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Objectives

- Understand the drug cost structure

- Review the different Truvada® cost assistance programs

- Review cost effectiveness studies of pre-exposure
prophylaxis

- Discuss different patient scenarios



BRSO
The Cost of Truvada®

- Out-of-pocket cost of TDF/FTC*
- Per pill: $67.03
- Per month: $1,876.84
- Per year: $24,465.95

*Average Wholesale Price


Presenter
Presentation Notes
Equivalent to cost of 1 year of Truvada: 
2018 Honda Accord
Charter yacht for 1 week in Caribbean
Table service at Ushuaia
1kg of aged, albino sturgeon caviar
Armand de Brignac champagne
Cartier 18K watch
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The Cost of Truvada®

- Cheaper by component?
- Tenofovir disoproxil fumarate: $40.53/day*
- Emtricitabine: $21.26/day*

- $61.79/day
- $1,730/month
- $22,553.35/year

*Average Wholesale Price
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Why so high?

- Research and development (such as DISCOVER trial)

molivation
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The Different Costs

Manufacturer

*+ Average Manufacturer Price (AMP)
* Wholesale Acquisition Cost (WAC)
* Average Sales Price (ASP)

Wholesaler or
Direct Purchaser

* Average Manufacturer Price (AMP)
+ Estimated Acquisition Cost (EAC)
* Actual Acquistion Cost (AAC)

Pharmacy

* Usual 5 Customary Price (U&C)

Patient /
End Consumer

https://www.uspharmacist.com/article/understanding-drug-pricing



Manufacturer to wholesaler

- Wholesale Acquisition Cost (WAC)

- Estimate of manufacturer’s list price for a drug to wholesalers/direct
drug purchasers, as defined by federal law

- Does not include discounts or rebates

- Average Manufacturer Price (AMP)

- Price a manufacturer charges purchasers, after discounts are taken
into account, as defined by federal law

- Average Sales Price (ASP)

- Cost from manufacturer to purchaser, inclusive of all
discounts/rebates

- Limited only to Medicare Part B-covered drugs

https://www.uspharmacist.com/article/understanding-drug-pricing



Wholesaler to pharmacy

- Average Wholesale Price (AWP)

- Estimated price paid by pharmacies to purchase drug products
from wholesalers

- This is the “list price,” though not a true representation of actual
market prices

- Discounts/rebates not considered in this figure

- Estimated Acquisition Cost (EAC)

- Estimated price state Medicaid programs use to reimburse
pharmacies for the cost of the drug plus a dispensing fee

- Average Actual Cost (AAC)

- Final cost paid by pharmacies to their wholesalers after all
discounts have been deducted

- Derived from audits of pharmacy invoices

https://www.uspharmacist.com/article/understanding-drug-pricing



Pharmacy to patient

- Usual and Customary Price (U&CP)
- Cost to consumer from a retail pharmacy
- Without the use of insurance

https://www.uspharmacist.com/article/understanding-drug-pricing



The Third Party

- Private, employer and federal insurance plans negotiate
and contract for drug costs

- Insurance premiums (or other contributions) pay into this
service

- The third party pays the pharmacy a portion
- The patient’s makes up the remainder of the drug cost

with the copayment
t ® I UnitedHealthcare
0.
a'e n a Humana
BlueCross

d I
%,

/__)(_\Clg na. BlueShield



Truvada® Coverage

- Virtually all insurance plans cover TDF/FTC for the
iIndication of HIV prevention
- Variable copays

- Prior authorization may be required
- Though as low as 2% now require PAs

- Medicare/Medicaid cover TDF/FTC

- Flexible Spending Accounts (FSAS) can cover up to
$2,600 of out-of-pocket costs



Prior Authorization

Drug Prior Authorization
emfricitabineftenofovir [TRUVADA)

Diale:
02/28/2017 st S€@N Kelly
Patiand Firat ) Presceiber NP
& Last Narma: . - |[1sazdarriT
Palient Address: Praseriber Addrass:
. 1211 ZstAve § Suite 102A Nashville TH 37232

Flatiart 7Y Prescriber Phane:

5150261174
Patiant [ata of Birth: Prescrizier Fax;

615-975-DE6E6

STEP 2; COMPLETE REQUIRED CRITERIA: COMPLETE ONE OF THREE
DIAGNOSIS Al Coverage far Human Immunodeficiency Vines (HIV] or Hepatltis B Virus (HEV)
Infected patients (Approve Tar Lifetime)
[ Prescribed for ihe acive treatment of HIV ar HEY

DIAGHOSIS B: Post-Exposura Prophylaxie [Apprave for 1 Manth)
[J Preseribed For past-expesure prephylaxs folowing suspectad or confirmed Human
Immunodaficensy YVius (HIV) exposurg

DHAGMOEIS C: Pre-Exposure Prophylaxls (Initlal Coverage) (Approve far 3 Manths)
[ Patient I at high rizk for contracticg Human Immunadeficiency Virus (HIV) dus 1o sexual

transmizsion and racaiving TRLWVADA for pra-expasura prophylaxls. If not duse 1o exual
Iransmizsian, pleaze &xplain ather reason patiend is at high risk for contracking HIV:

