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Prescription Drugs States Seek to Import from Canada

Purpose

This is a living document maintained by the Partnership for Safe Medicines (PSM). Within it, you
will find a collection of all the drug lists from known drug importation applications (SIPs),
including previous versions superseded by subsequent filings.

In 2003, the Medicare Modernization Act included a provision to allow states to import
prescription drugs from Canada as long as doing so would not endanger patients and that it
would give significant savings to the American consumer. A federal rule was not finalized until
2020. That finalized rule can be seen here and it governs the requirements of any state’s
application to the FDA to operate a program to import medicine from Canada. As part of a
Section 804 program application, a state needs to provide a list of drugs they seek to import.

Methods

The drug lists were collected in one of three ways:
1. A state publicly published the SIP application containing the drug list
2. PSM obtained the information through a Freedom of Information Act (FOIA) request
3. The information was obtained from public evidence from ongoing litigation.

Notes

As of January 29, 2024, legislators in Colorado, Connecticut, Florida, Maine, New Hampshire,
New Mexico, Texas, and Vermont have drafted applications though not all to the same level of
detail. To the best of PSM’s knowledge, Connecticut, Maine, Texas, and Vermont have not
submitted drug lists. If/when a state does, that information will be included in this document.

SIP applications included in this document are:

Colorado: Eebruary 2024", December 2022, and March 2020

Florida: November 20232, October 2023, April 2023, November 2021, September 2021, April
2021, and November 2020.

New Hampshire: April 2021

New Mexico: December 2020 and October 2020

This is a living document that PSM will maintain that collects all drug lists from all known

importation applications, including previous versions superseded by subsequent filings

' Information from this SIP application was added as part of the February 27, 2024 update
2 Information from this SIP application was added as part of the April 15, 2024 update.


https://www.hhs.gov/sites/default/files/importation-final-rule.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/Colorado-Section-804-SIP-Application-Amended-2.27.24.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/Colorados-Drug-Importation-Program-2022-Formal-SIP.pdf
http://www.safemedicines.org/wp-content/uploads/2019/09/Colorado-Draft-SIP-Version-3-9-2020.pdf
https://www.safemedicines.org/2024/04/floridas-final-submission-documents-for-its-canadian-drug-importation-program.html
https://www.safemedicines.org/2024/01/florida-sip-application-dated-oct-20-2023.html
https://www.safemedicines.org/wp-content/uploads/2019/09/FLSIPresponseSupplement.pdf
https://www.safemedicines.org/wp-content/uploads/2023/06/Florida-SIP-Proposal-Amended-Nov.-11-2021.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/FL-SIP-Application-Sept-2022.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/FL-SIP-Applicatiom-April-2021.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/FL-SIP-Applicatiom-April-2021.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/SIP-Proposal-to-HHS-11-23-2020.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/New-Hampshire-Application-4-2021.pdf
http://www.safemedicines.org/wp-content/uploads/2019/09/NM-Finalized-Application-1.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/Prescription-Drug-Importation-Program-Application.pdf

The State of Florida's Section 804 Importation
Program (SIP) Proposal for the Importation of
Prescription Drugs from Canada

Submitied Detabar 20, 2023

Source: FOIA Responsive Document
November 16, 2024 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website

The following drugs were submitted as part of Florida’s SIP application dated November
16, 2023.

Biktarvy Descovy Dovato Genvoya
Juluca Odefsey Prezcobix Prezista
Ravicti Rexulti Symtuza Tivicay
Vraylar Xtandi

On the next 2 pages, we have included the original 2 page PDF from Florida’s
November 16, 2023 application. Please note: the state of Florida indicated revisions or

additions to the text of its SIP by displaying those words in red.

Updated April 15, 2024


https://www.safemedicines.org/2024/04/floridas-final-submission-documents-for-its-canadian-drug-importation-program.html

Florida’s List of Prescription Drugs to Import

The FDA rule requires the SIP to include the following information related to the prescription drugs
that will be imported:

e Names and Drug Identification Numbers (DIN) of selected drugs to import.

« Information of the applicant that holds the New Drug Applications (NDA) or Abbreviated
New Drug Applications (ANDA).

* Name and address of the manufacturer of the finished dosage form.

« Names and addresses of manufacturers of the prescription drugs and active ingredients.

As part of this proposal, the State is providing the list of prescription drugs it will initially attempt
to import under the SIP. The final list of imported prescription drugs is subject to change and can
be addressed in an amended SIP or through the pre-import request, based on the FDA’s
preference. At the time of this submission, the State does not know the addresses of the
manufacturers' facilities that produce the finished dosage forms or active ingredients.

Florida has chosen a limited set of drugs that will yield the highest potential savings. Also, these
specific medications allow Florida the best opportunity to maximize the importation program’s
benefits while remaining compliant with federal law. After the program has proven to be a success,
the State intends to amend its SIP to expand the list of medications that will be imported.

The list of proposed drugs for this SIP is in Table 1, Proposed Drug List, below. Full information
regarding each drug as listed in the above bullets and the proposed labels can be found in
Attachment D, Wholesale Importation Drug List. The State will import only the strengths and
dosage forms that are listed below.

TABLE 1*
PROPOSED DRUG LIST

Brand Name (active ingredients)

Dose / Dosage Form

Biktarvy (bictegravir-emtricitabine-
tenofovir alafenamide)

50-200-25 mg tablet
30-120-15 mg tablets will not be imported.

Descovy (emtricitabine-tenofovir
alafenamide)

200-25 mg tablet
120/15 mgq tablets will not be imported.

Dovato (dolutegravir-lamivudine)

50-300 mg tablet

Genvoya (elvitegravir-cobicistat-
emtricitabine-tenofovir alafenamide)

150-150-200-10 mg tablet

Juluca (dolutegravir-rilpivirine)

50-25 mg tablet

QOdefsey (emtricitabine-rilpivirine-
tenofovir alafenamide)

200-25-25 mg tablet

Prezcobix (darunavir-cobicistat)

150-800 mg tablet

Prezista (darunavir)

75 mg tablets will not be imported.

150 mg tablet

600 mg tablet

800 mg tablet

100mg/ml suspension will not be imported.

Ravicti (glycerol phenylbutyrate)

1.1 g/mL oral liquid

Rexulti (brexpiprazole)

0.25 mg tablet
0.5 mg tablet
1 mg tablet

Update 10/20/23, Page 13
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Updated April 15, 2024



TABLE 1*
PROPOSED DRUG LIST

Brand Name (active ingredients) Dose / Dosage Form

2 mg tablet
3 mg tablet
4 mg tablet

Symtuza (darunavir-cobicistat- 150-800-200-10 mg tablet
emtricitabine-tenofovir alafenamide)

Tivicay (dolutegravir) 10 mg tablets will not be imported.

25 mg tablets will not be imported.

50 mg tablet

5 mg tablets for oral suspension (Tivicay PD) will not
be imported.

Vraylar (cariprazine) 1.5 mg capsule
3 mg capsule
4.5 mg capsule
6 mg capsule

Xtandi (enzalutamide) 40 mg capsule
40 mg tablets will not be imported.
80 mg tablets will not be imported.

*Revised to exclude Eliquis, Entresto, and Eucrisa.

REMAINDER OF PAGE INTENTIONALLY LEFT BLANK
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The State of Florida's Section 804 Importation
Program (SIP) Proposal for the Importation of
Prescription Drugs from Canada

Submitied Ociobaer 20, 2023

Source: FOIA Responsive Document
October 20, 2023 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website

The following drugs were submitted as part of Florida’s SIP application dated October
20, 2023.

Biktarvy Descovy Dovato Genvoya
Juluca Odefsey Prezcobix Prezista
Rauvicti Rexulti Symtuza Tivicay
Vraylar Xtandi

On the next 3 pages, we have included the original 3 page PDF (Attachment D) from
Florida’s October 20, 2023 application. Please note: the state of Florida indicated
revisions or additions to the text of its SIP by displaying those words in red.

Updated April 15, 2024


https://www.safemedicines.org/2024/01/florida-sip-application-dated-oct-20-2023.html

Attachment D: Wholesale Importation Drug List

Update 10/20/23

Updated April 15, 2024



This attachment incorporates by file a document for each drug identified below. For each drug,
the Agency intends to import all strengths and dosage forms listed on the cover sheet. The Agency
does not intend to import any approved dosage form or strength combination not listed on the
cover sheets. Each file contains:

e A drug label cover sheet providing each eligible prescription drug’s FDA-approved
counterpart, the manufacturer(s) of the finished dosage form and the active ingredient or
ingredients of each eligible prescription drug that the SIP Sponsor seeks to import, the
legal relationship of these entities to the SIP Sponsor, and information about the HPFB-
approved product and its FDA-approved counterpart. Unless otherwise specified,
information on each of the cover sheets, including proprietary/brand names, active
ingredients, inactive ingredients, and dosage forms, are identical for both HPFB- and FDA-
approved products and will not be listed separately. Ingredient names referring to the
same chemical entity may be different between HPFB-approved monographs and FDA-
approved labels. A list of such entities will be provided at the end of this document.

e The proposed label and side-by-side comparison of proposed label to FDA-approved
drug label, including the Prescribing Information, carton and container labeling, and patient
labeling (e.g., Medication Guide, Instructions for Use, patient package inserts), with all
differences annotated and explained.

e The proposed package insert.

* The FDA-approved package insert.

* The HPFB-approved package insert.

e Marketing Status in the United States.

Drug Name
Biktarvy Descovy Dovato
Genvoya Juluca QOdefsey
Prezcobix Prezista Ravicti
Rexulti Symtuza Tivicay
Vraylar Xtandi

Updated April 15, 2024



Interchangeable chemical names:

Each row represents all listed names for the same chemical entity separated by semicolon.

