 we
fuve been exhaustive in our approach of evaluating tha: data and submit Guarterly reports o the FLA, We are no
more than two days away from any adverse event in the U8 and six days awey from gy adverse evenl in the world
and 1 am happy to say thar ihe safe
labeling as we now find iv. I would be happy (o answer any questions relating to this or ary other opics surrond

cprofile of Crestor s consistent with the class and is consistent with the

rosuvastarin and 1 owowld ask the Commiities 1o consider roswvasiativ as o therapeutic option for those pativsls

needing significars LDL lowering without prior GutAGIZAIion,

Materials inciuded in agenda packet; presented by Drs. Le and Gorman.
Dir. McNell moved to aceept the College of Pharmacy's recommendations of Tier- 1 drugs; second by Dr. Gourley.
Leseol™ and Lescol X1
Lovastatin {(genenc only)
Lipitor™
ACTION: MOTION CARRIED.
Dr. MeNe:ll moved 10 accept the College of Pharmacy’s recommendations of criteris with stated language change
tremove “to high” from Criteria 1) second by Dr. Gourley.
L Previous faihure to achieve desired LIM. or Triglyceride reduction with an initial ssatin - defined by at least
6 weeks of continueus therapy at standard dose,
Previous stabilization on non-preferred medication. (grandfathering)
Documented increased risk for drug imteractions.  Specifically: concurrent Immunosuppressant therapy,
HIV antiretroviral therapy, and therapy with other potent inhibitors of CYP430 system,
4. Documented adverse effect or contraindication to the preferred products.
ACTIOY MOTION CARRIED.

P R )

e D2

AGENDA ITEM No, 7: THIRTY DAY NOTICE OF

FUZEO!
Materials included m agenda packet; presented by Dr. Melivain
ACTION: NONE REQUIRED.

NT TO PRIOR AUTHORIZE

A

AGENDA TTEM NO. &, THIRTY DAY NOTICE OF INTENT TO PRIOR AUTHORIZE 7 PDL
“NSRIsT

For Public Comment, Jim Wilson, Pharm D ( wning, 4 Jim Wilson e oa re

GraxoSmithKiine, 'm an emplovee of GSK. Frior tw that, § was 27 vears wachi s (i

and nursing @i the Univers

fonicld medicad scientist with

Fooid ¢

& cge of Medicing phaimacy

raska, D sl af divic one day o month and Feey s jouch with whae's guiing

Z 7

fhere s about 20 (n there, Dant o pa

o in front of vou is a sef of siides partouiar arrention

USE IO Seven of thenr

ard [l go by the sumber ori the slide rumber, 1ot the puge number. On shide number 3. the moss irporiant par «

chiairic patients wiih antidepressanis iy improving thelr wlerabiliyy and their compliance or

FOUNTE Onur ps

i ]

adicrence 1o taking that medication. On sfide 4 vou see tha aecording wo KM Lin ar ahour 4-monih period of time
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az\f”m CIFlals we Bodd o 3

o a onational ’f,af“i.’ﬁhf’ COre daianase walck inciude

- Hhai
SeH e Gl

compliarce right auwr of the chute where they're net coming back for il

maoriey [n other places in the mental care area. Verv, very concerned chowut thar, ()m clinic is i
i differeni wavs, On : FPexiil CR in significamly Better, ubow [0% Better 1olerote
about 10% betrer complignoe, than the other SSRUs in thiv cosmparative mial. Ef
f)‘ii;' WY KO E??( 1{1(4(’(1’ in ff ix (f‘{x’f(’ E"'{"{”(fi{.?é* it ix not ('(}:’ﬁ‘,f‘(?‘
page, exc
on f4, so please ehan reported these
vesilis al the recent AFA three weeks ago where Paxil CR versus Paxil IR is compared and a significantfy differen:
ioferabifite oc(zawg with an imcrease in compliance with CR. Then myv last fiem, the cnd of the dav mor
& m;(}mz; resulis of thar on s/xm i m« fop part of that is g monthiv medical LCharge, o monik
charges, and the difference for anv indication. In other words, these clionts can info ¢ clirie and
an SERI or given Paxi! CR and Paxil IR for just aboui anvibing, whatever, 4
50 savings there of $3Y per month. A Cmor
depression, social anxiety disorder, or panic, the cosi savings rose (o 8709 per month o (o1 cosis of that p“f,wzx in

that particular care organization. So that's kind of the bottom lre on slide 19, The Jormudation makes a d HOE,
e }mw excellent placebo controlled clinical trials with this particulor product. Our adherence, our compliance is
about 28% versus the other SSRI's ar 35% with CR versus old Paxil IR, and the coss savings is 25V per monih
difference on non-indication and $109 a momh difference on indication specific information provided by the health
care organization. Atached ro this handour is an executive sum Mary Gf more spe
package insert with CR prescribed extra warnings dictated by the FDd. 1'd be glad to answer any guesiions ar this
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fre
‘o locked ar thic iriai
crid w trie SSRE hecouwse it i'.:: u u"uaf mechanism e, On
o £ just went A and B

se mie, slide number (48 1 gor o finrte cor cway, { forgor abowr 15 and }

forgive me. Itwas about 2:00 in the morning. Bul time o disconiinuation

Mg

wunlidepressant.

they were piven

Cdidn t code i with any particonior

v when they were coded with ef

s

sitwation, and vou see g ¢

Hic data and also our newest

Hime,

For Pubhe Comment, Dos Chesler: Thank vou. I'n Don Chesler. Praran M5 at St Anthany Hospital, Chaivman of
the Deparmment of Psychioory, Well firse of wll, Fwant to thanrk you Jor adding me o and T hbnow that | wos o fafe
addition. And thark vou for the hard work thar yon do and §mow vou have o lot of eveballs on vou. [ was thi
fast time [ was heve thar Paxil and Prozec were the bad bovs, now they re the good bos
changes . Fthink it was owo years ago thar I was here, Just general comments, mayhe i gets (o be an ofd horse 1o

Ling

and s that s one of Those

beat, but open formudary is something we all hope jor and realize that mavhe ity nor a realivy in this world,

know that, well when it comes down 1o fuilures, medication Jailures, we do measure i as fur as Hamilion deep

poinls, bul alse we measure it in terms ol admissions which My cosi o some extra money. (ther owicomes,
impulsivire, what Dr. Wilson said, verv true that people drop off of these medications due 1o problems with being
Rt . £ F 0 3

able 1o 1plerate them. That's the mein reason that we re abways asking for wore options on these. So that s mavbe

£

the emotional argument. Now the scieniific argumen:, or the evidence based argumend {8 it there are some

significant df;

ard o enzyme, PAS0 encvme svstems. Paxil, Prozac, Lexapro at higher doses have
fwo of these six inhibitions, so vou do ver into some drug imeracii

ith comorbid conditions. And then the other thin o iy

flerences wii

nsoai 26 which imcoludes some of the

fese ;';i-"u:'i,f;‘fi' iy he o

- N Y PP A e T . - {
antipxychoics wihich, which many o
that, you krow the focus poes bevond fust ;.'z’(’;:r; 7%
i CE,

$G the, the breadih of anx

L We e talfing abowt anxicty disorders .

the indication Issue, ar heen the ve done the {'f"}fik’fz?

- the au‘{f{’i‘

Iin (}ﬁfﬁ.ﬂw?}u :/“:? rerids 10

compidsive disorders, generaiiz el

¢ those two options in Paxil in s forms, and eiso 7

gt i frs’ fmms { know another onie that separates Zoloft

[283 (](11

is that they ve done more irials on child and adolescent, s ¢ o wnigue indicarion down i

goes, 50 there s a fol more qilention on us there, so . ¢ in generad o cad]

£ 8,

to kuep the option of Zolofl, Paxil, Paxii CR ox availahie «
Muaterials included i agenda packet; presented by Dvs Le and Gorman,
ACTION: EREGQUIRED
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sivn, pariicudariy when ff;: Cafready hove v
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abaur 80 of excoss mortalizy relates o macrove
st summarize seme Pbore vou with, You kwow

;IFGEIeSs 1o
e, ax many of vou already

oo

——

dichetics have a ki igh inc LAy fimes nob reated swe
rapidi W
they 've aotually been diabetic for vears and we didn 't ko it And they were undiagnosed unril they final
myperglveemic and that’s why so many times by the time we see them inirtally, they afready have heart disease and
kidney disease and the Iike, and then we have (6 make decisions on reatment. On three you know thai, of course,
dichetes is a major cause of renal disease, and Jour really just has 1o do with the yse of irbesartan or Avapro™
brand name rélares 1o the INC seven guidelines concerning vperiension ireaiment, P IV dileniion pariicilon
number five. Gne of the reasons that ['ve found Avap o™ oF irbesarian so effeciive in hyvpertension, pariicularly in
my palients, being an endocrinologist in Tvpe 1 diabetes, notice how it compares o the other AREBs, inseriing the
hadf life biovailability degree of AT! blockade and then the, very importarily 1 think, the inhibisi
blockade ar the end of the 29 hours, and thai s why, for example, irbesarian is so effeciive as o single dose. Now the
fmf is really fust comparing irbesartan to losartan, one of the other AREs that we use and You can see It has o nice
i on blood pressure comparablv. The discussion is on-going concerning whici you use. Jowould wrge vou o
consider that physicians showld have o choice of both. and as a matter of fact. the ABA within the lav couple of
years has come out stating that ARBs showld probably be considered the first line of therapy for kidney proteciion
and high blood pressure conrol in Tepe I diabetics. Ard if 1 didr say it before, il sav it one more iime, that
aboui Y0 of tvpe of diabetes is Type I T persenaily use a ot of comBination ther apyv, ACEs and ARBs together, for
wre control i patients who even respond o an ACE, sometimes they deve dopoa coughoas vou know,

fence of ivpertensio winey disease ver

f unireaied and wany iimes, by the fime we see 7

2 I dictberios diagn

B become

o of . 7o +
R EH s

bleod pres.
perhaps 10% or so, sometimes vou have to make o change at that poini, so from iy standpaoini, §would certaingy
like to see both an ACE and an ARB as considered at the 1 top tier. 1 hope that makes some sense. Thanks,