AND [] Patient s = 13 years of age

AND [J Patient is HIV negative: Please provide date of last Lest:

AND [ Preserier M&mmptebed the REME Pressiier Checkst:
bily B -

Please provide wpu:hd duration nfﬂwhwnl:

DIAGHOSELS O: Pre-Exposure Prophylaxis (Continuing Coverage] (Approve for 3 Months)
[ Patient Is Human Immunedeficlency Yirua (HIV) negative
Please provide date of last test; 12502018

STEP 3: EIGN AND FAX TO: MAVITUS PRIOR AUTHORLZATION AT: 255-663-8551

Prescriber sn;mm__fm_ﬂﬂfb_a@ Dete: _ -5 7

1T praliend rests exiberia, allw 2 business days far prossssing



Presenter
Presentation Notes
Example of a PA – 1 page, very easy to complete


Inancial Assistance
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(employer, private, insurance marketplace, COBRA, Medicare, Medicaid)
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Gilead Advancing Access
Co-pay Card
gileadcopay.com
877-505-6986

+ §7,200 max/calendar year

+ No income restrictions

« Covers co-pays, deductibles
and co-insurance

« Re-apply annually as needed

« US resident

+ Not available for persons with
Medicaid, Medicare, VA or other
state/federal prescription drug
programs

If pharmacy is unable to process
Gilead's Co-pay Card, keep sales
and pharmacy receipts. Call
number on back of co-pay card.
Submit paperwork for reim-
bursement for all refills. Some
restrictions apply: terms, condi-
tions at gileadcapay.com.

Patient Access
Network Foundation
panapply.org
866-316-7263
+ $4,800 initial grant, up to
58,000 max/year, re-apply
- Income <500% FPL ($60,700)
« Based on taxable income
(1040 line 7, 1040 EZ line 1)
= Medicare plans only
= Covers co-pays, deductibles
and co-insurance
« US resident
« Pharmacies can bill PAN
Foundation directly

Patient Advocate
Foundation (PAF)

tinyurl.com/PAFhelp,
or Coays.org

« §7,500 max/year, re-apply
+ Income <400% FPL (548,560)
+ COLI (cost of living index)
adjustments
« Based on taxable income
(1040 line 7, 1040 EZ line 1)
« Must be insured (as listed
under“YES" above)
= Covers co-pays only
« Proof of US residence (utility
bill, etc.)
« Case managers available to
help resolve medical cost
issues (800-532-5274)

PROJECT

INFORM

projectinform.org/prep-chart
Updated: July 20, 2018

U.S. RESIDENT? NON-RESIDENT/
UNDOCUMENTED?
!
Q“a“me Yare, |
Find a public clinic
(FOHC) that serves
undocumented patients.
(findahealtheenter hrsa.gov}
H 1
H . Check if you're eligible Check if you can get
Enrollin an insurance (Petow BREIPLY > b el s
marketplace H
IFNO
obamaFarefacts.(om!state- above 138% FP'J)"I' o a
health-insurance-exchange/ 1> $16,753) 4 ‘k

Avoid Bronze plans if you can:
they generally have higher costs.
Silver plans will offer lower costs

for people earning up to 250% FPL
(530,350). Gold & Platinum plans
offer better coverage if you can
afford them. Carefully
select the right plan for you.

These programs may be subject to funding shortfalls,
which may limit enrollment.

FSA (flexible spending account)

Employer F5As can help cover up to
2,600 of out-of-pocket costs.

Special enrollment
You can get insurance at other times
for “qualifying life events”such as: pregnancy, loss/
change of job, change in household size, change in
income, recent move, change in citizenship.

H

Enrollin the
Gilead MAP.

A Retail cost
500% FPL of Truvada
BFPL:§12,140

www.truvada.com/ mﬂnmm,sm

truvada-patient-
assistance

« CALIFORNIA: tinyurl.com/CAprepAP

« VIRGINIA: tinyurl.com/VAprepDAP

If you're a resident, these . mmg&m umrﬂ,mmmp;?m

" . : tinyurl.com/ILprep
stateplans mayalso helpif 1\ ccu iy GETTS: crine.org/prepdap (cost of drug,services)
you'reinsured oruninsured: . NEW YORK: tinyurl.com/NYprepAP (cost of services)

« WASHINGTON: tinyurl.com/WAprepDAP (cost of drug)

per dependent, higher
FPL% in Alaska and Hawail,
1040 tax form line 7,
1040EZ line 1)
~ only drug costs ~
tinyurl.comyFPLincomes

www.projectinform.org



Gilead Advancing Access
Co-pay Card
gileadcopay.com
877-505-6986

« §7,200 max/calendar year

+ No income restrictions

« Covers co-pays, deductibles
and co-insurance

= Re-apply annually as needed

« US resident

= Not available for persons with

0BRA, Medicare, Medicaid)

Patient Advocate
Foundation (PAF)

tinyurl.com/PAFhelp,
or Coays.org

upto + $7,500 max/year, re-apply
-apply « Income <400% FPL ($48,560)
+ COLI (cost of living index)
ome adjustments

line 1) « Based on taxable income
(1040 line 7, 1040 EZ line 1)

ppppp

projectinform.org/prep-chart

N 0 Updated: July 20, 2018

U.S. RESIDENT? NON-RESIDENT/
UNDOCUMENTED?