Tenofovir alafenamide fumarate; Tenofovir alafenamide hemifumarate
Macrogol, PEG; Polyethylene glycol

Sunset yellow FCF aluminum lake; FD&C Yellow No. 6

Ferric oxide; Iron oxide

HCI; Hydrochloride

Caprylocaproyl macrogolglycerides, Caprylocaproyl polyoxylglycerides

Glycerol; Glycerin

Updated April 15, 2024



The State of Florida's Section 804 Importation
Program (SIP) Proposal for the Importation of
Prescription Drugs from Canada

Submitted Nevamber 23, 2020
Mmervded April 19, 2021
Amended Seplamber 15, 2021
Amended November 11, 2021
Amanded Aprll 7, 2023

Source: PACER document
April 7, 2023 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of Florida’s SIP application dated April 7,

2023.

Biktarvy
Entresto

Odefsey
Rexulti

Xtandi

Descovy
Eucrisa

Prezcobix

Symtuza

Dovato
Genoya

Prezista

Tivicay

Eliquis
Juluca

Ravicti

Vraylar

On the next two pages, we have included the original two-page PDF from Florida’s April
7, 2023 application. Please note: the state of Florida indicated revisions or additions to
the text of its SIP from previously submitted versions by displaying those words in red.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/FLSIPresponseSupplement.pdf

Case 8:22-cv-01981-TPB-JSS Document 75-1 Filed 04/21/23 Page 35 of 77 PagelD 6068

Florida’s List of Prescription Drugs to Import

The FDA rule requires the SIP to include the following information related to the prescription drugs
that will be imported:

* Names and Drug Identification Numbers (DIN) of selected drugs to import.

« Information of the applicant that holds the New Drug Applications (NDA) or Abbreviated
New Drug Applications (ANDA).

* Name and address of the manufacturer of the finished dosage form.

* Names and addresses of manufacturers of the prescription drugs and active ingredients.

As part of this proposal, the State is providing the list of prescription drugs it will initially attempt
to import under the SIP. The final list of imported prescription drugs is subject to change and can
be addressed in an amended SIP or through the pre-import request, based on the FDA's
preference. At the time of this submission, the State does not know the addresses of the
manufacturers' facilities that produce the finished dosage forms or active ingredients.

Florida has chosen a limited set of drugs that will yield the highest potential savings. Also, these
specific medications allow Florida the best opportunity to maximize the importation program'’s
benefits while remaining compliant with federal law. After the program has proven to be a success,
the State intends to amend its SIP to expand the list of medications that will be imported.

The list of proposed drugs for this SIP is in Table 2, Proposed Drug List, below. Full information
regarding each drug as listed in the above bullets and the proposed labels can be found in
Attachment D, Wholesale Importation Drug List. The State will import only the strengths and
dosage forms that are listed in the SIP Proposal.

TABLE 2
PROPOSED DRUG LIST

Brand Name (active ingredients)

Dose / Dosage Form

Biktarvy (bictegravir-emtricitabine-tenofovir alafenamide)

50-200-25 mg tablet

Descovy (emtricitabine-tenofovir alafenamide)

200-25 mg tablet

Dovato (dolutegravir-lamivudine)

50-300 mg tablet

Eliquis (apixaban)

2.5 mg tablet
5 mg tablet

Entresto (sacubitril-valsartan)

24-26 mg tablet
49-51 mg tablet
97-103 mg tablet

Eucrisa (crisaborole)

0.02 topical ointment

Genvoya (elvitegravir-cobicistat-emtricitabine-tenofovir
alafenamide)

150-150-200-10 mg tablet

Juluca (dolutegravir-rilpivirine)

50-25 mg tablet

Odefsey (emtricitabine-rilpivirine-tenofovir alafenamide)

200-25-25 mg tablet

Prezcobix (darunavir-cobicistat)

150-800 mg tablet

Prezista (darunavir)

150 mg tablet
600 mg tablet
800 mg tablet

Ravicti (glycerol phenylbutyrate)

1.1 g/mL oral liquid

Update 04/12/23, Page 12
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Case 8:22-cv-01981-TPB-JSS Document 75-1 Filed 04/21/23 Page 36 of 77 PagelD 6069

Rexulti (brexpiprazole)

0.25 mg tablet
0.5 mg tablet
1 mg tablet

2 mg tablet

3 mg tablet

4 mg tablet

Symtuza (darunavir-cobicistat-emtricitabine-tenofovir
alafenamide)

150-800-200-10 mg tablet

Tivicay (dolutegravir) 50 mg tablet

Vraylar (cariprazine) 1.5 mg capsule
3 mg capsule
4.5 mg capsule
6 mg capsule

Xtandi (enzalutamide)

40 mg capsule

REMAINDER OF PAGE INTENTIONALLY LEFT BLANK

Update 04/12/23, Page 13

Updated April 15, 2024



The State of Florida's Section 804 Importation

Program (SIP) Proposal for the Importation of
Prescription Drugs from Canada

Source: PACER document
November 11, 2021 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of Florida’s SIP application dated November
11, 2021.

Harvoni Epclusa Mavyret Zepatier

Latuda Farxiga Tradjenta Januvia

Spiriva Respimat Combivent Wixela Incruse Ellipta
Respimat

Kaletra Genvoya Complera Stribild

Emtricitabine Odefsey Edurant Intelence

Tenofovir DF

Triumeq Biktarvy Isentress Descovy

Juluca

On the next four pages, we have included the original four-page listing from Florida’s
November 11, 2021 application. Please note: the state of Florida indicated revisions or
additions to the text of its SIP by displaying those words highlighted in yellow.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2023/06/Florida-SIP-Proposal-Amended-Nov.-11-2021.pdf

Case 8:22-cv-01981-TPB-JSS Document 42 Filed 12/29/22 Page 518 of 670 PagelD 5454

Florida’s List of Prescription Drugs to Import

The FDA rule requires the SIP to include the following information related to the prescription
drugs that will be imported:

¢ Names and Drug Identification Numbers (DIN) of selected drugs to import

* Information of the applicant that holds the New Drug Applications or Abbreviated New
Drug Applications

« Name and address of the manufacturer of the finished dosage form

« Names and addresses of manufacturers of the prescription drugs and active ingredients

As part of this proposal, the State is providing the list of prescription drugs it will initially attempt
to import under the SIP. The final list of imported prescription drugs is subject to change and
can be addressed in an amended SIP or through the pre-import request, based on the FDA's
preference. The State will also update the list of prescription drugs with the manufacturer
information once that is confirmed (known).

Florida has chosen a more limited set of eligible prescription drug classes for which to initiate its
importation program, focusing on medications that are used to treat certain conditions (e.g.,
HIV/AIDS, asthma, chronic obstructive pulmonary disease, diabetes, etc.) and that will yield the
highest potential savings. Also, these specific medications allow Florida the best opportunity to
maximize the importation program’s benefits while remaining compliant with federal law. After
the program has proven to be a success, the State intends to amend its SIP to expand the list of
medications that will be imported.

The list of proposed drugs for this SIP is given below. Full information regarding each drug,
including the proposed labels, can be found in Attachment D.

Hepatitis C Prescription Drugs

Drug Name Active Ingredient | NDC U.S. Price | NDA/ ANDA DIN Canadian Sold
Name in

U.S.

Harvoni 90- Ledipasvir, 61958- | $1,098.94 NDA205834 02432226 | Harvoni Yes

400mg Sofosbuvir 1801-01

Epclusa 400- | Sofosbuvir, 61958- $869.05 NDA208341 02456370 | Epclusa Yes

100mg Velpatavir 2201-01

Mavyret 100- | Glecaprevir, 00074- $153.11 NDA209394 02467550 | Maviret Yes

40mg Pibrentasvir 2625-80

Zepatier 50- Elbasvir, 00006~ $260.00 NDA208261 02451131 | Zepatier Yes

100mg Grazoprevir 3074-01

Psychiatric Prescription Drugs

Drug Name Active NDC u.s. NDA/ ANDA | DIN Canadian Sold
Ingredient Price Name in
U.S.
Latuda 20mg Lurasidone HCL 63402- $40.99 | NDA200603 | 02422050 | Latuda Yes
tab 0302-30

Update 11/11/21, Page 10
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Case 8:22-cv-01981-TPB-JSS Document 42

Filed 12/29/22 Page 519 of 670 PagelD 5455

Drug Name Active NDC u.s. NDA/ ANDA | DIN Canadian Sold
Ingredient Price Name in
U.S.
Latuda 40mg Lurasidone HCL 63402- $41.00 | NDA200603 | 02387751 | Latuda Yes
0304-10
Latuda 60mg Lurasidone HCL 63402- 541.04 | NDA200603 | 02413361 | Latuda Yes
0306-30
Latuda 80mg Lurasidone HCL 63402- $41.03 | NDA200603 | 02387778 | Latuda Yes
0308-30
Latuda 120mg Lurasidone HCL 63402- $61.13 | NDA200603 | 02387786 | Latuda Yes
0312-30
Diabetes Prescription Drugs
Drug Name Active NDC 1SS NDA/ANDA | DIN Canadian Sold in
Ingredient Price Name U.S.
Farxiga 5mg Dapagliflozin 00310- $16.55 | NDA202293 | 02435462 | Farxiga Yes
tabs Propanediol 6205-30
Farxiga 10mg Dapagliflozin 00310- $16.54 | NDA202293 | 02435470 | Farxiga Yes
tabs Propanediol 6210-30
Tradjenta 5mg Linagliptin 00597- $14.79 | NDA201280 | 02370921 | Tradjenta Yes
tabs 0140-30
Januvia 50mg Sitagliptin 00006- $15.13 [ NDA021995 | 02388847 | Januvia Yes
tabs Phosphate 0112-31
Januvia 25mg Sitagliptin 00006- $15.13 | NDA021995 | 02388839 | Januvia Yes
tabs Phosphate 0221-31
Januvia 100mg Sitagliptin 00006- $15.14 | NDA021995 | 02303922 | Januvia Yes
tabs Phosphate 0277-31
Asthma and Chronic Obstructive Pulmonary Disease Prescription Drugs
Drug Name Active NDC RESS NDA/ANDA | DIN Canadian Sold in
Ingredient Price Name U.S.
Spiriva 30 caps, | Tiotropium 00597- $436.80 | NDA021395 | 02246793 | Spiriva Yes
18mcg Bromide 0075-41
Spiriva Respimat | Tiotropium 00597- $461.62 | NDA021936 | 02435381 | Spiriva Yes
2.5 mcg Bromide 0100-61
Combivent Ipatroprium 00597- $408.76 | NDA021747 | 02419106 | Combivent Yes
Respimat 20- Bromide, 0024-02 Respimat
100 mcg Albuterol
Sulfate (aka
salbutamol
sulfate)
Wixela Inhub Fluticasone 00378- $123.00 | ANDA208891 | 02495597 | Wixela Inhub | Yes
100-50 mcg Propion, 9320-32
Salmeterol