For Public Comment; Terrde Livingston, Pharm D Hi, T'm Dr Terrie Livingston. 1'm one of the regional aocount
slentific directors with Novartis Pharmaceuticals.  What T wanted o da today was give you a bricf overview of
Divvan ™, Diovan™ is an angiotensin receptor blocker that 1'd like the Committee to consider Keep in mind thar
the new JNCT guidelines recommend ARBS now as first line the rapy jor fypertension. Whar differenticies Dicrvan ™
from: the resi of the other AREs is the depth and Breadth of the clinical date tha supparts the use of valsarian aoross
the cardiovascular continum. Firs:, beginning with hvpertension in which there are multiple studies thai have
demonstrated valsarian’s efficacy in comparison io other antibypertensives and has shown and demonsiraiod elthier
serior efficacy. There is also data 1o support the use of volsartar in special populaiions, meaning
cult to frear or figh risk patients. And so the ARE sindies that haove st reely
rican population. Diovan™ has superior wlerabilin:

egual or suy

dies use in svstolic Ayperiension

isolated systolic hypertension as well as in the African-4m
with a side
looked at enhanced rates comparing amivdipine. lsinopril and valsartan, Valsarian was shown fo be superior i
amiodipine and lisinopril n terms of patien; per: arian s the only ARE indica
sed on the Val-HeFT sudv. It did demonsirate an overail rediction of hears faih

profile that s been comparable 1 placebo. There was 6 siudy done by Wilgan and colleagues thai

isterce and compliance. Vil

Bear! failure, and thiv is b
af ]3¢
mkibiior, and in this pardicular group there
failure morbidity, and a cduction in freart jaifure hospitalizations with v
af Michigan also did an economic impact of valsarion in particidar 1o the Vail-He

Yo and there was, the bigpest benefll with valsartan was in the group that way nod on an ACE

morbidiey

was ¢ 41%, reduction in ail cause mortalizy, a 49% reduction in heart

sarfan. Dean Smith s group ar the

o7 resudts and ifz{“ f}'jmsz

stratogy for the meatment of heart failure,

sivivad bul alve decreased the overall costs | K

was o stiudy in Tope [1 diaberics with or withowt hypertension and then compare

ihat valsartan did provide o net cost savin

ived on ithe

wssociated with heart failure treaimten:

Fvalsarian to amiodipine

i ;}u,zm S with microalbuninuria. And in this particular studv, there was g 4475 vedyction in mie reaibuminuria
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Public Comment, Timothy Buner, Pharm o ational medical

A VOISR Rad g speaiioer,

ol ke i} guess in some ways [ disagree

AREs ax irst fine reamment for the ireatment )

Y AT,
whie A e use

vpertension, Fiking T actual
pe H dicbares. 1

page 54 there’s a comment 1 that. There s no evidence 1o establish thet AREs should be w ;
¢ in price auth ARB
sand {hope £ can explain o you whyv we ar Sanofi don 't ki

wire for ¢ drug fike irbesurtan is

specifleally in poties

Joay initial ther

over ACESs or amy othier Inperiensives. dud hecause of ther, vowr recommendation is w o

when a patieni cannol iolerate av 40T
igea. in the 2004 4AD4 suidelines
a diasiolic of less than 86 INCT

nkothat's @ good

fevel evidence, they recommend the patienis with diabetes meliitus be trecied 1o
. Oftentimes us you
krow, pedents with Type 1 dighetes and hvpertersion are very difficul 1o trear and so that s VERY dguresst
and reguires often iwo 1o three or fowr different therapentic calegories of medication. They do sav that initial drug

""" Cs, ARES ar beta blockers, Hipertensive Type I diabetic patients with micreatbuminuria or
elinical albuminuria, the ADA giddelines say thar ACEs or ARBs have been shovn to provide benefit. Because of,
specifically. the IRMA 2 study with irbesarian, that's s nciuded ARBs in thar recommendution. There was o
M risk reduction in the progression from microalbuminuriv o avert diabetic nephropathy in our IRMA 2 study.
IDNT though, is the reason for this, the ADA puideline on diaberic nephropathy, and ii's alveady heen mentioned

;
Gl

vy they

i
but in those patieris with Tvpe 1 diaheres. hypertension and macroaibuminiria or diabetic nephropaihy, the 404
recomyiends that an ARS be sirongly considered, and that is based on the JDNT study (hat was published o

Lewis in the New England Jownal of Medicine, which demonstrated thai irbesartan reduced the conmposite ik of
progression of renal disease and toial mortality, independert of its” blood pressure lowering offect. Avapro™ ik

onfy one of rwo ARBEs that are approved for the treaiment of diabetic rephropatity, ard the other agent is Cozaar™
se { wonld ask you 1o consider cither one of those agents actuaily, because if you reguire thar a patient fail on an
ACE inhibitor, you're not giving the clinician the opportunisy 10 use one of the nwo drugs that are approved for the
treaimient of dicbetic neplropathy, and thai's abour 15% of Tvpe I diabetics that have diahetic nephropathy.
Avapro™ s FDA approved at 300 mg. 1's the oply FDA approved medication with o iurget dose. (verali,
Avapro™ las numerous studies that have produced evidence thar it has comparabie efficacy o enatapril and

amiodipine and atenolol, and it has several head-to-head siudies that shows greater blood pressure reduction
compared fu losarian or Cozaar™. The reral proteciive benefits aof pailents with lnpertension, Tvpe 1} diabetes, and
diabetic nephropathy has been demonsirated in the IRNT stidy and also in the losartan study colied RENAAL so
agam, [ would hope that voi would reconsider prior authorizing ail the AREs and at feast consider fraving our data

pro avatlable for those patienis with Tvpe I diabeies and dieberic nephropatiy. De vou have am, guestions? Thank
O JOF your consideration.

Inddications, The

¢i L8 of conrs

typertersion alore or in combination witk other g o nephropathy
¥ stated. And the third, 1o reduce the risk of siroke in patients with aypertension and LEHN
that wasn ¢ listed in Appendi G, py

enis. The second 15 in the treatment of diabe

wr Juesi frecord nicely

77

af

ge vaousr midterial that [ got on vour website, Wheat T'd

- flvswhile mov colleague is hunding our o reprint (s to discuss the fwo studios thes Support, the
supporis a diabetic nephropaihy indication whick
gur stroke indication, whick is the LIF
[ swithin my fve minui

18, vy mentioned, the RENAAL wrial and the s
S il And

: rthose nwog frials are now Jn vowr hands and
ws. discuss the lighlighis in each of those. The R
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af serum creatinine. end siege renal disease, or death, And there was a 16%

Ggndficant reduction in the primary
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vas 8 omy for

Fhie mean duraiion

Jemale, W f;m( ¥, e

diabetic,

vedars, primary end, There was PO deark

won-feial ML ]ifm'v was g 3% reds
B ostroke. However, there is ne e

D d TET i .
re-specificd for the LIFE wricd, and one was in

ket endpoing, bui that was driven
s af Jw;c f;l in f};mﬁ patients jor stroke. The

selic palients . there were alm

e O [

s';’mf WP

patienis, and thar sub-siudy showed o death due o cardiovascular can

patienis. And a 39% decrease in all caused maortalivy in diabetic parienis. And in the paiients vlic had [solared
3215 of those patients . a 464

{3,

Greduction in death due 1o cardion

sustalic f:‘s;,( riension, there were | My canses

(4’)763 o i ()U’ detion in (H?f LEHHSE ff FFOF f\(—f!ux S(} FOGHIE Ve B
RENAAL triaix, und on the busis of these trials and the evidence presemted, we request that Coraar™ and | Fzaart™
not be prior authorized, especially for diabeiic patients. I'd be happy ic address any guestions.
For Public Cominent; Bobert Herb:  dgain, £m Robert Herd from Asira-Zeneca medical affairs, now alking abow
Atacand™ or candesarian and being handed out is the Pl as well as some new dara in heart Juilure, I'd Jike 1o
Jocus my comments, and 1l make sure | don't wke more thaw five minutes, on ihree specific areas regarding
Aracand ™. One 15 PK difforences, phormacokinetic difie ong iy s effects on hyperiension, and finglly, and
probably most imporiantly, new mortadity data in heart failure, specificaily the CHARM rigl. Av Vo ﬁ:fzm«,-, ARBs
' bioud pressure effects are not 1 In fe
superiority claim in our lubel in comparison to losartan with regard 1o hypertension. Atacand ™ glso does not have
interacions with the CYP-480 pathway, particidariy the 344 cviochrome which provides again, additiona!
agvaniage over losarian. We have rue QI dosing which provides o irue 24-kouwr blood pressure coamirol and we
alsa fiave no food inferaciion, whick I ihink is something that is relevant to the Commitiee 1o convider Again Dywant
to reinforce the hypertension superiority cluim within owr label when comparing candesarian 10 losartan,
specifically the claim swdies. And finally, 1'd like to point out 1o vou that Alacand ™ as an ARE i the first positive
wried to demonsirate truly positive clinical trial in patient pojmfanmss with heart failure. I've noted in vour, in some
af your web documienis that you have over 13,000 patients sehich are heart Juiture j}di’ft"*f\‘ and thut CHARM data
was broken down 1o people ACE iolerani and intolerant as woll as those with normal and abpormal left veniricular
unciions, and CHARM daia and our pending label change with regard 10 heart failure differenticted from: both
wrian and the Vul-Hel'T trial as well as losariun and the ELITE I and 1 trials, and avain, iha change i our
tabel is pending with the FDA. 'd be happy to answer your guesiions oboul that,
Matenals included in sgenda packet; presented by Dirs. Gorman and Moore,
ACTION: NONE REQUIRED.