B

Find a public clinic
(FOHC) that serves
undocumented patients.
(findahealtheenter hrsa.gov}

q\\\at's the da’@

1
(Check if you can get
insurance through
marketplace/employer.

: Check if you're eligibl
below 138% FPL/yr | . fnreyf:ul sl?:m! Me : |Ica':j
(<516,753) plan. (medicaid.org)
b 133‘:36 FPL/ b i
above
4

Enroll in an insurance
marketplace
obamacarefacts.com/state-
health-insurance-exchange/

Avoid Bronze plans if you can:
they generally have higher costs.

Medicaid, Medicare, VA or other Bucibles - Mustbeinsured (as listed Silver plans willoffer lower costs
. under"YES” above) for people earning up to 250% FPL
state/federal prescription drug < Coverso-pays only ($30,350). Gold & Platinum plans
PAN - Proof of US residence (uilty e )
programs bil afford them. Carefully
I etc) ! : :
* Case managers available to snitintialadi i Enrollin the A Retail cost
If pharmacy is unable to process A Spocal erollment Glead AR omrm  ofTruvada
Gilead's Co-pay Card, keep sales S— fr g e vt sch . gy, sy wominadscon) i
and pharmacy receipts. Call [ e ubects g shortials Ot o, cange n iy, | assistance. s
1M0EZline 1)
number on back of co-pay card. y
~ ~ ~only drug costs ~
: . ( « CALIFORNIA: tinyur.com/CA P ) N
Submit paperwork for reim- Hyourea resident these - COLRADD uﬁqﬁﬂ,oéfln“}copﬁ?fp -
o - o .4
bursement for all refills. Some stateplans mayasohelpif UL LOMNCTIIT g s
L. . you'reinsured oruninsured: . NEW YORK: tinyurl.com/NYprepAP (cost of services)
restrictions ap.ph:- terms, condi- « VIRGINIA: tinyurl.com/VAprepDAP

« WASHINGTON: tinyurl.com/WAprepDAP (cost of drug)

tions at gileadcopay.com.

www.projectinform.org



Copay Assistance

ADVANCING
ACCESS® IALSUPPORT ~ INSURANCE SUPPORT

dvancing Access Enrollment Form or Enroil Oniind




L
Gilead Advancing Access Program

- $7,200/calendar year benefit
- Increased from $3,600 to $4,200 in January 2018
- Increased from $4,200 to $7,200 in September 2018

- No iIncome limitation
- Federal beneficiaries excluded

- Usually goes toward deductible

- Beware of copay accumulator programs
- Manufacturer copay assistance will no longer count toward deductible



Copay Assistance

(employer, pri

gileadcopay.
877-505-69

+ $7,200 max/calendar

+ No income restricti

« Covers co-pays, ded
and co-insurance

« Re-apply annually a

« US resident

+ Not available for pers
Medicaid, Medicare,
state/federal prescriff
programs

If pharmacy is unable

Gilead's Co-pay Card,
and pharmacy recei

number on back of co

FSA (flexible

Employer F5As can help cover up to
2,600 of out-of-pocket costs.

Patient Access
Network Foundation
panapply.org
866-316-7263

« $4,800 initial grant, up to
48,000 max/year, re-apply

« Income <5009 FPL ($60,700)

+ Based on taxable income
(1040 line 7, 1040 EZ line 1)

+ Medicare plans only

« Covers co-pays, deductibles
and co-insurance

= US resident

+ Pharmacies can bill PAN

Foundation directly

ppppp

projectinform.org/prep-chart
Updated: July 20, 2018

~———NO |

U.S. RESIDENT?

\‘\“at's the d%?

NON-RESIDENT/
UNDOCUMENTED?

B

Find a public clinic
(FOHC) that serves
undocumented patients.
(findahealtheenter hrsa.gov}

H 1
A - Checkif you're eligible (Check if you can get
. below 138% FP'JYT » p foryour state Medicaid insurance through
Enroll in an insurance (<$16,753) plan. (medicaid org) marketplace/employer.
marketplace
obamacarefacts.com/state- LL

health-insurance-exchange/

Avoid Bronze plans if you can:
they generally have higher costs.
Silver plans will offer lower costs

for people earning up to 250% FPL
(530,350). Gold & Platinum plans
offer better coverage if you can
afford them. Carefully
select the right plan for you.

Special enrollment
You can get insurance at other times
for “qualifying life events”such as: pregnancy, loss/
change of job, change in household size, change in
income, recent move, change in citizenship.

s
abm'l).’;ﬁgl'llyr 4‘ ‘._
4

« CALIFORNIA: tinyurl.com/CAprepAP

If you're a resident, these . mmg&m ljn'yluﬂ,m;'rl-.nl"mp;el?ml’

" . : tinyurl.com/ILprep
stateplans mayalso helpif 1\ ccu iy GETTS: crine.org/prepdap (cost of drug,services)
you'reinsured oruninsured: . NEW YORK: tinyurl.com/NYprepAP (cost of services)

« VIRGINIA: tinyurl.com/VAprepDAP
« WASHINGTON: tinyurl.com/WAprepDAP (cost of drug)