Update 11/11/21, Page 11
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Case 8:22-cv-01981-TPB-JSS Document 42 Filed 12/29/22 Page 520 of 670 PagelD 5456

Drug Name Active NDC U.s. NDA/ ANDA | DIN Canadian Sold in
Ingredient Price Name U.S.
Wixela Inhub Fluticasone 00378- $150.00 | ANDA208891 | 02495600 | Wixela Inhub | Yes
250-50 mcg Propion, 9321-32
Salmeterol
Wixela Inhub Fluticasone 00378- $199.20 | ANDA208891 | 02495619 | Wixela Inhub | Yes
500-50 mcg Propion, 9322-32
Salmeterol
Incruse Ellipta Umeclidinium 00173- $329.40 | NDA205382 | 02423596 | Incruse Yes
62.5 mcg 0873-10 Ellipta
HIV/AIDS Prescription Drugs
Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Sold in
Ingredient Price Name u.s.
Kaletra 200- Lopinovir, 00074- $8.53 | NDAD21906 | 02285533 | Kaletra Yes
50mg Ritonovir 2605-21
Kaletra 100- Lopinovir, 00074- $4.27 | NDA021906 | 02312301 | Kaletra Yes
25mg Ritonovir 0522-60
Genvoya 150- Elviteg, COB, 61958- $104.93 | ANDA207561 | 02449498 | Genvoya Yes
150-200-10 mg | Emtri, Tenof, 1901-01
tabs Alafen
Complera 200- Emtricit, 61958- $95.52 | NDA202123 | 02374129 | Complera Yes
25-300 mg tabs | Rilpivirine, 1101-01
Tenofovir DF
Stribild 150-150- | Elviteg, COB, 61958- $109.51 | NDA203100 | 02397137 | Stribild Yes
200-300 mg Emtricit, 1201-01
Tenofovir
Disop
Emtricitabine, Emtricitabine, 00093- $45.69 | ANDA090894 | 02399059 | TEVA- Yes
Tenofovir DF Tenofovir DF 7607-56 Emtricitabin
200-300mg e, Tenofovir
Odefsey 200-25- | Emtricit, 61958- $95.77 | NDA208351 | 02461463 | Odefsey Yes
25mg Rilpivirine, 2101-01
Tenofovir Ala
Edurant 25 mg Rilpivirine HCL 59676- $37.58 | NDA202022 | 02370603 | Edurant Yes
0278-01
Intelence Etravirine 59676- $10.92 | NDA022187 | 02306778 | Intelence Yes
100mg 0570-01
Intelence Etravirine 59676- $22.41 | NDA022187 | 02375931 | Intelence Yes
200mg 0571-01
Triumeq 50- Abacavir, 49702- $98.19 | NDA205551 | 02430932 | Triumeq Yes
600-300 mg Dolutegravir, 0231-13
Lamivudine
Biktarvy Bictegravir, 61958- $104.52 | NDA210251 | 02478579 | Biktarvy Yes
Emtricit, 2501-01

Tenofovir Ala

Update 11/11/21, Page 12
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Case 8:22-cv-01981-TPB-JSS Document 42 Filed 12/29/22 Page 521 of 670 PagelD 5457

Drug Name Active NDC uU.s. NDA/ ANDA | DIN Canadian Sold in
Ingredient Price Name U.S.

Isentress 400mg | Raltegravir 00006- $26.74 | NDA022145 | 02301881 | Isentress Yes

0277-61

Descovy Emtricitabine, 61958- $59.67 | NDA208215 | 02454424 | Descovy Yes
Tenofovir 2002-01
200mg-25mg

Juluca Dolutegravir, 49702- $91.75 | NDA210192 | 02475774 | Juluca Yes
Rilpivirine 0242-13

Update 11/11/21, Page 13
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The State of Florida’s Section 804 importation
Program (SIP) Proposal for the Importation of
Prescription Drugs from Canada

Source: PACER document
September 15, 2021 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of Florida’s SIP application dated

September 15, 2021.

Harvoni
Latuda

Quetiapine
Fumarate

Aripiprazole
Metformin

Spiriva

Wikela

Emtricitabine
Tenofovir

Atripla

Truvada

Edurant

Biktarvy

Epclusa
Zyprexa

Clozaril

Risperidone
Farxiga

Combivent
Respimat

Atrovent HFA

Sustiva

Efavirenz, Emtricit,
Tenofovir DF

Emtricitabine
Tenofovir DF

Intelence

Isentress

Mavyret
Olanzapine

Clozapine

Chlorpromazine
Tradjenta

Advair Diskus

Incruse Ellipta

Efavirenz

Complera

Odefsey

Triumeq

Descovy

Zepatier
Seroquel

Abilify

Fluphenazine
Januvia

Fluticasone
Propion, Salmeterol

Kaletra

Genvoya

Stribild

Invirase

Juluca

On the next seven pages, we have included the original seven-page listing from
Florida’s September 15, 2021 application.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/FL-SIP-Application-Sept-2022.pdf

Case 8:22-cv-01981-TPB-JSS Document 7-7 Filed 08/31/22 Page 11 of 130 PagelD 414

Florida’s List of Prescription Drugs to Import
The FDA rule requires the SIP to include the following information related to the prescription
drugs that will be imported:

* Names and Drug Identification Numbers (DIN) of selected drugs to import

+ Information of the applicant that holds the New Drug Applications or Abbreviated New
Drug Applications

* Name and address of the manufacturer of the finished dosage form

* Names and addresses of manufacturers of the prescription drugs and active ingredients

As part of this proposal, the State is providing the list of prescription drugs it will initially attempt
to import under the SIP. Since the State has not finalized an agreement with a foreign seller and
has not secured agreements from manufacturers, the final list of imported prescription drugsis
subject to change and can be addressed in an amended SIP or through the pre-importrequest,
based on the FDA’s preference. The State will also update the list of prescription drugs with the
manufacturer information once that is confirmed (known).

Floridahas chosen a more limited set of eligible prescription drug classes forwhich to initiate its
importation program, focusing on medications that are used to treat certain conditions (e.g.,
HIV/AIDS, asthma, chronic obstructive pulmonary disease, diabetes, etc.) and that will yield the
highest potential savings. Also, these specific medications allow Florida the best opportunity to
maximize the importation program'’s benefits while remaining compliant with federal law. After
the program has proven to be a success, the State intends to amend its SIP to expand the list of
medications that will be imported.

The below chart outlines preliminary information necessary forthese prescription drugs as it
applies in both the U.S. and Canada.

Hepatitis C Prescription Drugs

Drug Name Active Ingredient | NDC U.S.Price | NDA/ANDA DIN Canadian | Sold
Name in

U.S.

Harvoni 90- Ledipasvir, 61958- $1,098.94 NDA205834 02432226 | Harvoni Yes

400mg Sofosbuvir 1801-01

Epclusa 400- Sofosbuvir, 61958- $869.05 NDA208341 02456370 | Epclusa Yes

100mg Velpatavir 220101

Mavyret 100- | Glecaprevir, 00074- $153.11 NDA2093%94 02467550 | Maviret Yes

40mg Pibrentasvir 2625-80

Zepatier 50- Elbasvir, 00006- $260.00 | NDA208261 02451131 | Zepatier Yes

100mg Grazoprevir 307401

Update 09/15/21, Page 10
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Psychiatric Prescription Drugs

Drug Name Active NDC U.s. NDA/ANDA | DIN Canadian Sold
Ingredient Price Name in
U.S.

Latuda 20mg Lurasidone HCL 63402- $40.99 | NDA200603 | 02422050 | Latuda Yes

tab 0302-30

Latuda 40mg Lurasidone HCL 63402- $41.00 | NDA200603 | 02387751 | Latuda Yes
0304-10

Latuda 60mg Lurasidone HCL 63402- $41.04 | NDA200603 | 02413361 | Latuda Yes
0306-30

Latuda 80mg Lurasidone HCL 63402- $41.03 | NDA200603 | 02387778 | Latuda Yes
0308-30

Latuda120mg | Lurasidone HCL 63402- $61.13 | NDA200603 | 02387786 | Latuda Yes
0312-30

Zyprexa 2.5mg | Olanzapine 00002- $10.06 | NDA020592 | 02229250 | Zyprexa Yes

tabs 4112-30

Olanzapine Olanzapine 65862- $0.11 | ANDA202050 | 02276712 | Teva- Yes

2.5mg 0561-30 Olanzapine

Zyprexa Smg Olanzapine 00002- $11.87 | NDA020592 | 02243086 | Zyprexa Zydis Yes

tabs 4115-30

Olanzapine Olanzapine 65862- $0.12 | ANDA202050 | 02276720 | Teva- Yes

5mg 0562-30 Olanzapine

Zyprexa 7.5mg | Olanzapine 00002- $14.38 | NDA020592 | 02229277 | Zyprexa Yes
4116-30