“good data, I'm sure vou'd agree, in both the LIFE and

e have

are not all created egual, aithough they re similar. Their

i

For Public Comment; Michael Hunt, Good evening., My name is Michael Hunt, 'm o pediairician in Chickasha

ad I'm feve not for any agende dtens, but 10 sort of ik abour pediaric issues in general and my irigls and

v Medicald, and in thay fact, abour 109 of Y parienis every
S5 b

tribuiations in Grady County pracrice is about 50

vith Medicaid 1o

of inahiiiey ta foilow the ruies of Medicaid e § fave contracied

recnlh wp to 50 o HHT parienis can be brand ne

NETEAY

month are new be

hive at teast 300 paiients minimum, eve which weans § might

have never seer them. [ might have seen them two, three, four mondis ago. S I've come here hecause of two big

issues with price approvals. And those prior approvals really arve In the mentai health attention deficit issues, and
with asthma thay T heard at :ﬁ fast meeting. Right sonw, ] have a ot of kids i
p(’f'f{)rmdm"r: and on aitention m’f.(i‘h— medications . . . Congeria ™

Because of the way Oblahoma Medicaid and sf? c Heaith Care Autho

m(-"(fff“e‘:{f}';;z,ﬁ; wg

Folfase

use peneric drigs. Gereric drugs, in

generic drugy and 10's wken @ ot of time o __gz"‘f the medications that some of these Fids come io me 2-%-‘5:’!‘3 o be

B cakes a Tor of siaff time, a lot of office time, and o ot of ciinic time. Eack of T

¢ Bidx comes 1o

approved of, gl
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manith my paiier

X Hun

7t G takes me g o o

§ Jor alieniion . @ foarie

o oi
WEdioaiios

goi kds stabilized on

LR SO Of fhe mame Drdsu

{ from the last mesiing that § aite st monthow

wndersios

for asifia, Xopene

and there was o siciement Hial said there was mo o oor befterinent of

solution. And 1 can iell you there’s a ot of studies, 1 didn 't bring them with me

better in pediarric cases al feast, that shows thar we get Fids oul of the
curdia, when they

't have the jiterin

asthmg treatiment 15 g ot hetter when they don't have anv fe 3 .
with Xopenex™, and for me 1o have a prior approval for Xoperex™ in il my kids, but aguin

respond a ol beter

add yei ancifier stage o my sigffs” getting o prior approval. The third thing that ] noticed ;
pricr approval for

2010 30 10 408 of kids who in atiention deficis have o comorbidity, I'm in Chickaska, I'm not putting Chickasha
dosen, 1 love Chickasha, bur T can tell vou more tharn 60% of my kids swho have aitention deficit have another
comorbidity. They have depression, conduct disorders. If T have 1o ver do ancther level of paperwork to gel an SSRI
approved for their depression, appositional defiance, etc, we're creating ..« lot harder. The third thing 1'd like 1o
to lock ai my patient population. My patient population, if vou go. they go, ] i

anied o make
Ris. Again [ come back to my Eids with anertion deficit, You know, if vou {ook ar the Literaere,
I

hal vou s

s4y IS you have r them
preseripiion. They go o the pharma
to fight jor themselves that they will just go home. And in fiact ve had mwo cases . one child actually burnt fis
room down because of his wnability or inebility of getting that prior author . . approval completed. They never
called me. They swent home, Child went and did his thing because he didn 't goi his medications and now T have o
child whe's back to square one. These things are important io me, 'm here hecanse prior approvals are q headuche

The pharmacy savs i1's not approved. Some of these people are o unwilling

Jor me | krow there's @ necessary need for them in some insiunces, bu I just need o et vou knose soliat my patients
and what [ are experiencing in the field because of alf the prior approvals thar are facing us. Tharks for letting me
speak. Have o good day.

D MeNesll: Cowdd [ ask a guestion? The .. in our practice, we have about 6% or greater Medicatd, as weil, oand
Lhaven 't readly addressed this, but if @ new patient .. and we do have a lot af new patients every
come on, g loi of other ones we never see again, so i share vour pain there. Bui new PEHEHEs coming into a practice,

menth, newe ones

if they ve been on somerhing that's a Tier-2, and 1 refill it, when it geis o the pharmacy, vou have documentation
fhat the oM
Ifthey were on Medicaid.

ve heen on. say Cone

- regardiess of who writes it
Right I7 they were o Medicaid patient who was fust changing physicions, P8
eill: And that would qualify as continuation of therapy, regardiesy of the PCFP.
© Lhehak,
That is whai T've heard i .. from them, bui in practice § ean 1l vou that, after thar
¢ dented. T mean, Dve spent twa or three monihs

s i up, e

e fofd that withow: being pur them back on generics, they
o get kids who were once on Concerta™ back off of .. onto Concerta ™ afier the 30 dav, after 1 had gon
:, Do

i

wse | was supposed 10 do something with them, And [ have || [won's change them. [ mean 1l gei them,

Pl keep them on it and T have had 1o fight that batite of saving, heve are the records  they ve been on i1, 7
well, vou know - they have 1o have a trial of

D

ssert That was on Conceria™ or that was on a combinaiion of Straifere ™ and o <

o Concerta ™

Yeal, and | know also that vou personally have taken ¢ fot of citents whe were on an HMO who had

different coverage and pine ai

? on fee-for-service.

i, and soomavhe . the other thing is, iy whar Fihink v ol sing move than one, you
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il to the point where we re rving o do more withoy

LS rvod

DL Board Mimes . G6-108-04

i}

LN



was been another iysue is Boving Stratrerc®

FEHREC ] v Fed TN

PV i I

vith ai

- H ; . PO IR Frm s gony
i 8 o STIMLTGRL LY, & SOV Konw frann,

3(}}_25.(.4';{2.

5 £ thoer oo K TR A Y £ g aede Y PR S S
i PR, S ‘,’;f‘é{’( FOF IR RON-SIIGREIEE 10 WOre v VMR Sinmidard, ang

TSI Gy

[ [
BRIt i\n FEF LD

Toth al the same §

Cthere”

B othar is ot that is

Veli, there s not going 1o be evidence for o good long time. There is a study thet 7

g oul by Lillv thar will show that has locked ot that but Tdon't think it was locked ar Jor posiiive reasons.
think they were trving to dhow themsefves ge separate. 1 hink the mechanism of action v vo wriguee o Straftera T

Versis the stiminiants thar Fthink that there is o huge ;}f{'zc-c/' in those ks that are | that are nor guiie wy hvper

as their counierparts that are p.n e stirmulanis bui don't get . who don't need | there are, there are peo 4

fvpes. The antention deficit with huperactivity and attention a(f;'s"c:fi withour hyperactivity, Stratiera ™ in Y GRinion
has been very helpfid with those kids without hivperaciivire, however there is a point where vou get, where you ‘re
having fo give kids a large dose of a stimulant such as Concerta™ or Metadaie ™ And I've had o push aver JO0
mg. Farents get scared, doctors gel scared, pharmacies get scared, and so you tend 1w drop thai dose down and start
o second medication to try 1o get them through, And 've also found that
o you don’t kave 1o g6 1o the over 100 mg dosages for ¢ stimulan and you can keep it down o ihe ranges that are
ru{zmwi For z;;s{ma.r, son knovw, Conceria™ has been the, the PI vy dmf it hay been mostiyv

there's o lot of dafa that shows i up inte the 1007y, But hasn't been nublished as ;‘hum'i,
¥ i

cCifve after 34 mg.
i vou can 't get it
approved ar over it 5 or vou know, doing a 54 i an 18, do a 54 and yvoudowa 25 of Stratier a ™ hose kids do

very nicelv in school, bui that's clinical practice.
Graham; 1 just have one question. You refer io generics being sub-standard. I guess, e
the brands. Do vou consider that in all categories or do vou consider it only in ihe category

Hunt, Weli 7 think ir's reclly hard to . to do that because the guiibiotics thar we Hse, we wse once . . flve
iy dmmf; af Zithromax ™. e tend 1o want 1o use once-a-day dosing in that area but we only want 1o bl we
use three times a day dosing for ihe menial health for atiention deficit. I think there is a huge body of literatire that
will shew that there is a diff

generic Tegretol Y™ fias been shovwn in the literature that it can have up fo 2
ane maker is making X pill for, God knows whai's in i the next wmonih ih

s vafuable, compared o

FENCE (7 gEReric fmu:h( ations. And since f}w” are not as Tegretol™ has been, vou know,
erence in blood level One month
get a different brand, vou imow the Eid
that's one month (“mnp&-—'zc--'ir stable on the generic stimulant and then the next month they 're coming o vou and
ielling
And the generics that Tinke care of now, you will we will see them almost every month becawse of the changes in
nimifae fwu and I ihink that's what has (o, is the only thing I can come up with, because of the dosages will only
change orfy because
Dr, Gourley: Do vou ever report this 1o the pharmacist that dzvﬁc’nmr b oric the FDA that there s «

You can veport it, but because they 're allowed. it's not a reporiable problem. Indeed, they
wedtl e used this brand this month and thar was the cheapest,

Pr. ©

can have them on a st dose and draw ¢ level and they might change it 10 a generic, @ different brand, wid tha:

4 diff

You that either they 're too sleepy or they re not concentrating « enough. And so then you have to up the dose.

ou have (o do something 1o feep them in sehool,

i weli R

ve seen that and thank God, we don’t use i much crwvmore, but theapiyliine patiests. § mean vou

W sz temp or il incvease significanily and then they have side effects with it. And that s elfinicel experience,

" vou use o Concerta™ or g Metadaie ™

by FDA o have exacily 10wy in the pill, whereas the pereri

1S wilh people or on named Brands, because

S aren 't reguired (o have exacs

Yes thev are, yes they are, ves they are, ves

¢ variation s there because the brand names could no: qualtfy baich 1w bato any better than the

oy FE O S A
3ORG Lne varigiion s here.

the fact that in Tegretol™ for instance, their blood levels can

Thien why, how do vou, how do vou adedres:
varian?

a8 a4 harrow there in

rent drug. Fris o oy v, soo

or. Hollen: Hur didn 't we require w generic on that one just recent fy:7
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Cwhere the Stratiera ™ reaily works nice iy
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AGENDA ITE

QUANTITY LIMITS
Materials included m agends packet: presented by By Gorman,
ACTIHON: NOT

i

AGENDA JTEM NO. 11 FDA & DEA UPDATES
Materials included in agenda packet; submitted by Dr. Graham,
ACTION: NONE REQUIRFEL

AGENDA ITEM No. 12: FUTURE BUSINESS
124:  Hepatitis C Agents Review

12B: Epogen™™/Procrif*™ Review

F2C: Antibiotic Review

12D Benzo/Ambien™ Follow-Up Review

12E: Vote to PA Synagis™, SSRI's, ARB’s, Fuzeon™
12F:  Narcotics Review

i2G: Xapenex Follow-Up Review

Materials inchuded 1n agenda packet; submitted by I, Graham,
ACTHON: NONE REGUIRED.

AGENDA ITEM No. 13; ADJOURNMENT
The meeting was declared adjourned.

dicin 1 find any difference s

ANG. 16: REVIEW & DISCUSS MAINTENANCE MEDICATION LIST /
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The University of Oklahoma
College of Pharmacy

Pharmacy Management Consultants
ORI W-4403: PG Hox 26901
Oklahoma Citv, OK 73160
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{4053-271-9028
Memorandum
Date: July 2, 2004
To: Nancy Nesser, DPh, JD

Pharmacy Director
Oklahoma Health Care Authority

From: Ron Graham, DPh
Operations Coordinator / DUR Manager
Pharmacy Management Consultants

Subject: DUR Board Recommendations from Meeting of June 8 2004.

Recommendation 1: Discuss and Vote on Prior Authorization of
Provigil ™.