Retail cost
of Truvada

Enrollin the A
Gilead MAP. SM:PI
BFPL:§12,140
www.truvada.com/ nﬂi:ﬂmfmm
| i » hit
trwvada-patient- | peeete e
assistance 1040 tax form line 7,
1040EZ line 1)

~ ~ only drug costs ~

tinyurl.comy/FPLincomes

www.projectinform.org



Copay Assistance

PAN Foundation
S ——




Copay Assistance

ppppp

l..'l..-.‘.... projectinform.org/prep-chart

N 0 Updated: July 20, 2018

U.S. RESIDENT? NON-RESIDENT/

YES

(employer, private, insurance marketplace,

. UNDOCUMENTED?
Patient Advocate ot the day,
W A
F[llll'ldﬂtlﬂll [PHF] Find a public clinic
. (FOHC) that serves
Gilead Advanding Access  Patient A tinyurl.com/PAFhelp, ) FB1-0CT31 | (it agon
Co-pay Card Network Fou or [ﬂa}ls‘ﬂrg : 1
gileadcopay.(om panapply. H Check if you're eligible Check if you can get
877-505-6986 8663167 . $7 500 max/year, re-apply Enroll i“r:;:';"'a““ below LV > > i medadoryl . maretgelemploye.
« $7200mad/calendaryear - $4,800 initial gra i g i
+ No income restrictions 48,000 max/year, = |ﬂtl]|'|'IE {m% FFI_ [$‘13,5&ﬂ:| D lmagaref’.lcts.(omﬂslate;/ above 138% FP'J)"I' 4 “ LL
+ Covers co-pays, deductibles « Income <500% FP| T ealth-insurance-exchang (>$16,753) 4
and co-insurance « Based on taxable + m' {M ﬂﬂmm Iﬂdﬂ] X . ) 4 ouri "
- nug-apmnnually asneeded go:n \inepf:, 1040 adjus‘[mem e;o;iril?an;;:::sr:rgv:;?m?ts Q‘@“" ﬂro%(.
« US resident « Medicare plans on . ; .
 Notavailablefor persons with  + Coversco-pays, de§  + Based on taxable income ':;:::Ta :vn'i‘L;f::ft'nm;;;g;';L
Medicaid, Medicare, VA or other  and co-insurance + H N
st pescipioncg - sresdent | (10401in€ 7, 1040 EZline 1) Bao.50. ot atnumplans
programs ~hamacesantif o Must be insured (as listed afford them, Gareflly
undation di - e d
If pharmacy is unable to process = h.mre select the right plan for you. : 3
Gilead's Co-pay Card, keep sales under “::_5 . ﬂl'lli‘ Enrollin the A Retail cost
and pharmacy receipts. Call « Covers pays Special enroliment Gilead MAP. 500% FPL of Truvada
- - i i (2018FPL:$12,140
wmermiadoomat N proof of US residence (utility i o con!
Submit paperwork for reim These A I ; truvada-patient- per dependent, higher
bursement for allrefills. Some P | bill, etc.) “:ﬂi"fl“‘fre-(‘ehn‘t“'?m“: "&':59"“’:: ok z:‘i‘g‘-‘ in isto FPL% i Alaska and Hawall,
Mtr.i(tb"s apply: terms, condi- . me, » change p- assistance 10:0 o:a; m\;‘]ﬁ-?.
tions at gileadcopay.com. « (ase managers available to . ~alydngaasts ~
help resolve medical cost : ﬁ:.{gi&‘&f_‘gﬂ,"lﬁﬂf';ﬁ“}ﬂﬁﬁ | sy mPlinones
FSA (flexible Spending account) ESUES [ﬂm—ﬁl—ﬂ:ﬂ] : MASSACH Illlgz}l';;ngin?uﬁfpmpdap (cost of drug, services)
Employer F5As can help cover up to « NEW YORK: tinyurl.com/NYprepAP (cost of services)

$2,600 of out-of-pocket costs. « VIRGINIA: tinyurl.com/VAprepDAP

« WASHINGTON: tinyurl.com/WAprepDAP (cost of drug)

www.projectinform.org



Copay Assistance

@ Patient Advocate Foundation . _ -
Providing Critical Financial
/

- Support for Patients ' |
- Nationwide Since 2004 J

e —

DISPENSING HELP, DELIVERING HOPE

ELIGIBILITY REQUIREMENTS

Do | qualify for financial assistance?

HOW TO APPLY ONLINE

PATIENT TESTIMONIALS

What our patients are saying about CPR...

-

WELCOME TO PATIENT ADVOCATE FOUNDATION'S CO-PAY RELIEF COMPANY NEWS ANNOUNCEMENTS

What is the Patient Advocate Foundation Co-Pay Relief Program? Email Address® "S_:;’;‘::“;s sl
PAF Co-Pay Relief (CPR) provides direct financial assistance to qualified patients, assisting [ | these PAr topics
them with prescription drug co-payments their insurance requires relative to their diagnosis. (] PAF News,
CPR call counselors work directly with the patient as well as with the provider of care to obtain FirstName® = posent :
necessary medical, insurance and income information to advance the application in an | Resources &

expeditious manner. Upon approval, payments are made: Disease

Last Name * I



Medication Access Program

PETTYE L L

YES

(employer, private, insurance marketplace, COBRA, Medicare, Medicaid)
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Gilead Advancing Access
Co-pay Card
gileadcopay.com
877-505-6986

+ §7,200 max/calendar year

+ No income restrictions

« Covers co-pays, deductibles
and co-insurance

« Re-apply annually as needed

« US resident

+ Not available for persons with
Medicaid, Medicare, VA or other
state/federal prescription drug
programs

If pharmacy is unable to process
Gilead's Co-pay Card, keep sales
and pharmacy receipts. Call
number on back of co-pay card.
Submit paperwork for reim-
bursement for all refills. Some
restrictions apply: terms, condi-
tions at gileadcapay.com.