Olanzapine Olanzapine 65862- $0.13 | ANDA202050 | 02276739 | Teva- Yes

7.5mg 0563-30 Olanzapine

Zyprexa 10mg Olanzapine 00002- $20.79 | NDA020592 | 02243087 | Zyprexa Zydis Yes

tabs 4117-30

Olanzapine Olanzapine 65862- $0.15 | ANDA202050 | 02276747 | Teva- Yes

10mg 0564-30 Olanzapine

Zyprexa 15mg Olanzapine 00002- $31.26 | NDA020592 | 02238850 | Zyprexa 15mg | Yes

tabs 4415-30

Olanzapine Olanzapine 65862- $0.18 | ANDA202050 | 02276755 | Teva- Yes

15mg 0565-30 Olanzapine

Seroquel Quetiapine 00310- $6.42 | NDA020639 | 02236952 | Seroquel Yes

100mg Fumarate 0271-10

Quetiapine Quetiapine 46708- $0.05 | ANDA203390 | 02316099 | ACT Quetiapine | Yes

Fumarate Fumarate 0136-31

100mg

Seroquel 25mg | Quetiapine 003100275- | $3.79 | NDA020639 | 02236951 | Seroquel Yes

Fumarate 10

Quetiapine Quetiapine 46708- $0.04 | ANDA203390 | 02316080 | ACT Quetiapine | Yes

Fumarate Fumarate 0134-31

25mg
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Seroquel Quetiapine 00310- $12.07 | NDA0O20639 | 02236953 | Seroquel Yes

200mg Fumarate 0272-10

Quetiapine Quetiapine 46708- $0.11 | ANDA203390 | 02316110 | ACT Quetiapine | Yes

Fumarate Fumarate 0137-31

200mg

Seroquel Quetiapine 00310- $15.95 | NDA020639 | 02244107 | Seroquel Yes

300mg Fumarate 0274-60

Quetiapine Quetiapine 46708- $0.17 | ANDA203390 | 02316129 | ACT Quet iapine | Yes

Fumarate Fumarate 0138-60

300mg

Clozaril 25mg Clozapine 69809- $4.79 | NDA019758 | 00894737 | Clozaril Yes

tabs 0126-05

Clozapine 25mg | Clozapine 0093-4359- | $0.83 | ANDAQ74949 | 02247243 | GEN-Clozapine | Yes

01

Clozaril 100mg | Clozapine 69809- 12.06 | NDA019758 | 00894745 | Clozaril Yes
0127-05

Clozapine Clozapine 0093-7772- 1.38 | ANDAO74949 | 02247244 | GEN-Clozapine | Yes

100mg 01

Clozaril 50mg Clozapine 69809- 10.15 | NDA019758 | 02490668 | Clozaril Yes

tabs 0130-05

Clozapine 50mg | Clozapine 0093-4404- 1.68 | ANDAD74949 | 02305003 | GEN-Clozapine | Yes

01

Clozaril200mg | Clozapine 69809- 29.29 | NDA019758 | 02490676 | Clozaril Yes
0135-05

Clozapine Clozapine 0093-4405- 2.19 | ANDA074949 | 02305011 | GEN-Clozapine | Yes

200mg 01

Abilify 5mg Aripiprazole 59148- 28.64 | NDA021436 | 02322382 | Abilify Yes

tabs 0007-13

Aripiprazole Aripiprazole 62332- 0.17 | ANDA202101 | 02471094 | APO- Yes

5mg 0098-30 Aripiprazole

Abilify 10mg Aripiprazole 59148- 28.22 | NDA021436 | 02322390 | Abilify Yes

tabs 0008-13

Aripiprazole Aripiprazole 62332- 0.15 | ANDA202101 | 02471108 | APO- Yes

10mg 0099-30 Aripiprazole

Abilify 15mg Aripiprazole 59148- 28.55 | NDA021436 | 02322404 | Abilify Yes

tabs 0009-13

Aripiprazole Aripiprazole 62332- 0.16 | ANDA202101 | 02471116 | APO- Yes

15mg 0100-30 Aripiprazole

Abilify 20mg Aripiprazole 59148- 40.56 | NDA021436 | 02322412 | Abilify Yes

tabs 0010-13

Aripiprazole Aripiprazole 62332- 0.2 | ANDA202101 | 02471124 | APO- Yes

20mg 0101-30 Aripiprazole

Abilify 30mg Aripiprazole 59148- 40.69 | NDA021436 | 02322455 | Abilify Yes

tabs 0011-13

Aripiprazole Aripiprazole 62332- 0.26 | ANDA202101 | 02471132 | APO- Yes

30mg 0102-30 Aripiprazole
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Risperidone Risperidone 27241-003- 0.06 | ANDA201003 | 02282127 | APO- Yes
0.5mg 06 Risperidone
Risperidone Risperidone 27241-001- 0.06 | ANDA201003 | 02282135 | APO- Yes
1mg 06 Risperidone
Risperidone Risperidone 27241-004- 0.07 | ANDA201003 | 02282143 | APO- Yes
2mg 06 Risperidone
Risperidone Risperidone 27241-005- 0.08 | ANDA201003 | 02282151 | APO- Yes
3mg 06 Risperidone
Risperidone Risperidone 27241-006- 0.14 | ANDA201003 | 02282178 | APO- Yes
4mg 06 Risperidone
Chlorpromazine | Chlorpromazine | 0781-5914- 2.25 | ANDAO84112 | 00232823 | TEVA- Yes
25mg tabs 01 Chlorpromazine
Chlorpromazine | Chlorpromazine | 0781-5915- 3.17 | ANDAO84113 | 00232807 | TEVA- Yes
50mg tabs 01 Chlorpromazine
Chlorpromazine | Chlorpromazine | 0781-5916- 4,78 | ANDAO84114 | 00232831 | TEVA- Yes
100mg tabs 01 Chlorpromazine
Fluphenazine Fluphenazine 60219- 2.31 | ANDA213647 | 00405345 | Fluphenazine Yes
1mg tabs 1678-01

Fluphenazine Fluphenazine 60219- 5.61 | ANDA213647 | 00405361 | Fluphenazine Yes
5mg tabs 1680-01
Diabetes Prescription Drugs

Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Sold in

Ingredient Price Name U.S.

Metformin Metformin 67877- $0.02 | ANDAQ9D564 | 02257726 | ACT- Yes
500mg tabs Hydrochloride 0561-01 Metformin
Metformin Metformin 67877- $0.03 | ANDA090564 | 02257734 | ACT- Yes
850mg tabs Hydrochloride 0562-01 Metformin
Metformin Metformin 67877- $0.03 | ANDAQ90564 | 02460653 | APO- Yes
1,000mg tabs Hydrochloride 0563-01 Metformin ER
Farxiga S5mg Dapagliflozin 00310- $16.55 | NDA202293 | 02435462 | Farxiga Yes
tabs Propanediol 6205-30

Farxiga 10mg Dapagliflozin 00310- $16.54 | NDA202293 | 02435470 | Farxiga Yes
tabs Propanediol 6210-30

Tradjenta Smg Linagliptin 00597- $14.79 | NDA201280 | 02370921 | Tradjenta Yes
tabs 0140-30

Januvia 50mg Sitagliptin 00006- $15.13 | NDA021995 | 02388847 | Januvia Yes
tabs Phosphate 0112-31

Januvia 25mg Sitagliptin 00006- $15.13 | NDA021995 | 02388839 | Januvia Yes
tabs Phosphate 0221-31

Januvia 100mg Sitagliptin 00006- $15.14 | NDA021995 | 02303922 | Januvia Yes
tabs Phosphate 0277-31
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Asthma and Chronic Obstructive Pulmonary Disease Prescription Drugs

Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Soldin
Ingredient Price Name u.s.
Spiriva 30 caps, | Tiotropium 00597- $436.80 | NDA021395 | 02246793 | Spiriva Yes
18mcg/ Bromide 0075-41
handihaler
Combivent Ipatroprium 00597- $408.76 | NDA021747 | 02419106 | Combivent Yes
Respimat Bromide, 0024-02 Respimat
Albuterol
Sulfate (aka
salbutamol
sulfate)
Advair Diskus Fluticasone 00173- $303.60 [ NDAD21077 | 02240835 | Advair 100 Yes
100-50mcg Propion, 0695-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $123.00 | NDA021077 | 02494507 | PMS- Yes
Propion, Propion, 0584-97 Fluticasone
Salmeterol 100- | Salmeterol Propion,
50 Salmeterol
DPI
Wikela 100-50 Fluticasone 00378- $123.00 | ANDA208891 | 02495597 | Wixela Inhub | Yes
Propion, 9320-32
Salmeterol
Advair Diskus Fluticasone 00173- $377.40 | NDA021077 | 02240836 | Advair 250 Yes
250-50mcg Propion, 0696-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $127.20 [ NDA021077 | 02494515 | PMS- Yes
Propion, Propion, 0585-97 Fluticasone
Salmeterol Salmeterol Propion,
250-50 Salmeterol
DPI
Wikela 250-50 Fluticasone 00378- $150.00 | ANDA208891 | 02495600 | Wixela Inhub | Yes
mcg Propion, 9321-32
Salmeterol
Advair Diskus Fluticasone 00173- $496.80 | NDA021077 | 02240837 | Advair 500 Yes
500-50mcg Propion, 0697-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $155.40 [ NDA021077 | 02494523 | PMS- Yes
Propion, Propion, 0586-97 Fluticasone
Salmeterol Salmeterol Propion,
500-50 Salmeterol
DPI
Wikela 500-50 Fluticasone 00378- $199.20 | ANDA208891 | 02495619 | Wixela Inhub | Yes
Propion, 9322-32
Salmeterol
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Atrovent HFA Ipratropium 00597- $396.50 | NDA021527 | 02247686 | Atrovent HFA | Yes
17mcg Bromide 0087-17
Incruse Ellipta Umeclidinium 00173- $329.40 | NDA205382 | 02423596 | Incruse Yes
62.5mcg #30 0873-10 Ellipta
HIV/AIDS Prescription Drugs
Drug Name Active NDC U.s. NDA/ANDA | DIN Canadian Soldin
Ingredient Price Name U.S.
Kaletra 200- Lopinovir, 00074- $8.53 | NDA021906 | 02285533 | Kaletra Yes
50mg Ritonovir 2605-21
Kaletra 100- Lopinovir, 00074- $4.27 | NDA021906 | 02312301 | Kaletra Yes
25mg Ritonovir 0522-60
Emtricitabine, Emtricitabine, 00093- $45.69 | ANDAOS0894 | 02461110 | PMS- Yes
Tenofovir (TDF) | Tenofovir 7607-56 Emtricitabin
(TDF) e, Tenofovir
(TDF)
Sustiva 600mg Efavirenz 00056- $8.57 | NDAD021360 | 02246045 | Sustiva Yes
tabs 0510-30 Tablets
Efavirenz 600mg | Efavirenz 00378- $8.57 | ANDAO91471 | 02389762 | TEVA- Yes
tabs 2233-93 Efavirenz
Sustiva 50mg Efavirenz 00056- $3.50 | NDA020972 | 02239886 | Sustiva Yes
caps. 0470-30 50MG
Sustiva 200mg Efavirenz 00056- $10.50 | NDAD20972 | 02239888 | Sustiva Yes
caps 0474-92 200MG
Genvoya tabs Elviteg, COB, 61958- $104.93 | ANDA207561 | 02449498 | Genvoya Yes
Emtri, Tenof, 1901-01
Alafen
Atripla tab Efavirenz, 15584- $96.91 | ANDA021937 | 02300699 | Atripla Yes
Emtricit, 0101-01
Tenofovir DF
Efavirenz, Efavirenz, 00093- $73.31 | ANDAQ91215 | 02393549 | TEVA- Yes
Emtricit, Emtricit, 5234-56 Efavirenz,
Tenofovir DF Tenofovir DF Emtricitabin
e, tenofovir
Compleratabs Emtricit, 61958- $95.52 | NDA202123 | 02374129 | Complera Yes
Rilpivirine, 1101-01
Tenofovir DF
Stribild Elviteg, COB, 61958- $109.51 | NDA203100 | 02397137 | Stribild Yes
Emtricit, 1201-01
Tenofovir
Disop
Truvada 200- Emtricitabine, 61958- $59.70 | NDAD21752 | 02274906 | Truvada Yes
300mg Tenofovir DF 0701-01
Emtricitabine, Emtricitabine, 00093- $45.69 | ANDA090894 | 02399059 | TEVA- Yes
Tenofovir DF Tenofovir DF 7607-56 Emtricitabin
200-300mg e, Tenofovir
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Odefsey Emtricit, 61958- $95.77 | NDA208351 | 02461463 | Odefsey Yes
Rilpivirine, 210101
Tenofovir Ala
Invirase Squinavir 00004- $9.76 | NDA020628 | 02279320 | Invirase Yes
Mesylate 0244-51
Edurant Rilpivirine HCL 59676- $37.58 | NDA202022 | 02370603 | Edurant Yes
0278-01
Intelence Etravirine 59676- $10.92 | NDA022187 | 02306778 | Intelence Yes
100mg 0570-01
Intelence Etravirine 59676- $22.41 | NDA022187 | 02375931 | Intelence Yes
200mg 0571-01
Intelence 25mg | Etravirine 59676- $2.88 | NDA022187 | 02396750 | Intelence Yes
0572-01
Triumeq Abacavir, 49702- $98.19 | NDA205551 | 02430932 | Triumeq Yes
Dolutegravir, 0231-13
Lamivudi
Juluca Dolutegravir, 49702- $981.75 | NDA210192 | 02475774 | Juluca Yes
Rilpivirine 0242-13
Biktarvy Bictegravir, 61958- $104.52 | NDA210251 | 02478579 | Biktarvy Yes
Emtricit, 2501-01
Tenofovir Ala
Isentress 400mg | Raltegravir 00006- $26.74 | NDA022145 | 02301881 | Isentress Yes
0277-61
Descovy Emtricitabine, 61958- $59.67 | NDA208215 | 02454424 | Descovy Yes
Tenofovir 2002-01
200mg-25mg
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The State of Florida's Preliminary Section 804
Importation Program (SIP) Proposal for the
Importation of Prescription Drugs from Canada

Source: PACER document
April 19, 2021 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of Florida’s SIP application dated April 19,

2021.

Harvoni
Latuda

Quetiapine
Fumarate

Aripiprazole
Metformin

Spiriva

Wikela

Emtricitabine
Tenofovir

Atripla

Truvada

Edurant

Biktarvy

Epclusa
Zyprexa

Clozaril

Risperidone
Farxiga

Combivent
Respimat

Atrovent HFA

Sustiva

Efavirenz, Emtricit,
Tenofovir DF

Emtricitabine
Tenofovir DF

Intelence

Isentress

Mavyret
Olanzapine

Clozapine

Chlorpromazine
Tradjenta

Advair Diskus

Incruse Ellipta

Efavirenz

Complera

Odefsey

Triumeq

Descovy

Zepatier
Seroquel

Abilify

Fluphenazine
Januvia

Fluticasone
Propion, Salmeterol

Kaletra

Genvoya

Stribild

Invirase

Juluca

On the next seven pages, we have included the original seven-page listing from
Florida’s April 19, 2021 application.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/FL-SIP-Applicatiom-April-2021.pdf
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Florida’s List of Prescription Drugs to Import
The FDA rule requires the SIP to include the following information related to the prescription
drugs that will be imported:

« Names and Drug Identification Numbers (DIN) of selected drugs to import

¢ Information of the applicant that holds the New Drug Applications or Abbreviated New
Drug Applications

¢ Name and address of the manufacturer of the finished dosage form

¢ Names and addresses of manufacturers of the prescription drugs and active ingredients

As part of this proposal, the State is providing the list of prescription drugs it will initially attempt
to import under the SIP. Since the State has not finalized an agreement with a foreign seller and
has not secured agreements from manufacturers, the final list of imported prescription drugsis
subject to change and can be addressed in an amended SIP or through the pre-importrequest,
based on the FDA's preference. The State will also update the list of prescription drugs with the
manufacturer information once that is confirmed (known).

Floridahas chosen amore limited set of eligible prescription drug classes forwhich to initiate its
importation program, focusing on medications that are used to treat certain conditions (e.g.,
HIV/IAIDS, asthma, chronic obstructive pulmonary disease, diabetes, etc.) and that will yield the
highest potential savings. Also, these specific medications allow Florida the best opportunity to
maximize the importation program's benefits while remaining compliant with federal law. After
the program has proven to be a success, the State intends to amend its SIP to expand the list of
medications that will be imported.

The below chart outlines preliminary information necessary forthese prescription drugs as it
applies in both the U.S. and Canada.

Hepatitis C Prescription Drugs

Drug Name Active Ingredient | NDC U.S. Price | NDA/ANDA DIN Canadian | Sold
Name in

U.S.