The DUR Board voted to approve prior authorization with the following criteria:

1. FDA approved indications
a. Narcolepsy
b. Obstructive sleep apnea/hypopnea syndrome
C. Shift work sleep disorder
2. Off-Label uses:
a. Depression
b. Fatigue associated with multiple sclerosis and/or
fibromyalgia
C. Daytime sleepiness in patients with myotonic dystrophy
d. Alcoholic organic brain syndrome during the early phase of
abstinence
e. Drug-induced somnolence only for patients with a diagnosis
of cancer
3. Maximum approved dosing 200 mg daily, quantity limit of 30 tablets
for 30 days.
MOTION CARRIED.
Recommendation 2: Discuss and Vote on Prior Authorization / PDL for
“Statins”,

The DUR Board voted to approve the following list of preferred drugs as Tier 1:

1. Lescol™ and Lescol XL ™
2. L.ovastatin (generic only)
3. Lipitor™
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The DUR Board voted to approve the foliowing criteria for moving

Frerrs o Time 4
g Ioma werd

statinto a Tier 2:

4

1.

SRS

4.

Frevious failure {o achieve desired LDL or Triglyceride reduction
with an intial statin — defined by &t lsast & weeks of continuous
therapy atf standard dose.

Previous stabilization on non-preferred medication. {(grandfathering)
Documented increased risk for drug interaclicns. Specifically:
concurrent Immunosuppressant therapy, HIV antiretroviral therapy,
and therapy with other potent inhibitors of CYP450 svstem.
Documented adverse effect or contraindication o the preferred
producis.

MOTION CARRIED.

Brarmacy Management Consultards Fage & Judy 2, 2004



Respirctory Diseases of
Children and Adolescenis

June 9. 7004

Lynn Mitchell, M.D.

Medical Director of Oklahoma Medicaid Program
4545 N, Lincoln

Oklahoma City, OK 73105

Dear Dr. Mitchell,

The next DUR board meeting which will take place in July of the present year.
L am aware of the proposed period for prior authorizations for synagis and 1
have some¢ concemns.

1 feel that there are other important risk factors to be considered so patients
may become eligible to receive this very cost effective medication. | don’t
think that the limit of five doses should be imposed as many times the
epidenic season may not follow the October 1o April time frame.

I do believe there are some other important criteria to consider a patient as &
candidate to receive synagis such as exposure to tobacco smoke, multiple
houschold members, especially other school age siblings and of course low
birth weight. I should also mention that low birth weight infants are not the
only group of children at risk of developing serious complications and/or long
term sequelae from RSV infections. Because effectiveness of using this
medication m high risk populations has been demonstrated many times. |
personally beheve that infants from families with a strong history of reactive
atrway disease, who genetically may be predisposed to develop this condition,
may also be considered as candidates 1o receive RSV prophylaxis knowing the
long term sequelae of this mfection in airways.
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fupe 21, 2004

on Graham, D Ph ¢

Clinical Assistant Prefessor, DUR/Operations Manager

Pharmacy Management Consultants

College of Pharmacy, Department of Pharmacy: Clinical & Administrative Sciences
ORI - W4403, 1122 N.E. 13%

Oklahoma City, OK 73117

To all P&T Commitlee members:
Please adé Paxil CR to vour Medicaid formulary for the following reasons:

paxil CR will aid us in effectively treating the anxiety patient. fts unique controlied release formula helps
eliminate the high peak to trough ratios that may significantly impair the ability of patients to tolerate
therapy. Undesirable side effects are often associated with the rapid rise and fall of the peak plasma drug
concentrations. This more even distribution of drug throughout the day, achieved by use of the controlled
‘release formulation: allows patients to tolerate the medication significantly better than the patient may be
able 1o do with an immediate release product.  When we can present an anxiety patient with a product that
they can tolerate, we improve compliance, and enhance the opportunity for patients to continue therapy and
respond to freatment,

Because of the more even distribution of Paxil CR into the boodstream, it appears that serum
cancentrations are higher and we may be able to treat the patient with fewer dosing escalations, which is
generally associated with fewer side effects. Patients are responding well to Paxil CR, and we are
confident that the benefit of increased patient satisfaction will result in more favorable outcomes.

We urge the committee to continue 10 consider such products that aid us in treating anxiety with a favorable
tolerability profile that enables patients to experience the benefits of effective therapy.

Thank you {or your cansié&m;ijgﬁz
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Jahazééizégﬁgm@ﬁ{h%dkﬁ Director of North Rock Clinic , & /pset et 4&5 Y 7%36!”
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Adonis Al-Botros, MD. Staff Psychiatrist
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Rajeswararaju Bhupathiraju, M.D. Staff Psychiatrist,
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Sergio Sanchéz, M.D. Siaff Psychiatrist —
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Veronigue Sebastian, M.D. Staff Psychiatrist
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Surinder Randhaws, M.D, Staff Psychiatrist
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BEHE2-1443

To The Okiahoma UK Bonrd: (/232004

I respectfully ask that vour consideration be given to three areas when deciding on puidelines for
Synagis approval in the coming months,

Low birth weipht dless than 2500 ¢ 18 an additonal visk Tactor that 1 anderstand was not
specificatiy dentificd belore the AAP published their gurdelines. But LBW has since been
chintcally proven to pose severe risk (o tis delicate population.

Smoking i the houschold 1= also o problem, especially in Oklahoma, that should be inciuded 1o
protect babies of smoking coregivers and parents,

Finally, please took at the data regarding the lenpth of the RSV season Tor our area when
deciding the number ol injections given. Typically our season runs October through fate April or
carly Mav. Synapis should be prves during the entire season. This is in accordance with AAP
guidelimes,

Sincerely vours,
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Pear Board Members,

In response to vour consideration to require a prior authorization for SSRI's, On
be have of the members of the Oklahoma Academy of Family Physicians, I'd like o

- respectiully object and ask you to maintain open access for Medicaid patients and

providers for the following reasons:

Lo Inomy climical expenence, not all SSRI's are the same. They differ in their
selectivity, potency, and metabobism,

ok
H

The prior authonzation process iakes a mmimum of 24 hours to obtain approval,
Medicald patients may not return 1o the pharmacy 24 10 48 howrs later for thetr
medication, which means patients will go untreated. This Cimi{., atfow for relapse
and/or ;}f}sﬁ%i}z% nospitalizations, which would add an increased financial burden
10 the Medicaid system.

Torad

Many patients are currently well controlled on their SSRI Grandfathering patients
i the past has had some significant obstacles. Medicaid patients fend to change
oroviders and pharmacies often. When this oceurs, Medicaid patients have been
dented their grandiathered medication,

Based on the negative impact prior authonzation <}§‘"SSR s would have on Medicaid
patients, the increased cost burden 1o the overall Medicaid system, and additionat barrier
this would create for Family Phvacians 1o provide the treatment we deem approprate {or
Our patients, we mmplore vou to continue open access for this class of medications.

A
ﬁ;"‘ v Blackstock, CAE
~wecutive Vice President
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June 25, 004

To The Oklshoma DUR Board:

It has come (¢ my attention that the DUR Board will be meeting on July 13 2004 1wl
be unable to attend this meeting, but I wanted to share my thoughts on Synagis protocol
for the 2004-0% season.

As determined in the Holman Paper, low birth weight is one of the most imporiant risk
factors in determining which infants will receive Synagis prophylasis. With this in mind,
Pwould like to see the inclusion of jow birth weight as a risk facior for Svnagic
prophyviaxis,

i eddition, it is well documented that smoking cessation programs are often
unsuceessiul. In light of the risk to the child, parents are unable or unwilling to quit
smoking even though it puis their child at significant risk. Therefore, smoking should
also be strongly considered as & potential risk factor for Synagis candidates

%

Finaily, T would like 1o see the number of injections per child be determined by the local
virology lab at Children’s Hospital. Last vear the virology data showed RSV fo be
epidemic well into April. 1t would not be cost effective to provide prophylavis through
March only te have & child hospitalized in April due to inadequate Synagis antibody
levels.

P

Thank vou for your considerstion in this matter.

Sincggely,

Cynthia Tavior, M D,

CLTAdb

i237 E Alameda « Norman, QK 73071 « 4053214571
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Dear Nancy Nesser,

z;%xz;*%

s my ’?ﬂﬁi?%dﬁiﬁ“ﬁg that the E}ma Utilization Rev riew Board \Jéé% be
meeting in July to discuss Arbe formulary classifics fledic As
& high Medicare prescriber and user of the Arb class, | am %zfm;gﬁ
requesting thel the Arbs be left a separate class in a tier one position on
Medicare formulary,
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H vou need additional information, please do not hesitate to contact
me.

Sincerely,

R Helion, B0,
P P

R. J. HELTON, D.O.
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Wazir S. Ahmad, M.D., FAAP

PEDIATRICS 600 PHYSICIANS AND SURGEONS BLDG.
ADGLESCENT MEDICINE 1271 K. SHARTEL
OKLA. CITY, 235.0085

June 29, 20044

To The DUR Board:

I have been made avare thet the DUR Baa e meeting on July 13, 2004, fam 2oing 10 he
unable to atiend this meeting, but 1would like fo voice my concerns on Svnagis protocol for
next season.

As determined in the Holman Paper, low birth weight is one of the most important risk factors in
determining which infants will receive Synagis prophylaxis. | would like to sce the inclusion of
fow birth weight as a risk factor for prophylaxing babies with S Ynagis.

Also, itis well documented that smoking cessation programs are often unsuccessiul, In I eht of
the risk 1o the child, parents are unable or unwilling to quit smoking even though it puts their
child at significant risk. Therefore, smoking should be considered as a potential risk factor for
Synagis prophlaxis.

Lasily, T would like 1o see the number of injections per child 1o be determined by local viralopy
data. Last year the virology data from Children’s Hospital confirmed RSV 1o be prevalent well
into the month of April. If we were to Hmit the number of injections to five, we may be putting
babies at risk for RSV infection. Please consider these issues when determining your protoce!
for the next Synagis season.

Sincerely,

i

Wax%rwﬁ. Ahmuad, E‘/vi‘}_). ;
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July 2, 2004

T HRSH A AR D

Thomas L. Whitsett, MDD, Chair

Oklahoma Health Care Authority Drug Uulization Review Board
825 NE 19" Street

Oklahoma City, OK 73104-5417

RE: OHCA Efforts to Restrict Access to Mental Health Medicines
Dear Dr. Whitsett:

T am writing you on behalf of the 1,200 osteopathic physicians in Oklahoma 1o CXPress
opposition to the restrictions under consideration by the Drug Utilization Review Board,
relative to the SSRI category of medicines, which are used 1o treat patients with
depression.