Patient Access
Network Foundation
panapply.org
866-316-7263
+ $4,800 initial grant, up to
58,000 max/year, re-apply
- Income <500% FPL ($60,700)
« Based on taxable income
(1040 line 7, 1040 EZ line 1)
= Medicare plans only
= Covers co-pays, deductibles
and co-insurance
« US resident
« Pharmacies can bill PAN
Foundation directly

Patient Advocate
Foundation (PAF)
tinyurl.com/PAFhelp,
or Coays.org

« §7,500 max/year, re-apply

+ Income <400% FPL (548,560)
+ COLI (cost of living index)
adjustments

« Based on taxable income
(1040 line 7, 1040 EZ line 1)

« Must be insured (as listed
under“YES" above)

= Covers co-pays only

« Proof of US residence (utility
bill, etc.)

« Case managers available to
help resolve medical cost
issues (800-532-5274)

These programs may be subject to funding shortfalls,
which may limit enrollment.

FSA (flexible spending account)

Employer F5As can help cover up to
2,600 of out-of-pocket costs.

PROJECT

INFORM

projectinform.org/prep-chart
Updated: July 20, 2018

~———NO |

U.S. RESIDENT?

\‘\“at's the d%?

NON-RESIDENT/
UNDOCUMENTED?

B

Find a public clinic
(FOHC) that serves
undocumented patients.
(findahealtheenter hrsa.gov}

H 1
A - Checkif you're eligible (Check if you can get
. below 138% FP'JYT » p foryour state Medicaid insurance through
Enroll in an insurance (<$16,753) plan. (medicaid org) marketplace/employer.
marketplace
obamacarefacts.com/state- LL

health-insurance-exchange/

Avoid Bronze plans if you can:
they generally have higher costs.
Silver plans will offer lower costs

for people earning up to 250% FPL
(530,350). Gold & Platinum plans
offer better coverage if you can

s
abm'l).’;ﬁgl'llyr 4‘ ‘._
4

afford them. Carefully
select the right plan for you.

Special enrollment
You can get insurance at other times
for “qualifying life events”such as: pregnancy, loss/
change of job, change in household size, change in
income, recent move, change in citizenship.

« CALIFORNIA: tinyurl.com/CAprepAP

If you're a resident, these . mmg&m ljn'yluﬂ,m;'rl-.nl"mp;el?ml’

" . : tinyurl.com/ILprep
stateplans mayalso helpif 1\ ol iy GETTS: crine.org/prepdap (cost o drug,services)
you'reinsured oruninsured: . NEW YORK: tinyurl.com/NYprepAP (cost of services)

« VIRGINIA: tinyurl.com/VAprepDAP
« WASHINGTON: tinyurl.com/WAprepDAP (cost of drug)

Enrollin the
Gilead MAP.

www.truvada.com/
truvada-patient-
assistance

www.projectinform.org



ication Assistance Program

&« > C | & Se | https://www.gileadadvancingaccess.com

ADVANCING

AL CCE

Glossary Get Started with Advancing Access For Professlonals

FINANCIAL SUPPORT INSURANCE SUPPORT

« > C | @ Secure | https://www.gileadadvancingaccess.com

PROGRAM

The Advancing Access
PATIENT SUPPORT
RROGRAM

2| and coverage support for

% The Advancing Access
CO-PAY COUPON

Helping you save on your Gilead
prescription co-pay. Get Started

[g GILEAD Terms of Use

ADVANCING ACCESS, GILEAD, and the GILEAD Logo are trademarks of Gilead Sciences, Inc.

INSURANCE

SUPPORT

Help with Coverage & Benefits

Help When Insurance &
Coverage Changes

Understanding Insurance

Advancing Access

OVERVIEW

Enrollment Form, or enroll online to

| Site Map




Medication Assistance Program

ADVANCING

ENROLLMEHT FORM  PAGE1OF3

DLCIE 9 AN B9

ACCESS

|| Pries sutherization anf

| Benetis insscnigasin

I || Puisees Assisianca Program [PAP) or Madication Assisiancs Program (MAP) E

I

Froduct Nama:

I I raquasting TRUVAD, pleass indicat for | Treammant

i

Frst Namia: Larst N
Apainit#
Stata: | Zip Cada:

Email:

Ahgenane Contact Mama:

COHTACT AUTHORIZATION

I | Suthosize Asvaeeing Aoross 10 ko 3 B0 MSRags, kg tha nams of

Patie is iNSuréed Meass 81 oot ol of the sppicakls murnce rdemstizn
Bekcm Adtmch copp— frert and back —of paser card)