Harvoni 90- Ledipasuvir, 61958- $1,098.94 NDA205834 02432226 | Harvoni Yes

400mg Sofosbuvir 1801-01

Epclusa 400- Sofosbuvir, 61958- $869.05 NDA208341 02456370 | Epclusa Yes

100mg Velpatavir 2201-01

Mavyret 100- | Glecaprevir, 00074- $153.11 NDA2093%4 02467550 | Maviret Yes

40mg Pibrentasvir 2625-80

Zepatier 50- Elbasvir, 00006- $260.00 | NDA208261 02451131 | Zepatier Yes

100mg Grazoprevir 3074-01

8
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Drug Name Active NDC u.S. NDA/ANDA | DIN Canadian Sold
Ingredient Price Name in
U.S.
Latuda 20mg Lurasidone HCL 63402- $40.99 | NDA200603 | 02422050 | Latuda Yes
tab 0302-30
Latuda 40mg Lurasidone HCL 63402- $41.00 | NDA200603 | 02387751 | Latuda Yes
0304-10
Latuda 60mg Lurasidone HCL 63402- $41.04 | NDA200603 | 02413361 | Latuda Yes
0306-30
Latuda 80mg Lurasidone HCL 63402- $41.03 | NDA200603 | 02387778 | Latuda Yes
0308-30
Latuda 120mg | Lurasidone HCL 63402- $61.13 | NDA200603 | 02387786 | Latuda Yes
0312-30
Zyprexa 2.5mg | Olanzapine 00002- $10.06 | NDAD20592 | 02229250 | Zyprexa Yes
tabs 4112-30
Olanzapine Olanzapine 65862- $0.11 | ANDA202050 | 02276712 | Teva- Yes
2.5mg 0561-30 Olanzapine
Zyprexa 5mg Olanzapine 00002- $11.87 | NDA020592 | 02243086 | Zyprexa Zydis Yes
tabs 4115-30
Olanzapine Olanzapine 65862- $0.12 | ANDA202050 | 02276720 | Teva- Yes
5mg 0562-30 Olanzapine
Zyprexa 7.5mg | Olanzapine 00002- $14.38 | NDAD20592 | 02229277 | Zyprexa Yes
4116-30
Olanzapine Olanzapine 65862- $0.13 | ANDA202050 | 02276739 | Teva- Yes
7.5mg 0563-30 Olanzapine
Zyprexa 10mg Olanzapine 00002- $20.79 | NDAD20592 | 02243087 | Zyprexa Zydis Yes
tabs 4117-30
Olanzapine Olanzapine 65862- $0.15 | ANDA202050 | 02276747 | Teva- Yes
10mg 0564-30 Olanzapine
Zyprexa 15mg Olanzapine 00002- $31.26 | NDA020592 | 02238850 | Zyprexa 15mg Yes
tabs 4415-30
Olanzapine Olanzapine 65862- $0.18 | ANDA202050 | 02276755 | Teva- Yes
15mg 0565-30 Olanzapine
Seroquel Quetiapine 00310- $6.42 | NDA0D20639 | 02236952 | Seroquel Yes
100mg Fumarate 0271-10
Quetiapine Quetiapine 46708- $0.05 | ANDA203390 | 02316099 | ACT Quetiapine | Yes
Fumarate Fumarate 0136-31
100mg
Seroquel 25mg | Quetiapine 003100275-| $3.79 | NDA020639 | 02236951 | Seroquel Yes
Fumarate 10
Quetiapine Quetiapine 46708- $0.04 | ANDA203390 | 02316080 | ACT Quetiapine | Yes
Fumarate Fumarate 0134-31
25mg
9
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Seroquel Quetiapine 00310- $12.07 | NDA020639 | 02236953 | Seroquel Yes
200mg Fumarate 0272-10
Quetiapine Quetiapine 46708- $0.11 | ANDA203390 | 02316110 | ACT Quetiapine | Yes
Fumarate Fumarate 0137-31
200mg
Seroquel Quetiapine 00310- $15.95 | NDA020639 | 02244107 | Seroquel Yes
300mg Fumarate 0274-60
Quetiapine Quetiapine 46708- $0.17 | ANDA203390 | 02316129 | ACT Quetiapine | Yes
Fumarate Fumarate 0138-60
300mg
Clozaril25mg Clozapine 69809- $4.79 | NDA019758 | 00894737 | Clozaril Yes
tabs 0126-05
Clozapine 25mg | Clozapine 0093-4359- | $0.83 | ANDAQ74949 | 02247243 | GEN-Clozapine | Yes
01
Clozaril100mg | Clozapine 69809- 12.06 | NDA019758 | 00894745 | Clozaril Yes
0127-05
Clozapine Clozapine 0093-7772- 1.38 | ANDAO74949 | 02247244 | GEN-Clozapine | Yes
100mg 01
Clozaril 50mg Clozapine 69809- 10.15 | NDA019758 | 02490668 | Clozaril Yes
tabs 0130-05
Clozapine 50mg | Clozapine 0093-4404- 1.68 | ANDAD74949 | 02305003 | GEN-Clozapine | Yes
01
Clozaril200mg | Clozapine 69809- 29.29 | NDA019758 | 02490676 | Clozaril Yes
0135-05
Clozapine Clozapine 0093-4405- 2.19 | ANDAO74949 | 02305011 | GEN-Clozapine | Yes
200mg 01
Abilify Smg Aripiprazole 59148- 28.64 | NDA021436 | 02322382 | Abilify Yes
tabs 0007-13
Aripiprazole Aripiprazole 62332- 0.17 | ANDA202101 | 02471094 | APO- Yes
5mg 0098-30 Aripiprazole
Abilify 10mg Aripiprazole 59148- 28.22 | NDA021436 | 02322390 | Abilify Yes
tabs 0008-13
Aripiprazole Aripiprazole 62332- 0.15 | ANDA202101 | 02471108 | APO- Yes
10mg 0099-30 Aripiprazole
Abilify 15mg Aripiprazole 59148- 28.55 | NDA021436 | 02322404 | Abilify Yes
tabs 0005-13
Aripiprazole Aripiprazole 62332- 0.16 | ANDA202101 | 02471116 | APO- Yes
15mg 0100-30 Aripiprazole
Abilify 20mg Aripiprazole 59148- 40.56 | NDA021436 | 02322412 | Abilify Yes
tabs 0010-13
Aripiprazole Aripiprazole 62332- 0.2 | ANDA202101 | 02471124 | APO- Yes
20mg 0101-30 Aripiprazole
Abilify 30mg Aripiprazole 59148- 40.69 | NDA021436 | 02322455 | Abilify Yes
tabs 0011-13
Aripiprazole Aripiprazole 62332- 0.26 | ANDA202101 | 02471132 | APO- Yes
30mg 0102-30 Aripiprazole
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Risperidone Risperidone 27241-003- 0.06 | ANDA201003 | 02282127 | APO- Yes
0.5mg 06 Risperidone
Risperidone Risperidone 27241-001- 0.06 | ANDA201003 | 02282135 | APO- Yes
1mg 06 Risperidone
Risperidone Risperidone 27241-004- 0.07 | ANDA201003 | 02282143 | APO- Yes
2mg 06 Risperidone
Risperidone Risperidone 27241-005- 0.08 | ANDA201003 | 02282151 | APO- Yes
3mg 06 Risperidone
Risperidone Risperidone 27241-006- 0.14 | ANDA201003 | 02282178 | APO- Yes
4mg 06 Risperidone
Chlorpromazine | Chlorpromazine | 0781-5914- 2.25 | ANDAO84112 | 00232823 | TEVA- Yes
25mg tabs 01 Chlorpromazine
Chlorpromazine | Chlorpromazine | 0781-5915- 3.17 | ANDAD84113 | 00232807 | TEVA- Yes
50mg tabs 01 Chlorpromazine
Chlorpromazine | Chlorpromazine | 0781-5916- 4.78 | ANDAO84114 | 00232831 | TEVA- Yes
100mg tabs 01 Chlorpromazine
Fluphenazine Fluphenazine 60219- 2.31 | ANDA213647 | 00405345 | Fluphenazine Yes
1mg tabs 1678-01
Fluphenazine Fluphenazine 60219- 5.61 | ANDA213647 | 00405361 | Fluphenazine Yes
5mg tabs 1680-01
Diabetes Prescription Drugs
Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Sold in

Ingredient Price Name U.S.
Metformin Metformin 67877- $0.02 | ANDADSD564 | 02257726 | ACT- Yes
500mg tabs Hydrochloride 0561-01 Metformin
Metformin Metformin 67877- $0.03 | ANDAD90564 | 02257734 | ACT- Yes
850mg tabs Hydrochloride 0562-01 Metformin
Metformin Metformin 67877- $0.03 | ANDA090564 | 02460653 | APO- Yes
1,000mg tabs Hydrochloride 0563-01 Metformin ER
Farxiga 5mg Dapagliflozin 00310- $16.55 | NDA202293 | 02435462 | Farxiga Yes
tabs Propanediol 6205-30
Farxiga 10mg Dapagliflozin 00310- $16.54 | NDA202293 | 02435470 | Farxiga Yes
tabs Propanediol 6210-30
Tradjenta S5mg Linagliptin 00597- $14.79 | NDA201280 | 02370921 | Tradjenta Yes
tabs 0140-30
Januvia 50mg Sitagliptin 00006- $15.13 | NDA021995 | 02388847 | Januvia Yes
tabs Phosphate 0112-31
Januvia 25mg Sitagliptin 00006- $15.13 | NDA021995 | 02388839 | Januvia Yes
tabs Phosphate 0221-31
Januvia 100mg Sitagliptin 00006- $15.14 | NDA021995 | 02303922 | Januvia Yes
tabs Phosphate 0277-31
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Asthma and Chronic Obstructive Pulmonary Disease Prescription Drugs

Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Soldin
Ingredient Price Name u.s.
Spiriva 30 caps, | Tiotropium 00597- $436.80 | NDAD21395 | 02246793 | Spiriva Yes
18mcg/ Bromide 0075-41
handihaler
Combivent Ipatroprium 00597- $408.76 | NDAD21747 | 02419106 | Combivent Yes
Respimat Bromide, 0024-02 Respimat
Albuterol
Sulfate (aka
salbutamol
sulfate)
Advair Diskus Fluticasone 00173- $303.60 | NDAD21077 | 02240835 | Advair 100 Yes
100-50mcg Propion, 0695-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $123.00 | NDA021077 | 02494507 | PMS- Yes
Propion, Propion, 0584-97 Fluticasone
Salmeterol 100- | Salmeterol Propion,
50 Salmeterol
DPI
Wikela 100-50 Fluticasone 00378- $123.00 | ANDA208891 | 02495597 | Wixela Inhub | Yes
Propion, 9320-32
Salmeterol
Advair Diskus Fluticasone 00173- $377.40 | NDA021077 | 02240836 | Advair 250 Yes
250-50mcg Propion, 0696-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $127.20 | NDA021077 | 02494515 | PMS- Yes
Propion, Propion, 0585-97 Fluticasone
Salmeterol Salmeterol Propion,
250-50 Salmeterol
DPI
Wikela 250-50 Fluticasone 00378- $150.00 | ANDA208891 | 02495600 | Wixela Inhub | Yes
mcg Propion, 9321-32
Salmeterol
Advair Diskus Fluticasone 00173- $496.80 | NDAD21077 | 02240837 | Advair 500 Yes
500-50mcg Propion, 0697-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $155.40 | NDA021077 | 02494523 | PMS- Yes
Propion, Propion, 0586-97 Fluticasone
Salmeterol Salmeterol Propion,
500-50 Salmeterol
DPI
Wikela 500-50 Fluticasone 00378- $199.20 | ANDA208891 | 02495619 | Wixela Inhub | Yes
Propion, 9322-32
Salmeterol
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Atrovent HFA |pratropium 00597- $396.50 | NDA021527 | 02247686 | Atrovent HFA | Yes
17mcg Bromide 0087-17
Incruse Ellipta Umeclidinium 00173- $329.40 | NDA205382 | 02423596 | Incruse Yes
62.5mcg #30 0873-10 Ellipta
HIV/AIDS Prescription Drugs
Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Soldin
Ingredient Price Name U.S.
Kaletra 200- Lopinovir, 00074- $8.53 | NDA021906 | 02285533 | Kaletra Yes
50mg Ritonovir 2605-21
Kaletra 100- Lopinovir, 00074- $4.27 | NDA021906 | 02312301 | Kaletra Yes
25mg Ritonovir 0522-60
Emitricitabine, Emtricitabine, 00093- $45.69 | ANDAQ90894 | 02461110 | PMS- Yes
Tenofovir (TDF) | Tenofovir 7607-56 Emtricitabin
(TDF) e, Tenofovir
(TDF)
Sustiva 600mg Efavirenz 00056- $8.57 | NDA021360 | 02246045 | Sustiva Yes
tabs 0510-30 Tablets
Efavirenz 600mg | Efavirenz 00378- $8.57 | ANDA091471 | 02389762 | TEVA- Yes
tabs 2233-93 Efavirenz
Sustiva 50mg Efavirenz 00056- $3.50 | NDA020972 | 02239886 | Sustiva Yes
caps. 0470-30 50MG
Sustiva 200mg Efavirenz 00056- $10.50 | NDA020972 | 02239888 | Sustiva Yes
caps 0474-92 200MG
Genvoya tabs Elviteg, COB, 61958- $104.93 | ANDA207561 | 02449498 | Genvoya Yes
Emtri, Tenof, 1901-01
Alafen
Atripla tab Efavirenz, 15584- $96.91 | ANDA021937 | 02300699 | Atripla Yes
Emtricit, 0101-01
Tenofovir DF
Efavirenz, Efavirenz, 00093- $73.31 | ANDA091215 | 02393549 | TEVA- Yes
Emtricit, Emitricit, 5234-56 Efavirenz,
Tenofovir DF Tenofovir DF Emtricitabin
e, tenofovir
Compleratabs Emtricit, 61958- $95.52 | NDA202123 | 02374129 | Complera Yes
Rilpivirine, 1101-01
Tenofovir DF
Stribild Elviteg, COB, 61958- $109.51 | NDA203100 | 02397137 | Stribild Yes
Emtricit, 1201-01
Tenofovir
Disop
Truvada 200- Emtricitabine, 61958- $59.70 | NDA021752 | 02274906 | Truvada Yes
300mg Tenofovir DF 0701-01
Emtricitabine, Emtricitabine, 00093- $45.69 | ANDAQ90894 | 02399059 | TEVA- Yes
Tenofovir DF Tenofovir DF 7607-56 Emtricitabin
200-300mg e, Tenofovir
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Odefsey Emtricit, 61958- $95.77 | NDA208351 | 02461463 | Odefsey Yes
Rilpivirine, 2101-01
Tenofovir Ala
Invirase Squinavir 00004- $9.76 | NDA020628 | 02279320 | Invirase Yes
Mesylate 0244-51
Edurant Rilpivirine HCL 59676- $37.58 | NDA202022 | 02370603 | Edurant Yes
0278-01
Intelence Etravirine 59676- $10.92 | NDA022187 | 02306778 | Intelence Yes
100mg 0570-01
Intelence Etravirine 59676- $22.41 | NDA022187 | 02375931 | Intelence Yes
200mg 0571-01
Intelence 25mg | Etravirine 59676- 52.88 | NDA022187 | 02396750 | Intelence Yes
0572-01
Triumeq Abacavir, 49702- $98.19 | NDA205551 | 02430932 | Triumeq Yes
Dolutegravir, 0231-13
Lamivudi
Juluca Dolutegravir, 49702- $91.75 | NDA210192 | 02475774 | Juluca Yes
Rilpivirine 0242-13
Biktarvy Bictegravir, 61958- $104.52 | NDA210251 | 02478579 | Biktarvy Yes
Emtricit, 2501-01
Tenofovir Ala
Isentress 400mg | Raltegravir 00006- $26.74 | NDA022145 | 02301881 | Isentress Yes
0277-61
Descovy Emtricitabine, 61958- $59.67 | NDA208215 | 02454424 | Descovy Yes
Tenofovir 2002-01
200mg-25mg
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The State of Florida's Preliminary Section 804

Importation Program (SIP) Proposal for the
Importation of Prescription Drugs from Canada

Source: Publicly available document
November 23, 2020 FL SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org
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Source: document can be found on PSM’s website.

The following drugs were submitted as part of Florida’s SIP application dated November

23, 2020.

Harvoni
Latuda

Quetiapine
Fumarate

Aripiprazole
Metformin

Spiriva

Wikela

Emtricitabine
Tenofovir

Atripla

Truvada

Edurant

Biktarvy

Epclusa
Zyprexa

Clozaril

Risperidone
Farxiga

Combivent
Respimat

Atrovent HFA

Sustiva

Efavirenz, Emtricit,
Tenofovir DF

Emtricitabine
Tenofovir DF

Intelence

Isentress

Mavyret
Olanzapine

Clozapine

Chlorpromazine
Tradjenta

Advair Diskus

Incruse Ellipta

Efavirenz

Complera

Odefsey

Triumeq

Descovy

Zepatier
Seroquel

Abilify

Fluphenazine
Januvia

Fluticasone
Propion, Salmeterol

Kaletra

Genvoya

Stribild

Invirase

Juluca

On the next seven pages, we have included the original seven-page listing from
Florida’s November 23, 2020 application.
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Florida's List of Prescription Drugs to Import
The FDA rule requires the SIP to include the following information related to the prescription
drugs that will be imported:

* Names and Drug Identification Numbers (DIN) of selected drugs to import

e Information of the applicant that holds the New Drug Applications or Abbreviated New
Drug Applications

* Name and address of the manufacturer of the finished dosage form

* Names and addresses of manufacturers of the prescription drugs and active ingredients

As part of this proposal, the State is providing the list of prescription drugs it will initially attempt
to import under the SIP. Since the State has not finalized an agreement with a foreign seller and
has not secured agreements from manufacturers, the final list of imported prescription drugs is
subject to change and can be addressed in an amended SIP or through the pre-import request,
based on the FDA's preference. The State will also update the list of prescription drugs with the
manufacturer information once that is confirmed (known).

Florida has chosen a more limited set of eligible prescription drug classes for which to initiate its
importation program, focusing on medications that are used to treat certain conditions (e.g.,
HIV/AIDS, asthma, chronic obstructive pulmonary disease, diabetes, etc.) and that will yield the
highest potential savings. Also, these specific medications allow Florida the best opportunity to
maximize the importation program’s benefits while remaining compliant with federal law. After
the program has proven to be a success, the State intends to amend its SIP to expand the list of
medications that will be imported.

The below chart outlines preliminary information necessary for these prescription drugs as it
applies in both the U.S. and Canada.

Hepatitis C Prescription Drugs

Drug Name Active Ingredient | NDC U.S. Price | NDA/ ANDA DIN Canadian Sold
Name in

U.S.

Harvoni 90- Ledipasvir, 61958- | $1,098.94 NDA205834 02432226 | Harvoni Yes

400mg Sofosbuvir 1801-01

Epclusa 400- | Sofosbuvir, 61958- $869.05 NDA208341 02456370 | Epclusa Yes

100mg Velpatavir 2201-01

Mavyret 100- | Glecaprevir, 00074- $153.11 NDA209394 02467550 | Maviret Yes

40mg Pibrentasvir 2625-80

Zepatier 50- Elbasvir, 00006- $260.00 NDA208261 02451131 | Zepatier Yes

100mg Grazoprevir 3074-01
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Psychiatric Prescription Drugs

Drug Name Active NDC U.S. NDA/ANDA | DIN Canadian Sold
Ingredient Price Name in
U.S.

Latuda 20mg Lurasidone HCL 63402- $40.99 | NDA200603 | 02422050 | Latuda Yes

tab 0302-30

Latuda 40mg Lurasidone HCL 63402- $41.00 | NDA200603 | 02387751 | Latuda Yes
0304-10

Latuda 60mg Lurasidone HCL 63402- $41.04 | NDA200603 | 02413361 | Latuda Yes
0306-30

Latuda 80mg Lurasidone HCL 63402- $41.03 | NDA200603 | 02387778 | Latuda Yes
0308-30

Latuda 120mg | Lurasidone HCL 63402- $61.13 | NDA200603 | 02387786 | Latuda Yes
0312-30

Zyprexa 2.5mg | Olanzapine 00002- $10.06 | NDA020592 | 02229250 | Zyprexa Yes

tabs 4112-30

Olanzapine Olanzapine 65862- $0.11 | ANDA202050 | 02276712 | Teva- Yes

2.5mg 0561-30 Olanzapine

Zyprexa Smg Olanzapine 00002- $11.87 | NDA020592 | 02243086 | Zyprexa Zydis Yes

tabs 4115-30

Olanzapine Olanzapine 65862- $0.12 | ANDA202050 | 02276720 | Teva- Yes

5mg 0562-30 Olanzapine

Zyprexa 7.5mg | Olanzapine 00002- $14.38 | NDA020592 | 02229277 | Zyprexa Yes
4116-30

Olanzapine Olanzapine 65862- $0.13 | ANDA202050 | 02276739 | Teva- Yes

7.5mg 0563-30 Olanzapine

Zyprexa 10mg Olanzapine 00002- $20.79 | NDA020592 | 02243087 | Zyprexa Zydis Yes

tabs 4117-30

Olanzapine Olanzapine 65862- $0.15 | ANDA202050 | 02276747 | Teva- Yes

10mg 0564-30 Olanzapine

Zyprexa 15mg Olanzapine 00002- $31.26 | NDA020592 | 02238850 | Zyprexa 15mg Yes

tabs 4415-30

Olanzapine Olanzapine 65862- $0.18 | ANDA202050 | 02276755 | Teva- Yes

15mg 0565-30 Olanzapine

Seroquel Quetiapine 00310- $6.42 | NDA020639 | 02236952 | Seroquel Yes

100mg Fumarate 0271-10

Quetiapine Quetiapine 46708- $0.05 | ANDA203390 | 02316099 | ACT Quetiapine | Yes

Fumarate Fumarate 0136-31

100mg

Seroquel 25mg | Quetiapine 003100275- | $3.79 | NDA020639 | 02236951 | Seroquel Yes

Fumarate 10

Quetiapine Quetiapine 46708- $0.04 | ANDA203390 | 02316080 | ACT Quetiapine | Yes