As written, the new rules would establish a 2-tiered formulary for this category of
products. Tier | would consist of only generically available products; while Tier 2 would
contain the newer, more effective agents used to treat depression. Once the tiers are
determined, manufacturers would then be given the “opportunity” to pay the Health Care
Authority for the right to have a Tier 2 product moved 1o Tier 1 status. A formulary that
i1s cost-driven is not designed to optimize patient care; and places the agency’s fiscal
concemns above those of the patients who rely on it for care,

Similar attempts to restrict physician-patient access to the full array of available
prescription drug therapies has already been tried by the Health Care Authority in severs]
other therapeutic categories, including anti-hypertensives, anti-arthritics, and anti-ulcer
medicimes; all in the name of cost containment. if passed as written, the SSRI rules will
place Oklahoma’s mental health community at the mercy of a fiscal grid.

=
B
2
o
o
4
=
o

Implementation of these new rules would restrict access to the choices physicians have
available to treat Medicaid patients that are newly diagnosed with clinical depression, by
requiring a ““fail-first” treatment algorithm. This not only violates the fundamenta:
medical practice of “first do no harm”, but also places the state and taxpayers in the
posttion of having to pay for multiple office visits, diagnoses and prescriptions.




Thomas L. Whitsett, MD
Page 2
July 2, 2G04

This type of bureaucratic mandate limits a physician’s ability to select the best medicine
to treat a patient with depression at the point of initial diagnosis, and places this
medically fragile population at increased risk.

Better and more patient-focused alternatives, including disease management and
coordinated care are tried and proven methods of creating a balance between medical
care and fiscal limitations. Cost-based prior authorization programs such as the one being
considered for the SSRIs do restrict spending, but are not in the best medical interesis of
those who have to live within its confines.

For these reasons, the OOA respectfully requests that the Oklahoma Health Care
Authority Drug Utilization Review Board reject the proposed rules as written.

Sincerely,

aafn&t; e Kawn

Lynette C. McLain
Executive Director

im
c: Steven D, Hinshaw, DO, President
Rick Crenshaw, DO, Member, OHCA DUR Board
Senator Angela Monson
Representative Al Lindley
Mike Fogarty, Executive Director, OHCA
Lymn Mitchell, MD, Medical Director, OHCA
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arpiacy inrector
homa Mealth Care Authorby

Okizhoma City,

Public Record

Dear Naney Nesser!

As a Cardiclogist who treats a high percentage of Oklahoma State Medicaid hypertension
patients, | understand that on July 13" the Drug Utilization Review board will be
deciding whether or not to keep the Arb class in & Tier 1 category. In my practice, | use
the arh class on a iy patients because of their efficacy, wlerability and cardiovascular
benefits. | ask that the Arb class be kept in the present classification as available without

prior authorizations or step edits.

Sincercly, !

V- LA

Dr. Vivek Khetpal, MDD
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Fuly 6, 2604

Nancy Nesser, Pharm DD
Pharmacy Director

Okiahoma Health Care Authority
4345 N. Lincoln, Suite 124
Oklahoma City, OK 73105

RE: Diovan/valsartan
Dear Dr. Nesser:

[ am writing to support the addition of Diovan to the formulary. As vou may know, a
soon io be published trial was done with the acronym VALUE. In this Dievan was found
to be an effective antthypertensive but had a surprising corollary benefit. There was a
23% reduction in new onset diabetes when compared to the calcrum channel blocker
Amilodipine. 1 think we all continue to think of ace inhibitors as a first tier drug for
diabetic patients to delay the onset of renal insufficiency and proteinuria. There seems {6
be a growing case for ARBs being used as a first ine agent as well. Given ifs befter
tolerability in patients, specifically related to cough and angioedema, [ think Diovan is an
excellent choice for the conscientious physician {o use as a first line antihypertensive,
particularly in patients at risk for the development of diabetes mellitus type 2.

Thank vou very much for your aitention. [ appreciate the care with which the Healih
Care Authority chooses medicationg {07 its formulary. It's vour atiention to deiail and

value that allows so many Oklahomans 1o be served.

Sicerely,

Stephen W, Cebb, M.
Asgsistan! Professor

SwCidb

Sireat, Owighoma Gity, Oklnbioms 73180
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Okdahoma Medicaid
July 2004

The Tollowdng modules were activated as outlined below:

£ad
Py
o8
&
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Apri 23,
Aprit 23, 2003
May 7, 2003

May 28, 2003

May 30, 2062
June 03, 2003
June 10, 2003
October 21, 2003

October 23, 2003

Ingredient Duplication
Low Dose Alert
Therapeutic Duplication

Drug-Drug Interaction (SL1) — module was deactivated due 1o
technical difficulty.

. Drug-Disease interaction (SL1 & SL2)

Drug-Age Precautions (Geriatric SL1}
Drug-Age Precautions {Pediatric SL1 & SL.2)
Drug-Pregnancy Precautions (SL1 & SL2)

Underuse Precaution

40
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R June 2004 L

PRIOR AUTHORIZATION REPORT
June 2003 - June 2004
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CALL VOLUME MONTHLY REPORT
June 2003 - June 2004

== TOTAL CALLS
e 11-11- R

CALL VOLUME ISSUES
June 2003 - June 2004

g {4, AENE

ek ELIGIBILET
ISSUES.




CALL VOLUME QUARTERLY REPORT
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26,0060
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s;achusetls,
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wrth Carolina,
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Nebraska (3/31),

“ia (10/15-4/30)
i Indiana (6},

wuth Carclina

ospital, or
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SYNAGIS™ (palivizumab) 63

Oklahoma Medicaid
Juty, 2004

Vote to Prior Authorize Synagis™

Recommended Criteria for Prior Authorization of Synagis:

A. Client Selection. Client must be included in one of the foliowing age groups at the
beginning of the RSV season:™
1} Infants and children less than 24 months old with Chronic Lung Disease {CLD) who
have required medical treatment (O,, bronchodilator, diuretic, or corticosteroid
therapy) for CLD in the 6 months prior to RSV season.
2} Infants fess than 12 months of age, born at 28 weeks gestation or earlier
3) Infants less than 6 months of age, born at 29-32 weeks gestation,
4} Infants, up to 6 months old at the start of RSV season, born at 32-36 weeks
.. gestation, who have 2 or.more of ihe _fgi_i_gwi.;;g..r.jsk...fa.(;ggrg;_ e N
a. Child care attendance
b. School-aged siblings
. Exposure to environmental air pollutants (Tobacco smoke exposure can be
controlled by the family, so is not a risk factor for Synagis prophylaxis)
d. Congenital abnormalities of the airway
g. Severe neuromuscular disease
5) Children up to 24 months old with hemodynamically significant cyanotic and
acyanolic cengenital heart disease.
) Infants up to 12 months old with moderate to severe putmonary hypertension,
cyanotic heart disease, or those on medications to controi congestive heart failure.
* Treatment should continue through the entire RSV season.

B. Length of treatment. Synagis will be approved for use only during RSV season, as
determined by Oklahoma State Department of Health, which is generally October 1
through April 30.

C. Units authorized. The number of units authorized is to be calculated as the closest
number of full vials necessary to provide the dose based on 15mg/kg per month.

D. Dose-pooling. To avoid unnecessary risk to the patient, multiple patients are not t¢ be
treated from a single vial. Failure to foliow this recommendation will result in referral of
the provider to the Quality Assurance Commitiee of the Oklahoma Health Care
Authiority.



Prior Authorization requirements in other states
- Criteria 4 . State

- AAP Guidelines used - Alabama, Arkansas, Coloradc. Delaware, ldaho.

; incdiana, lowa, Maine, Maryland, Massachusetis,
Michigan, Minnescta, Mississippi, Missouri,
Nebraska, New Jersey, New York, North Caroling,
North Dakota, South Carclina, South Dakola, Texas,
West Virginia

Date Restriction . Alabama (3/31), Delaware (10/15-4/15}, Indiana,
- (10/15-4/30}, Maryland (10/15-4/15}, Nebraska (3731,

- New York (11/1), :

North Dakota {10/1-4/30), West Virginia {10/15-4/30)

Nurnber of Doses Alabama (6). Delaware (6}, Idahc (8), Indians (6},
Maine (8), Maryland (5),

New Jersey (6}, North Carolina (8), Scuth Carolina
{7}, West Virginia (8)

Rumber of units by weight | Arkansas, Maryland
Single season {except w/ CLD) ldaho, Michigan
Provider restriction South Carolina, indiana — physician, hospital, or
infusion center only
. Age (other than per AAP Washington — {1 yr)




PEIHATRICS Vol 112 No. 6 December 2003, pp. 1442-1448 &5
Revised Indications for the Use of Palivizumab and Respiratory Syncyiisi Virus Immune Clobulin
Intravenous for the Prevention of Respiratory Syncytial Virus infections

-

Paivizumab shouid be considered for infants and chiidren vounger than 2 vears with CLD who have
requlred medical therapy (supplemental oxygen, bronchodilator, diuretic or corlicoslercid therapy) for
CLD within 6 months before the antizipated siar of the KSY scason
Patients wilh more severe CLD may benefit from prophylaxis during a second RSY season if
they continue to require medical therapy for pulmonary or cardiac dysfunction.
2. infants born at 32 weeks' gestation or earlier may benefitfrom RSV prophviaxis even f they do not have
CLD. For these infants, maljor risk factors 1o consider inciude their gestational age and chronclogic age
at the start of the REY season. (bvidence grade 1}
infants bom al 28 weeks' gestation or earlier may benefit from prophylaxis during their first RSY
seascn whenever thal occurs during the first 12 months of life. infants hornat 28 to 32 weeks
gestation may benefit most from prophylaxis upto 6 months of age. Once 2 child qualifies for
initiation of prophylaxis at the start of the RSV season. administration should continue
throughout the season and not stop at the point an infant reaches either € or 12 months of age.
2. ARlthough palivizumalb and RSV-IGIV have been shown to decrease the likelbhood of hospitalization for
infarts born between 32 and 35 weeks of gestation (Evidence grade 1}, the cost of administering
prophyiax:s to this large group of infants must be considered carefully.
o Most experts recommend that prophylaxis be reserved for infants in this group who are at
| greatest risk of severe infection and who are younger than £ months al the stan ofthe RSY
season, Epidemiclogic data suggest thal RSV infection is more likely to lead (o hospitalization
for these infants when the following risk factors are present: child care attendance, school-aged
siblings, exposure to environmental air poltutants, congenital abnormalities of the airways, or
savare neuromuscular disease. However, no single risk factor causes a very large increase in
the rate of hospitalization, and the risk is additive as the number of risk factors for an individual
infant increases. Therefore, prophylaxis should be considered for infants between 22 ang 35
weeks' gestation only if 2 or more of these risk faclors are present.
Exposure to tobacco smoke is a risk factor that can be controlled by the family of an infant at
increased risk of RSV disease, and tobacoo smoke control measures will be far less costly than
palivizumab prophylaxis. High-risk infants never should be exposed e tobacco smoke. High-
risk infants should be kept away from crowds and from situations where exposure to infected
mndividuals cannot be controfled.
Participaticn in child care should be restricted during the RSV season for high-risk infants
whenever feasible. Parents shouid be instructed on the importance of careful hand hygiene,
Al high-risk infants and their contacts should be immunized against influenza beginning at §
months of age.
4.  Prophylaxis against RSV should be initiated just before the onset of the RSV season and terminated at
the end of the RSV season. In most seasons and in most regions of the Northern Hemisphere, the first
dose of pativizumab should be administered at the beginning of November, and the last dose shouid be
adminisiered al the beginning of March, which will provide protection into April.” (Evidence grade 115
< Tounderstand the epidemiology of REY in their area, physicians should consult with focal
health departments or diagnostic virology laboratories or the Centers for Disease Control and
Prevention if such information is not available locally. Decisions about the specific duration of
prophylaxis should be individualized according to the duration of the RSV saason. Pediatricians
may wish to use RSV hospitalization dats from their cwn region to assist in the decision-making
[rocess.
Children who are 24 months or younger with hemogynamically significant evanctic and acyanctic CHD
wilt benefit from & monthly intramuscular injections of palivizumab {15 mg/kg). (Evidence grade |}
Decisions regarding prophylaxis with palivizumab in children with CHID should be made on the
hasis of the degree of physiologic cardiovascutar compromise. Infants yeunger than 12 months
with CHD who are most likely to benefit from immunoprophyiaxis include:

o

* Linfants who are recelving medication to control congestive heart Tailure;
* L infants with moderate (6 severe pulmonary hypertension: and
* il infants with cyanolic heart dizsease.

Because a mean decrease in palivizumab serum concentration of 58% was chserved after
surgical procedures that use cardiopulmonary bypass, for children who still require prophyiaxis,
a postoperative dose of palivizumab {15 mgika) should be considered as soon as the patient is
medically stabie.



The Toliowing groups of iInfanis are nol at increased nsk rom KEY ang generail
mmunoprophylaxis:

infarts and children with hemodynamically insignificant hear! diss
septal defect, small ventricular septal defect, puimonic stencsm uncomplicaied
mild coarciation of the aoria and patent duclus arteriosus}

infants with lesions adegustely corrected by surgery uniess they continue (0 reguire medication
for cengestive heart failure

infants with miid cardiomyopathy who are not receiving medical ther

riic stencsis

ALY

Faiivizumat or REV-IGIV prophyiaxis has notf been evaiuated inrandomized trials in
immunocompromised children. Although specific recommendations for immunocompromised patients
cannct be made, children with severe immunodeficiencies {eg, severe combined immunodeficiency or
severe acquired immunodeficiency syndrome) may benefit from prophylaxis. {(Evidence grade i)

6.  Because palivizumab is not effective in the treatment of REV disease, it is not licensad for this
indication. (Evidence grade 1}
Limited studies suggest that some patienis with cystic fibrosis may be at increased risk of RSV infection.
However, there are insufficient data to determine the effectiveness of palivizumab use in these patients,
& if an infant or child who is receiving immunocprophylaxis experiences a breakthroug?a REeVinfection,
prophy axis shouid continue through the RSV season. (Evidence grade i11.j
. “THIS récommendation s based oh the observation that high-risk intanis may be hospitalized”
more than once in the same season with RSV lower respiratory ract disease and the fact that
more than one RSV sirain often cocircuiates in g community.
Physicians should arrange for drug administration within 6 hours after opening & vial, because this
product does not contain a preservative.
10. Recommendations cannof be made regarding the use of palivizumab as a means of prevention of
nosorowa? RSV diseass.
RSV is known to be transmifted in the hospital sefting and (o cause sericus disease in high-risk
infants. in high-risk hospitafized infants, the major means o prevent RSV disease is strict
abservance of infection centrol practices including the use of rapid means to identify and isolate
RSV-infected infants. If an RSV cutbreak is documented in a high-risk unit (eg, pediatric
intensive care unit), prirmary emphasis should be placed on proper infection control practices,
especially hand hygiene.
1. Palivizumab does not inlerfers with the response lo vaccines.

£

A critical aspect of R8Y prevention n high-risk infanis is the educaltion of parents and ather caregivers about the
importance of decreasing infants’ exposure {o and acqguisition of RSV. Preventive measures include eliminating
exposure to cigarette smoke and selfings where RSV or other respiratory viruses may be transmitied (eg, child
care cenlers). Emphasis on hand hygiene alse is important in all settings including the home, especially during
periods when contacts of high-risk children have respiratory tract infections or when infanis are af risk of
exposure to respiratory infections from sibdings who are in child care or whe attend school.

Falivizumal is administered once per month {eq, every 30 days) beginning just before the onset of the RSY
season, which typically cocurs in November bul may vary by region. in general, 4 subsequent monthly doses for
a fotal of & doses) are sufficient to provide protection during the entire RSV season, Hospitalized infanis
determined to be at risk of severe R8V disease should receive REVGIV or palivizumab 48 o 72 hours before
discharge home from the hospital during the respiratory virus season and then every 30 days untit the end of the
$eason.

Factors other than degree of prematurity, CHD, and CLD that may influence the decision regarding prophylaxis
include presence of other underlying conditions that predispose to respiratory complications (eq, neurclogic
digeass in very low birth weight infants), number of young siblings, chitd care cenler altendance, anticipation of
cardiac surgery, and distance to and availability of hospital care for severe respiratory dlness. For many infants
who qualify for the approved indications, risk of hospitalization for sericus respiratory iHiness will be low, and the
cost and ingistic difficuliies associated with prophylaxis may outweigh potential banefits,
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Vote to Prior Authorize SSRIs
Oklahoma Medicaid
July 2004

Generic Name Brand Name Dosage Forms
Available ;
{mg/day} Share QY02 FYos”
15, 20, & 40 mg :
Celexa tabs o0 - B0 1 15 2EY 2758
Citalopram Celexs® Soiution 1 g/ 10 m 0.06% £.45
5 10& 20 mg
Lexapro” tabs 1020 1EE LA8% 276
Escitatopram Lexapre” Soiution | & mg/8 m 0.02% 528
) 16 mg tab; 10,20
Prozac” & 40 myg cag, 4,27
Prozac Solution
) 9 mg delaye
Prozas Weekly” release cap 373
Fluoxetine Sarafemn” 10 & 20 mg cap
Fluvoxamine
Paroxeting Paxl CRY g :
Paroxetine . 1, 20, 30 & 40 40 - B0 t .3
Mesylate Pexeva® mg tab A RA
25,50 & 100 mg
Zoiof” tab 50 - 200 -6 26.22% 3.51
Seriraline Zoioft® Concentrate 007% 273

"Cost ratio gues nol refe

1. Major depressive disorder (MDD,

2. Obsessive-compuisive disorder (GCD).

3. Panic disorder, with or without agoraphobia.
4. Postiraumatic Stress Disorder (PTSDL

Premenstrual Dysphoric Disorder {(PMDD).
Socisl amdety disorder {social phobia).
Bulimia nervosa.

. Generalized anxiety disorder.

@~ o o
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Based on a future projected use of the recommended tier-1 products a net cost savings
and administrative cost has been caiculated.

Projected percent shift in market share to tier-1 products: 24.2%
Projected maximum number of annual petitions: 21,225

Estimated Annual Savings {minus rebate and dispensing fees): § 2,186,350.43

Potential Annual Administrative Cost™; 267,040 50
Total Net Plan Savings: $1,919,348.93

* The average cost for processing petitions is calculated at $6.50 per petition with the maximum cost at
$12.58 per petition. The maximum cost was used in the estimation of administrative costs.
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The following tier-1 drug list is recommended as a clinically acceptable combination for
use as initial therapy for the majority of clients. The College of Pharmacy recommends
this list to the Drug Utilization Review board for approval and referral 1o the Oklahoma
Healthcare Authority for supplementa! rebate consideration and final approval by the
OHCA Board of Directors.

1. Fluoxetine (generic only)
2. Fluvoxamine (generic only)
3. Paroxetine {generic oniy)

The current restrictions on fluoxetine wili remain in effect regarding the use of the 10 &
20 mg tablets and 40 mg capsules. All brand name medications will be subject to Prior
Authorization requirements beginning July 1, 2004 when a State MAC price is applied to
that product.

The following criteria are recommended for approval of a tier-2 product:

1. Documented adverse effect, drug interaction, or contraindication to the tier-1

products.

2. Failure with a tier one medication defined as no beneficial or minimally beneficial
response after at least 4 weeks of continuous use during which time the drug has
been titrated up to the maximum recommended dose.

Unique indication not covered by a tier-1 product.

Clients who have been on a tier-2 product within the last 90 days would be
allowed to continue current therapy without interruption.

W

Currentiy paroxetine requires a prior authorization for clients less than 18 years of age.
The following paragraphs are excerpts from the FDA Public Heaith Advisory, March 22,
2004.

“Taday the Food and Drug Administration (FDA) asked manufacturers of the follewing
antidepressant drugs to include in their labeling a Warning statement that recommends ciose
observation of adull and pediatric patient{s treated with these agents for worsening depression
or the emergence of suicidality. The drugs that are the focus of this new Waming are: Prozac
(fluoxetine); Zoloft (sertraline}; Paxil (paroxetine); Luvox (fluvoxamine); Celexa (citalopramy;
Lexapro (escitalopram); Wellbutrin {bupropion}. Effexor (venlafaxine). Serzone (nefazodone);
and Remeron {mirtazapine).

Among antidepressants, only Prozac (fluoxetine) is approved for the treatment of pediatric major
depressive disorder. Prozac (fluoxetine), Zoloft (sertraline), and Luvox (fluvoxamine) are
approved for pediatric obsessive compulsive disorder. None of these drugs is approved as
maonotherapy for use in treating bipolar depression. either in adults or children.”

The current recommendations include fluoxetine and fluvoxamine as tier one for all
ages. Paroxetine would continue to require prior authorization for clients under 18
years of age. Any further recommendations from the DUR Board regarding this age
group would also be incorporated.
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Vote to Prior Authorize Angiotensin ll Receptor Biockers (AREs!