Primary Insuarca:

[

Flan rama: n:
Subseriber Fulicy Holdar

Harms: Hama:

Pulicy 5: | Geoup £: | ®

|| chock bos ifpasant has secandary insurance coweaga and fax a copy of sl

Preseringe Nama:

Addross: i
Stata: I Zip Coda: o1
Fhong £ Fof
Tax IO s,

p.um-mlnﬂn.lb-u-nnun-n ottt ) el tireaig i e Irasied
£ vy knervlecigza. | agre Hhat | shall ra

Program (PAPIMAP"] from any gevamma—e Fogiam or v sty imue

# pramsring T For PYEP, | cartity that the sppicant ha teen mted for HA rischicn of
spplzants care pan s part of mrp apEAzants sligisaty, | agres tn penozicaly ey cobrued
| cartely umt | s secasmcl e aproriats wetien mshorizstion o e pabent, i scoodence

8 papcae ot
nepport, prviuon of fin

ADVANCING ACCESS ENRIOLLMENT FORM  PHONE 1-800-226-2086  FAX: 1-800-2W-6287

PATIENT MAME:

| understand that | must complete this enrollment form before | can receive assistal
Advancing Access ("Program”) and the Patient Assistance Program/Medication Assi

of this process, Gilead and its agents and contractors (collectively, "Gilead ") will nee|
my personal and medical information as described below. | hereby authorize my by
disclose my personal and medical information as described below to Gilead in con
PAP/MAP, all in accordance with this authorization, and | authorize Gilead to use an
with the amhnnzamn

: Personal health information {"PHI"), including infarm
name, mailing address, financial information, and insurance information), my past|
{including information about my HiV-related status or treatment with this preserip
condition), and all information provided on this enrollment form.

Persons Authotized to Disclose My Information: My healtheare providers, including
medication, and any health plans or proguamsthat provide me healtheare benefits
providers may receive remunesation for disclosing my PHI pursuant to this authori3
Persons to Which My Information May Be Disdosed: Gilead, including the third paf
administration of the Program and the PAP/MAP.

: Disclosures of PHI may be mag
disclose the PHI for purposes of: 1) completing the enrollment pracess and verifyin|
my eligibility for benefits from my health plan or other programs; 3) providing fing|
support, and communicating with my healthcare providers, induding, but not limi

iption medication to me; 4) contacting me to evaluate the effectiveness of th
Gilead's internal business purposes, including quality control and support enhancif
information, offers, an:lecf'LI tional materials related to my treatment andor my p|
customer relationship marketing program (this use of my personal information is d
the signatures below, | may opt in).
| understand that once my PHI has been disclosed hereunder, federal privacy law nf
| understand further that | may refuse to sign this authorization and thatif | refuse,
ability to abtain treatment from my healthcare providers will not change, but Iwill
by Program andyor the PAP/MAR | also understand that | may cancel this authorizat
writing at Advancing Access, PO Box 13185, La Jolla, CA92039-3185.If | cancel, Gi
to obtain, use or disclose my PHI after the cancellation date, but the cancellation wi
PHI that have already been made pursuant to this authorization before the cancell
signed authorization, which expires the earlier of two (2) years from the date it is sig
underthe laws of the state in which | reside.

By chiocking this bax, | aprés 10 receive marketing information, offirs and educational matedats ralal
o P Marksding program.

SIGNATURE of PATIENT or PATIENT'S REPRESENTATIVE [REGLIRED)
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| cavsty st al of th prsdad in this inetisding P , & compking and accurta. | Lndarstand Tat fRAGTAM ASSEIAS
il armsinate it Adhvancing Acodst bocamis awaed o aey Tace o INEcuniia infeemasion of I this MG Caion & na langar Peoscribed tor ma. | undsestand that
camplating this applkcation doss nat ansure that | vl Gualfy for patiens asstaance. It recsive e product hrough the FARMAR | carify that | will not seak

cracit for this mads any insures, hasith plie, or gowammeant program, I | am a nembse of & Medicars Part D plan, | vl not sesi
s have this medhcation o any o6t for Rems associated with it couned as par of my out-f-pocked cost for prescription drugs. | undersiand St the PARIMAR
resarves iha righe s mockly e appliciriion form, mmm i ciscontivs this program, of leMsinate assilance al ay 1me and withaust nofice. | ashoriza the
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SIGMATURE OF PATIENT/PATIENT REPRESENTATIVE:
FECURED ONLY IF APPLITHG FOR PRAmAR

DATE:

FAX COMPLETED FORM TO ADVANCING ACCESS AT 1-800-216-6857
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State Plans

- lllinois - IDPH PrEP Assistance Program

- PrEP Navigation, funding for cost assistance through IDPH
Massachusetts - Massachusetts Pre-Exposure Prophylaxis Drug Assistance
Program (PrEP-DAP)

- Assistance for copays, co-insurance, full cost of Truvada ®

- Limited to <500% FPL
Washington - Pre-Exposure Prophylaxis Drug Assistance Program (PrEP-
DAP)

- PrEP Navigation, assistance for medication and cost of labs/visits

- No income limitation
New York - Pre-exposure Prophylaxis Assistance Program (PrEP-AP)

- Assistance for cost of labs and provider visits

- Enrollment criteria based on AIDS Drug Assistance Program (ADAP)
California - PrEP Assistance Program (PrEP-AP)

- Launched early 2018

- Assistance for cost of labs and provider visits

- Limited to <500% FPL



Advice to patients

- Find out your deductible
- Find out your Truvada® copay
- Find out your estimated costs of visits and labs

- If you need an insurance plan from the marketplace, avoid
Bronze Plans due to high out-of-pocket expenses

- Use Flexible Spending Account to offset any out-of-pocket
expenses



D
Vanderbilt PrEP Clinic

- Sample: N=69
- Insurance plans: Cigna, Aetna, TennCare

- Specialty Pharmacies: Navitus, CVS Caremark,
OptumRXx, Express Scripts

- Copay range: $30 - $400/month



L
Vanderbilt PrEP Clinic

- Patients paying any out-of-pocket cost: 11
- TennCare ($3 copay): 3
- Qualified for assistance through foundation: 3

- Annual out-of-pocket costs (N=5): $220 - $2400

- Copay assistance goes toward deductible/out-of-pocket max until
exhausted

- Remainder of deductible paid throughout the remainder of the year



Other cost considerations

Month 0 « Screen for HIV Labs:
e Confirm HBV and HCV status - HIV screen: 5
e Check serum creatinine - Serum creatinine:
» Screen for STIs 3

Month 3 e Screen for HIV - STI screen: 3
e Check serum creatinine - HBV screen: 1

Month 6 e Screen for HIV - HCV screen: 1
e Screen for STIs

Month 9 » Screen for HIV Clinic visits: 5
» Check serum creatinine

Month 12 e Screen for HIV Other:

HBV vaccination
STI Treatment

e Screen for STIs



Cost effectiveness of PrEP
Number needed to treat

- Number needed to treat
- Inverse of absolute risk reduction
- Varies depending on population
- Key factors are HIV prevalence, acquisition risk factor, and efficacy

of PrEP
- In reality, these factors vary within a single population



Number needed to treat

Condomless anal
receptive sex (all)

35

@ 1 Partner

5 Overall, NNT = 62
3 Lower NNT:
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kS Overall NNT (62) anal receptive
o
% 0 25 Partnisrs ®> 5 Partners ) Z?r)is
2 Positive Partner Condormless anal receptive sex with HIV- e Cocaine use
é ®  eSel-Reporied STI @ unknown partner
z

® Syphilis

® Condomless anal receptive
sex with HIV+ partner

w @ Condomless anal receptive sex with HIV- partner

- ® Cocaine
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Population Attributable Fraction

Buchbinder SP, Glidden DV, Liu AY, McMahan V, Guanira JV, Mayer KH, et al. HIV pre-exposure
prophylaxis in men who have sex with men and transgender women: a secondary analysis of a phase 3
randomised controlled efficacy trial. Lancet Infect Dis 2014,14:468-475.


Presenter
Presentation Notes
iPrex (~2500 participants randomized to TDF/FTC vs placebo)
Condomless anal receptive sex with HIV+ partner – 1%, so underpowered for this study
PAF: describes attribution of risk factor to HIV acquisition
NNT factors HIV incidence and drug efficacy; lowest NNT would be for a high HIV-prevalent population and very effective drug
This assumed 44% HIV risk reduction, which does not take adherence into account (iPrex reported 92% risk reduction when adherence is considered)


Cost effectiveness of PrEP

- Incremental cost effective ratio (ICER)

- The difference in cost between two possible interventions, divided
by the difference in their effect

- Equivalent to the cost per quality-adjusted life year (QALY)

- Cost effectiveness depends on the population
- Very cost effective strategy = ICER < per capita GPD
- Cost effective strategy = ICER < 3x per capita GDP



Cost effectiveness of PrEP
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Cost effectiveness of PrEP in reducing HIV depends on:
« Extent of PrEP coverage
» Other factors that reduce HIV

Shen M, Xiao Y, Rong L, Meyers LA, Bellan SE. The cost-effectiveness of oral HIV pre-exposure
prophylaxis and early antiretroviral therapy in the presence of drug resistance among men who have
sex with men in San Francisco. BMC Med 2018,16:58.


Presenter
Presentation Notes
Low: 25%
Medium: 50%
High: 80%


Cost effectiveness of PrEP

- In San Francisco, expanding PrEP is cost-effective,
especially when combined with early ART
- PrEP for 80% of high-risk individuals would reduce new infections
52% over 20 years
- Cost of $132,520 per QALY gained
- Earlier ART would reduce new infections by 22% over 20 years
- Cost of $4745 per QALY gained
- PrEP for 80% + earlier ART would reduce new infections by 57%
over 20 years
- Cost of $115,320 per QALY gained

Per capita GDP of San Francisco = $81,347
Per capita GDP in San Francisco x 3 = $244,041

Shen M, Xiao Y, Rong L, Meyers LA, Bellan SE. The cost-effectiveness of oral HIV pre-exposure
prophylaxis and early antiretroviral therapy in the presence of drug resistance among men who have
sex with men in San Francisco. BMC Med 2018,16:58.