Oklahoma Medicaid
July 2004

Mechanism of action: The final active messenger of the renin-angiotensin pathway
is angiotensin 1i. Angiotensin H binds to AT1 receptors to cause vasoconstriction
and fluid retention, both of which lead to an increase in blood pressure. The
angiotensin i receptor blockers (ARBs] lower blood pressure by biocking the AT
receptors. Therefore they have similar effects fo angiotensin converting enzyme
(ACE} inhibitors, which inhibit the synthesis of angictensin Il by ACE. However, non-
ACE pathways can produce some angiotensin Il. ACE inhibitors also decrease
bradykinin breakdown and this action could be involved in some of the beneficial and
adverse effects of that class of drugs. Therefore, a potential for differential clinical
effects exisis for these two classes of drugs. {Therapeutics Letter, issue 28, January/February/March

15585

Product informati

on

_Angiotensin ll Receptor Blockers:

Drug . How Supplied | Dosing Max FDA Approved
Schedule Dose/Day Indication(s)

Candesartan - 4,8, 16, & 32 QD-BID 32 mg . Hypertension

Atacand mg tablets ’

Eprosartan - 400 & 800 mg QD-BID 800mg Hypertension

Teveten tablets

irbesartan — Avapro | 75, 150, & 300 : QD 300 mg Hypertension, Diabetic 1]
mg iablets Nephropathy

Losartan - Cozaar 25,50, & 1060 QD-BID 160 mg Hypertension, Diabetic Il
mg iablets nephropathy, Stroke

reduction {HTN with LVH)

Olmesartan - 5 20,&40mg | QD 80 myg ¢ Hypertension

Benicar tablets

Telmisarian - 20,40, & 80 mg : QD 80 mg Hyperiension

Micardis tablels

Valsartan — Diovan | 40, 80, 160, & QD-BID* | 320 my | Hypertension, Congestive
320 mg tablets : Heart failure

*BID dosing for CHF

ARB Inhibitor/HCTZ Combinations:

Drug How Supplied | Dosing - Max FDA Approved

Schedule  Dose/Day | Indication(s)
Candesartan/HCTZ | 16/12.5 & QD 32/25 mg Hyperiension {not for
~ Atacand HCT  32/12.5mg 5 Linitial therapy)
tablets
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Drug How Supplied | Dosing Max FDA Approved 75
' Schedule Dose/Day  Indication(s]
Eprosarnan/HCTZ — | B00/125 & QD CB00/25 mg HMypertension {not for
Teveten HCT - B0O/25 mg | initial therapy)
rbesartan/MCTZ - | 1B0/128 & Gh C 200/25 myg Hypertension {inol for
Avalide 36041285 mg initial therapy
tab’eis ............
 Losartan/HCTZ - 50/125 & . QD-BID 100/25 mg | Hypertension (not for
Hyzaar 100/25 mg ? initial therapy)
tablets
OlmesartardHCTZ | 20/12.5, Qb - 40/25 mg Hypertension (not for
-Benicar HCT 40/12.5, & ' initial therapy)
40/25 mg
tablets
Telmisartan/HCTZ © 40/12.5 & Qb 160/25 mg | Hypertension (not for
~ Micardis HCT 80/12.5 mg initial therapy)
) tabiets N e
Valsartan/HCTZ - 80/125, QD 160/25 mg | Hypertension (not for
Diovan HCT 160/12.5, & initial therapy)
160/25 mg
‘ tablets
1. MICROMEDEX{R} Healthcare Series Vol. 120 expires 6/2004.
Pharmacokinetic comparison'?
 Candesartan _ Eprosartan  lrbesartan Losartan Olmesartan ' Telmisartan Valsartan
Oral o . ano o) o o e
Bioavaiiabitity 15% 13% 60-80% 33% 26% 42-58% 10-35%
10% 6-20% ~50%
Food Effect no agsi?yign o decrease ne decrease in | decrease
P bicavailability bioavailabifty | in AUC
i;ﬁé?;’; 99% 98% 90% 95% 99% 99.5% 94-95%
Elimination . . . . 12-18
. 3.5-4 {parent) 2 {parent)
half-life (hr) 311 5.0 11.45 6.0 (parent} 54 6
(metabolite} {metabolite) 813
! {metabolite)
Active « _
Metabolite Yes No No Yes Yes No No
Metabolism 0- Glucoronide CYP-2CH & De- e o
demethyiation | conjugation CYP-2e9 3A4 esteriflication Conjugatior | Unknows,
prug . None None MNone !Rsfampinf None Digoxin None
interactions fluconazole
Dose in . Ne
. . o Reduce Use wi .
f—iepa}lc No change No change  No change iritial dose No change caution change
impairment
Dose in Renal | . " e . Nc
impairment . Nochange Nochange | Nochange | No change No change No change change

1. MICROMEDEX(R} Healihcare Series Vol 120 expires 82004,
2 Norwood, D, Branch E, Smith, B, Moneweil M. Glimesaran Madoscormi for Hyperiension: A Clinical Review,
PAT 2002, 12:611-8.




Savings Calculations

Based on a future projected use of the recommended tier-1 products a net cost
savings and administrative cost has been calculated.
Projected percent shiff in market share to tier-1 products:
Projected maximum number of annual petitions:

Estimated Annual Savings (minus rebate and dispensing fees):

Potential Annual Administrative Cost*:

Total Net Plan Savings:

30.5%
6,776

$ 615,304.25
72,586,680
$ 542,719.03

“The average cost for processing petitions is calculated at $6.50 per petition with the maximum cost
at $12.58 per petition, The maximum cost was used in the estimation of administrative costs

- Cost Comparisons of ARBS and Tier-1 ACEls for CY03 .

Cost Ratio
Compared to

CY03 Market

Cost Ratio Compared

ARBs Share to Tier-1 ACEis
Atacand® 1.85 9.46% 2.62
Teveten® 171 1.01% 2472
Avapro” 1.48 17.57% 2.09
Cozaafr® 1.64 32.00% 232
Benicar® 1.00 6.29% 1.41
Micardis® 1.10 5.36% 1.56
Diovan® 1.70 28.31% 2.40
T1 ACEP 0.71 1.00
Atacand HCT® 1.77 4.78%, 1.68
Teveten HCT® 2.76 0.35% 2.61
Avalide® 116 12.15% 7,10
Hyzaar" 1.40 48.40% 1.33
Benicar HCT® 1.22 0.54% 1.16
Micardis HCT® 1.00 3.69% 0.95
Diovan HCT® 1.40 30.08% 1.33
T1 ACEI-HCT" 1.05 1.00

*ACE! calculations are based on the progucts which were fier-1 durlng CY03 and do NOT nclude deductions for rebates.



Comments 75
There is no published evidence (o date suggesting or establishing the use of an ARR

as initial therapy for hyperiension. There are now six Tier 1 ACE inhibitors which do

not require prior authorization and are approved for the treatment of hypertension.

Three of the six ACE Inhibitors are dosed once daily. making them as convenient for

the client as an ARB.

Tier 1 ACE Inhibitors are indicated for hypertension, heart failure. left ventricular
dysfunction {LVD) post-Ml, diabetic nephropathy, and acute Mi. They have proven
to be safe, efficacious, and tolerable for most patients,

Recommendations

The college of pharmacy recommends moving the ARBs into the current Anti-
Hypertensive Medications Product Based Prior Authorization category.

. The following criteria are recommended for approval of a-tier-2 ARB~ -

1. Documented trial of a tier-1 ACE Inhibitor.

2. Documented adverse effect or contraindication to a tier-1 preduct.

3. A unigue indication for the tier-2 drug which the tier-1 drugs lack

4. Current users will be grandfathered unless there is a 90 day break in therapy



Comparison of Sample Studies

Study

Williams, PA

Protocol

T Smg QDCapt Zhmg BID x 12 wis,

EA
Bt

s dbl afier 4 wik & 8wk fo reponse

Resufis

all, ¥ 2001

Oimesarian vs
Losartan

Ol 10mg GD/Los Su?‘“c: OD » 17 wke,

after 4 wk, Could add HCOTZ
5t it aﬁer 16wk i

Mzy db
sfler 17 wke and db
RECESSary

£ omimbg
stissiated

oe

Oprail et ai 2601

Chmesartan vs
Losartan

v Valsartan vs
Irbesartan

Cim 20 mg QD, tos 50 mg QD Va! &0
mg QD of frb 150 mg QD x 8 wke

Seated Ox‘me%{ﬁaﬂ <3 immkg
Losartan-£.7 mmg
Valsartan-7.9 mmHg
ithesartan-9.2 mmtg

CLAIM

Bakris e gl 2001

Candesartan vs

Losartan

Cand 16 mg QD or Les 50 mg QD,
forced titration {dbi'd) after 2 wks » 6

Lwks

Trough Cand -13.3/10/.9 smmHg decrease
Los -8.8/8.7 mmbg decrease

ELITE I (CHF}
Pitt ef af. 2001

Losartan vs
Captoprit

Los S0 mg QD or Capt 180 mgie

Ne diff in ali-cause mortialty, sudden deatk

of resuscitation arrests, but discontinuation
lower with losartan than captopril

ValHdeFT {(CHF}
Cohn ef al. 2007

Valzartan plus
stendard tx

Standard tx = ACE!, Digoxin, Diuretic,
beta-Blockers

£2% reduction in combined end

point mortality/morbidity {Card amrest w/

resuscitation, hosp for CHF, or inotrope or
vagsodilzior )

ELITE {CHF)
Pitt et al. 1847

Losartan vs
Caploprit

Los 50 mg QD or Capt 50 mg tid x 48
wks

Losartan - lower mona! ity

Ne diff in increased serum creatining levels
or hospitalization for CHF, but fewer
hespitalizations for any reason with
fosartan. And icsarian befler tolerated with
less discontinuation

VALIANT

Pleffer et al 20032

Valsartan vs
Captopril
vs combination

Capt 50 mg tid, Val 160 mg bid, or
capt 50 mg fid + Val 80 mg bid

No difference in oversl oriality, Pts on
Caplopri alone or in comb had more
discontinuation

IONT
Lewis el al 2001

irbesartan ve
Amiodiping vs
placebo

irhesartan 300 mg, Amlodiping 10 mg,
or placebo

irbesartan: 23% reduced sk of
progression of advanced nephropathy in
Type 2 disbetics compared to amiodipine,
ar—f‘f 20%, compared {o placebo

RENAAL

Brenner et ai 2004

Losaran 50 to 100 my, or placebo

% reduction in risk of ESRD,
5— “a reéucté of risk of doubling of
sergm creatinine concentration, in

Type ¢ diabetics with nephropathy
(=300 mo/g slbuminforeatinine ratio)

artan
5
baseline
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Maintenance Drug List
Qkizhoma Medicaid
July 2004

The Oklahoma Health Care Authority has selected drugs from certain disease

slates that are considered maintenance medications because they are taken on
a regular schedule to treat chronic conditions, These products, or maintenance
drugs. may be dispensed for up to 100 units.