Presenter
Presentation Notes
Model estimates cost effectiveness using ICER (incremental cost effectiveness ratio)
If ICER <per capita GDP of SF ($81,347) = strategy is very cost effective
If ICR is <3x per capita GDP ($244,041) = strategy is cost-effective


Cost effectiveness of PrEP

- Cost per QALY gained varies by city and population
- High-risk MSM in NYC: $31,970
- High-risk MSM in Los Angeles: $27,863 — $37,181
- High-risk MSM in USA: $52,443
- All MSM in USA: $172,091 — $216,480

Per capita GDP of USA: $57,466.79

Desai K, et al. AIDS. 2008 Sep 12; 22(14):1829-39
Drabo EF, et al. Clin Infect Dis. 2016 Dec 1; 63(11):1495-1504.
Juusola JL, et al. Ann Intern Med. 2012 Apr 17; 156(8):541-50.



Cost effectiveness of PrEP

- To make PrEP cost-effective:
- Target those at highest HIV risk for intervention
- Combine with other HIV-reduction efforts
- Lower the cost of PrEP?



Patient scenarios



Case l

- 29yoM presenting to discuss initiation of TDF/FTC for HIV
risk reduction. He is MSM, has anal insertive and
receptive sex with inconsistent condom use, and has a
history of chlamydia. He is enrolled in an ACA
Marketplace Bronze Plan. He is self-employed with an
annual income for >$70,000.



Case 1l

- He contacted his insurance company and discovered his
monthly copay for Truvada is $500.



Case l

Which assistance option will be most helpful in making
Truvada® affordable?

A. Patient Advocate Foundation (PAF)
Gilead Advancing Access Program

Gilead Medication Access Program
Patient Access Network Foundation
None, he can afford it

moU O W



Case l

Which assistance option will be most helpful in making
Truvada affordable?

A. Patient Advocate Foundation (PAF)
Gilead Advancing Access Program

Gilead Medication Access Program
Patient Access Network Foundation
None, he can afford it

moU O W

This is the Gilead copay assistance program
* No income limitations
o Up to $7,200 benefit per calendar year
» Federal beneficiaries excluded



Case 1l

- Annual copay cost = $500 x 12 = $6000

- Copay cost is less than Gilead Advancing Access $7200
annual benefit

- Out-of-pocket medication cost = $0



Case 2

- 65yoM who has been taking TDF/FTC for the past year.
He is married to a woman who is HIV+, engaged in care
and reportedly undetectable. He recently enrolled in
Medicare, but did not enroll in Part D. He therefore has no
coverage. He makes $30,000 annually.



Case 2

What can be done?

A. Explore enroliment in Medicare Part D
B. Gilead Medication Access Program

C. Explore private foundations (PAN, PAF)
D. All of the above



Case 2

What can be done?

A. Explore enroliment in Medicare Part D
B. Gilead Medication Access Program

C. Explore private foundations (PAN, PAF)
D. All of the above

 Why didn’t he enroll in Medicare Part D?

» If enrolled in Part D, PAN/PAF could offer copay assistance (but PAN
not currently accepting applications)

» His most reliable immediate option is Gilead MAP



Case 3

- 41yoM is taking TDF/FTC and pays $0 for medication
thanks to the Advancing Access Program. He states he
recently received a bill for $800 following administration of
ceftriaxone for gonorrhea diagnosed at his last visit. He
now declines any STI testing. He reports 11 partners over
the past 3 months with inconsistent condom use.



D
Case 3

What would you recommend?
A. Respect patient’s autonomy and stop STI testing
B. Test for STIs only every 6 months

C. Discharge patient from your clinic as you cannot
provide complete PrEP services

D. Recommend STI testing at Health Department or
FQHC



D
Case 3

What would you recommend?
A. Respect patient’s autonomy and stop STI testing
B. Test for STIs only every 6 months

C. Discharge patient from your clinic as you cannot
provide complete PrEP services

D. Recommend STI testing at Health Department or
FQHC

« Always advise patient to check with their insurance before ordering tests,
scheduling visits, or administering medications.

» If high costs are anticipated, there may be alternative sites that offer these
services at lower costs.



L
Case 4

- You work at a large academic medical center. One of the
partners of one of your HIV+ patients is interested in
starting PrEP. He 34yoM, MSM, undocumented,
uninsured and states cost is a major barrier for all of his
healthcare. He recently received treatment for gonorrhea
at an affordable local community health center.



L
Case 4

What is his best option?

A. Schedule him in your clinic and enroll him in the Gilead
Medication Access Program

B. Recommend he discuss PrEP with his prior provider
C. Discuss enrolling him in Ryan White
D. Combine multiple different cost assistance programs



L
Case 4

What is his best option?

A.

Schedule him in your clinic and enroll him in the Gilead
Medication Access Program

Recommend he discuss PrEP with his recent provider
Discuss enrolling him in Ryan White
Combine multiple different cost assistance programs

This patient represents a significant high-risk group with low PrEP accessibility
Ryan White does not fund care for HIV-negative patients

He will need not only medication assistance, but assistance for labs and visits
FQHCs may have affordably discounted labs and visits. This, in combination with
Gilead MAP, may make PrEP affordable

Could also investigate state funding, if available



L
Thank you!

Questions?
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