Anticoagulation:
- cilostazol
- clopidogrel
~  pentoxifylline
- liclopidine
- warfarin

g
- albuterol

- albutercl extended release

- albuterol/ipratropium
- beclomethasone

- budesonide

- flunisolide

- fluticasone

- ipratropium

- triamcinolone

- salmeterol

Diabetic:
- acarbose
- acetohexamide
- chlorpropamide
- glimepiride
- glipizide
- glyburide
- insulin
- metiormin
- metformin/glyburide
- nateglinide
- pioglitazone
- repaglnide
- rosiglitazone
- toibutamide

Hormone:
- conjugated estrogens

estradiod

estropipate
medroxyprogesterone acetate
tamoxifen

Cardiovascular (includes

combinations where appropriate):. ... ...

acebutolo)
amiloride
amiodarone
amlodipine
atenolol
atorvastatin
benazeprii
hetaxolol
bisoprotol
bumetanide
candesartan
captopril
carvedilo!
chiorothiazide
chiorthalidone
clonidine
ditiazem
digoxin
disopyramide
doxazosin
enalapril
eprosarian
ethacrynic acid
felodipine
flecainide
fluvastatin
fosinopril
furosemide
guanadrel
guanethidine
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guanfacine
hydralazine
hydrochiorothiazide
indapamide
irbesartan
iIsosorbide mononitrate
iscsorbide dinitrate
isradipine
labetaiol
lisinopril
losartan
lovastatin
methyldopa
metolazone
metoprolol
mexiletine
minoxidil
moexipril
moricizine
nadolol
ricardipine
nifedipine
nisoldipine
nitroglycerin (all oral forms)
olmesartan
perindopril
pravastatin
prazosin
procainamide
propranolol
quinapril
quinidine
ramipril
reserping
rosuvasiatin
simvastatin
sotalol
spironolactone
telmisartan
terazosin
timolo!
torsemide
triamterene
trandolapril
valsarian
verapamil

78

Thyreid:

tevothyroxine
fotrix
liothyronine
methimazole
sropylthiouraci
thyroid

allopurinol
carbamazepine
colchicine
isoniazid
phenobarbital
phenyioin

- potassium -

prednisone
prenatal vitaming
primidone
rifampin

valproic acid
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FDA Clears Medicinal Leeches for Marketing 85

ROCKVILLE, MD -- June 28, 2004 -~ The Food and Drug Administration (FDA) has for the first
time cleared the commaercial marketing of leeches for medicinal purposes,

Leeches can help heal skin grafts by removing blood pocled under the graft and restore blood
circutation in blocked veins by removing pocled blood.

Leeches have been used as an alternative treatment to blood-letting and amputation for
several thousand years. They reached their height of medicinal use in the mid- 1800's. Today
they are used in medicine throughout the world as tools in skin grafts and reattachment
SUrgery.

Medicingl leeches (Hirudo medicinalis} are bloodsucking acuatic animals that live in fresh
water.

Ricarimpex SAS, & French firm, is the first company to request and recelve FDA clearance to
market leeches as medical devices. The finm has been breeding feeches for 150 years, They
are handied in a certified facility that tracks each lot.

In considering the firm's application, FDA reviewed the published literature on the use of
leeches in medicine and evaluated safety data provided by the firm. FDA zlso reviewed
information on how the leeches are fed, their environment, and the personnel who handle
them.

FDA determined that leeches are medical devices because they meet the definition of a
medical device under the Food Drug and Cosmetic Act. Under the law, a medical device is an
article intended to diagnose, cure, treat, prevent, or mitigate & disease or condition, or to
affect a function or structure of the body, that does not achieve its grimary effect through a
chemicat action, and is not metabolized.

Source: The Food and Drug Administration
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FDA Public Health Advisory for Crestor (rosuvastatin)

Astra-Zeneca Pharmaceuticals today released a revised package insert for Crestor (rosuvastatin)
for use in the 22 member states of the European Union (EU). The changes to the European
labeling are in response to postmarketing spontaneous adverse event repotts in patients receiving
Crestor and highlight certain patient populations who may be at an increased risk for serious

muscle toxicity (myopathy) associated with Crestor use, especially at the highest.approved dose . .
of 40 mg. These risk factors and many of the recommendations for how to minimize the risk of
myopathy are already captured in the FDA approved labeling for Crestor 2 inthe U.S. FDA is
alerting physicians to the need to carefully read the Crestor product label and follow the
recommendations for starting doses, dose adjustments, and maximum daily doses to mimimize the
risk of myopathy in individual patients.

Crestor, a member of a class of cholesterol-lowering drugs commonly referred to as “statins”,
was approved in the U.S. in August 2003, based on review of an extensive clinical database
involving approximately 12,000 patients. At that time, the FDA identified in the WARNINGS
section of the product label those patients whose increased baseline risk for myopathy warranted
more careful monitoring when prescribed Crestor. The U.S. approved labeling included a specific
section titled, “Myopathy/Rhabdomyolysis”, which states that patients who are of advanced age
(= 65 years), have hypothyroidism, and/or renal insufficiency should be considered to have a
greater risk for developing myopathy while receiving a statin, Physicians are warned to prescribe
Crestor with caution in these patients, particularly at higher doses, as the risk of myopathy
increases with higher drug levels.

In addition, the U.S. approved labeling for Crestor states that increased rosuvastatin drug levels
were observed in certain sub-populations of patients {e.g., subgroups of Asians, patients
concomitantly using cyclosporine and gemfibrozil), conferring increased risk of myopathy.
Because of these findings, the FDA required Astra-Zeneca to make available in the U.S. a 3-mg
dose that could be used in patients requiring less aggressive cholesterol-lowering or who were
taking concurrent cyclosporine. The maximum recommended dose in the FDA-approved label is
limited to 10 mg daily in patients with severe renal impairment or who are also taking
gemfibrozil.

FDA has received reports of thabdomyolysis in association with Crestor, as it has with other
drugs in the statin class. In ongoing fashion, we are evaluating these reports of adverse muscle
effects with regard to clinical severity and apparent relationship to the drug. FDA is comparing
the frequency of reporting of muscle injury with Crestor to that with other statins, given
differences in prescribing rates for the different drugs. Pending the evaluation of the recent
Crestor safety experience, FDA is not proposing to change the US labeling for Crestor, but does

http://www. fda.govicder/drug/advisory/crestor.htm ' 67972004



FDA Public Health Advisory for Crestor (rosuvastating Page 2 of 2

in the current product label. Analysis of accumulating safety data in the U8, and worldwide will
be considered in anv future labeling changes for Crestor, and to make recommendations on risk
management plans for Crestor.

Healthcare professionals prescribing Crestor are reminded of the following key safety messages
from the Crestor label: start doses and maintenance doses of drug should be based on individual
cholestero! goals and apparent risks for side-effects; ali patients should be informed that statins
can cause muscle injury, which in rare, severe cases, can cause kidney damage and other organ
failure that are potentially life-threatening; and patients should be told to promptly report to their
physician signs or symptoms of muscle pain and weakness, malaise, fever, dark urine, nauses, or
vomiting.

The current FDA-approved label can be obtained at
nttp:/Swww. fda. gov/eder/foi/label/2003/21366_crestor bl pdf B

A Requires Adobe Acrobat Réader.

? Back to Top % Back fo Drug Information

FDA/Genter for Drug Bvaluation and Research

http://www fda.gov/cder/drug/advisory/crestor htm 6/9/2004
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Tablet Splitting: Evaluating Appropriateness for Patients
Tool for Pharmacists From the 2003-2004 APRA Strategic Divections Commiltee

J Am Pharm Assoc 44(3):324-325, 2004, © 2004 American Pharmacists Association
Posted 0671072004

The idea of splitting tablets has centered on patients using & device to halve their drug costs.
Health insurers are increasingly urging patients to buy higherstrength tablets and take half at a
time. In fact, some are offering free tablet splitters to anyone who agrees to do this voluntarily.
But for some patients tablet splitting is not easy or voluntary. Cutting dosage forms into even
doses can be tricky, particularly for those who are elderly. Further, promoting half tablets could
tempt sorne patients to split other drugs that should always be taken whole.

The American Medical Association and APhA formaily oppose mandatory tablet splitting. Done
correctly, splitting prescription tablets can save money. Done incorrectiy, the practice. can.
 endanger patient health.

The Strategic Directions Committee (SDC) reviewed the available literature and input from
practitioners regarding the impact of the splitting of tablets on patient care. The SDC developed
questions for pharmacists and decision makers to consider when evaluating the
appropriateness of tablet splitting for individual patients and products. The guidelines appear in
Figures 1 and 2,

The Commitiee also recommends that the Food and Drug Administration and the United States
Pharmacopeia study the splitting of tablets to provide data on the appropriateness of tablet
splitting from & scientific basis.

APhA welcomes feedback on these policies. Comments or suggestions should be forwarded to
APhA Staff Counsel and Vice President for Policy and Communications Susan C. Winckler, JD,
at swinckier@oaphanelorg,

Editor's note: The 2003-2004 Strategic Directions Committee of the American Pharmacists Association {APhA}
discussed a number of patient safety issues facing pharmacists, including the increasing prevalence of tablet
splitting. This is an excerpt of its report to the APhA Board of Trustees.
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FDA supports broader Access to Lower Priced DRUGs Page 1 of |
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FDA Supports Broader Access to Lower Priced Drugs

The Food and Drug Administration (FDA) today issued responses (o three Cilizen Petitions.
These agency decisions protect more rapid access to lower-priced prescription drugs.

Iri one action, FDA denied petiions submitied by Mylan Pharmaceuticals, Inc. and Teva
Pharmaceuticals USA, Inc. seeking to prohibit the marketing and distribution of reduced-
periods, which enable the first generic applicants that challenge patents potentially blocking
their products to market these products six months earlier than other generic applicants.

Marketing of suthorized generics increases competition, promoling lower prices for
pharmaceuticals, particulatly during the 180-day exclusivity period in which the prices for
generic drugs are often substantialty higher than after other generic products are able to
entar the market.

The agency also denied a petition submitted by Plizer, Inc., seeking to prevent generic
applicants’ waiver of 180-day exclusivity. Allowing eligible generic applicants to waive the
axclusivity promotes competition by enabling other generic applicants 1o market their
produsts sooner,

FDAs mission is protection and promotion of public heslth and does not genseraily call for
review of the business dsalings of drug manufacturers. FDA sees no reason 1o interfere
with the markeling of authorized generics and waiving 180-day exclusivity, two long-
standing, pro-competitive businsss practices.

Today's actions promise 10 advance broader, more rapid access to safe and effective
prascription drugs for American consumers.

#EH
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