Fumarate Fumarate 0134-31

25mg
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Seroquel Quetiapine 00310- $12.07 | NDA020639 | 02236953 | Seroquel Yes
200mg Fumarate 0272-10
Quetiapine Quetiapine 46708- $0.11 | ANDA203390 | 02316110 | ACT Quetiapine | Yes
Fumarate Fumarate 0137-31
200mg
Seroquel Quetiapine 00310- $15.95 | NDA020639 | 02244107 | Seroquel Yes
300mg Fumarate 0274-60
Quetiapine Quetiapine 46708- $0.17 | ANDA203390 | 02316129 | ACT Quetiapine | Yes
Fumarate Fumarate 0138-60
300mg
Clozaril 25mg Clozapine 69809- $4.79 | NDA019758 | 00894737 | Clozaril Yes
tabs 0126-05
Clozapine 25mg | Clozapine 0093-4359- | $0.83 | ANDAD74949 | 02247243 | GEN-Clozapine | Yes
01
Clozaril 100mg | Clozapine 69809- 12.06 | NDA019758 | 00894745 | Clozaril Yes
0127-05
Clozapine Clozapine 0093-7772- 1.38 | ANDAO74949 | 02247244 | GEN-Clozapine | Yes
100mg 01
Clozaril 50mg Clozapine 69809- 10.15 | NDA019758 | 02490668 | Clozaril Yes
tabs 0130-05
Clozapine 50mg | Clozapine 0093-4404- 1.68 | ANDAO74949 | 02305003 | GEN-Clozapine | Yes
01
Clozaril 200mg | Clozapine 69809- 29.29 | NDA019758 | 02490676 | Clozaril Yes
0135-05
Clozapine Clozapine 0093-4405- 2.19 | ANDAO74949 | 02305011 | GEN-Clozapine | Yes
200mg 01
Abilify Smg Aripiprazole 59148- 28.64 | NDA021436 | 02322382 | Abilify Yes
tabs 0007-13
Aripiprazole Aripiprazole 62332- 0.17 | ANDA202101 | 02471094 | APO- Yes
5mg 0098-30 Aripiprazole
Abilify 10mg Aripiprazole 59148- 28.22 | NDA021436 | 02322390 | Abilify Yes
tabs 0008-13
Aripiprazole Aripiprazole 62332- 0.15 | ANDA202101 | 02471108 | APO- Yes
10mg 0099-30 Aripiprazole
Abilify 15mg Aripiprazole 59148- 28.55 | NDA021436 | 02322404 | Abilify Yes
tabs 0009-13
Aripiprazole Aripiprazole 62332- 0.16 | ANDA202101 | 02471116 | APO- Yes
15mg 0100-30 Aripiprazole
Abilify 20mg Aripiprazole 59148- 40.56 | NDA021436 | 02322412 | Abilify Yes
tabs 0010-13
Aripiprazole Aripiprazole 62332- 0.2 | ANDA202101 | 02471124 | APO- Yes
20mg 0101-30 Aripiprazole
Abilify 30mg Aripiprazole 59148- 40.69 | NDA021436 | 02322455 | Abilify Yes
tabs 0011-13
Aripiprazole Aripiprazole 62332- 0.26 | ANDA202101 | 02471132 | APO- Yes
30mg 0102-30 Aripiprazole
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Risperidone Risperidone 27241-003- 0.06 | ANDA201003 | 02282127 | APO- Yes
0.5mg 06 Risperidone
Risperidone Risperidone 27241-001- 0.06 | ANDA201003 | 02282135 | APO- Yes
1img 06 Risperidone
Risperidone Risperidone 27241-004- 0.07 | ANDA201003 | 02282143 | APO- Yes
2mg 06 Risperidone
Risperidone Risperidone 27241-005- 0.08 | ANDA201003 | 02282151 | APO- Yes
3mg 06 Risperidone
Risperidone Risperidone 27241-006- 0.14 | ANDA201003 | 02282178 | APO- Yes
4mg 06 Risperidone
Chlorpromazine | Chlorpromazine | 0781-5914- 2.25 | ANDAO84112 | 00232823 | TEVA- Yes
25mg tabs 01 Chlorpromazine
Chlorpromazine | Chlorpromazine | 0781-5915- 3.17 | ANDAO84113 | 00232807 | TEVA- Yes
50mg tabs 01 Chlorpromazine
Chlorpromazine | Chlorpromazine | 0781-5916- 4.78 | ANDAO84114 | 00232831 | TEVA- Yes
100mg tabs 01 Chlorpromazine
Fluphenazine Fluphenazine 60219- 2.31 | ANDA213647 | 00405345 | Fluphenazine Yes
1mg tabs 1678-01
Fluphenazine Fluphenazine 60219- 5.61 | ANDA213647 | 00405361 | Fluphenazine Yes
5mg tabs 1680-01
Diabetes Prescription Drugs
Drug Name Active NDC u.s. NDA/ ANDA | DIN Canadian Sold in
Ingredient Price Name u.s.
Metformin Metformin 67877- $0.02 | ANDAQ90564 | 02257726 | ACT- Yes
500mg tabs Hydrochloride 0561-01 Metformin
Metformin Metformin 67877- $0.03 | ANDA09S0564 | 02257734 | ACT- Yes
850mg tabs Hydrochloride 0562-01 Metformin
Metformin Metformin 67877- $0.03 | ANDAQ9S0564 | 02460653 | APO- Yes
1,000mg tabs Hydrochloride 0563-01 Metformin ER
Farxiga S5mg Dapagliflozin 00310- $16.55 | NDA202293 | 02435462 | Farxiga Yes
tabs Propanediol 6205-30
Farxiga 10mg Dapagliflozin 00310- $16.54 | NDA202293 | 02435470 | Farxiga Yes
tabs Propanediol 6210-30
Tradjenta Smg Linagliptin 00597- $14.79 | NDA201280 | 02370921 | Tradjenta Yes
tabs 0140-30
Januvia 50mg Sitagliptin 00006- $15.13 | NDA021995 | 02388847 | Januvia Yes
tabs Phosphate 0112-31
Januvia 25mg Sitagliptin 00006- $15.13 | NDA021995 | 02388839 | Januvia Yes
tabs Phosphate 0221-31
Januvia 100mg Sitagliptin 00006~ $15.14 | NDA021995 | 02303922 | Januvia Yes
tabs Phosphate 0277-31
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Asthma and Chronic Obstructive Pulmonary Disease Prescription Drugs

Drug Name Active NDC u.s. NDA/ANDA | DIN Canadian Sold in
Ingredient Price Name u.s.
Spiriva 30 caps, | Tiotropium 00597- $436.80 | NDA021395 | 02246793 | Spiriva Yes
18mcg / Bromide 0075-41
handihaler
Combivent Ipatroprium 00597- $408.76 | NDA021747 | 02419106 | Combivent Yes
Respimat Bromide, 0024-02 Respimat
Albuterol
Sulfate (aka
salbutamol
sulfate)
Advair Diskus Fluticasone 00173- $303.60 | NDA021077 | 02240835 | Advair 100 Yes
100-50mcg Propion, 0695-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $123.00 | NDA021077 | 02494507 | PMS- Yes
Propion, Propion, 0584-97 Fluticasone
Salmeterol 100- | Salmeterol Propion,
50 Salmeterol
DPI
Wikela 100-50 Fluticasone 00378- $123.00 | ANDA208891 | 02495597 | Wixela Inhub | Yes
Propion, 9320-32
Salmeterol
Advair Diskus Fluticasone 00173- $377.40 | NDA021077 | 02240836 | Advair 250 Yes
250-50mcg Propion, 0696-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $127.20 | NDA021077 | 02494515 | PMS- Yes
Propion, Propion, 0585-97 Fluticasone
Salmeterol Salmeterol Propion,
250-50 Salmeterol
DPI
Wikela 250-50 Fluticasone 00378- $150.00 | ANDA208891 | 02495600 | Wixela Inhub | Yes
mcg Propion, 9321-32
Salmeterol
Advair Diskus Fluticasone 00173- $496.80 | NDA021077 | 02240837 | Advair 500 Yes
500-50mcg Propion, 0697-00 Diskus
Salmeterol
Fluticasone Fluticasone 66993- $155.40 | NDA021077 | 02494523 | PMS- Yes
Propion, Propion, 0586-97 Fluticasone
Salmeterol Salmeterol Propion,
500-50 Salmeterol
DPI
Wikela 500-50 Fluticasone 00378- $199.20 | ANDA208891 | 02495619 | Wixela Inhub | Yes
Propion, 9322-32
Salmeterol
12
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Atrovent HFA Ipratropium 00597- $396.50 | NDA021527 | 02247686 | Atrovent HFA | Yes
17mcg Bromide 0087-17
Incruse Ellipta Umeclidinium 00173- $329.40 | NDA205382 | 02423596 | Incruse Yes
62.5 mcg #30 0873-10 Ellipta
HIV/AIDS Prescription Drugs
Drug Name Active NDC u.s. NDA/ ANDA | DIN Canadian Sold in
Ingredient Price Name U.s.
Kaletra 200- Lopinovir, 00074- $8.53 | NDA021906 | 02285533 | Kaletra Yes
50mg Ritonovir 2605-21
Kaletra 100- Lopinovir, 00074- $4.27 | NDA021906 | 02312301 | Kaletra Yes
25mg Ritonovir 0522-60
Emtricitabine, Emtricitabine, 00093- $45.69 | ANDAOSO894 | 02461110 | PMS- Yes
Tenofovir (TDF) | Tenofovir 7607-56 Emtricitabin
(TDF) e, Tenofovir
(TDF)
Sustiva 600mg Efavirenz 00056- $8.57 | NDA021360 | 02246045 | Sustiva Yes
tabs 0510-30 Tablets
Efavirenz 600mg | Efavirenz 00378- $8.57 | ANDA091471 | 02389762 | TEVA- Yes
tabs 2233-93 Efavirenz
Sustiva 50mg Efavirenz 00056- $3.50 | NDA020972 | 02239886 | Sustiva Yes
caps. 0470-30 50MG
Sustiva 200mg Efavirenz 00056~ $10.50 | NDA020972 | 02239888 | Sustiva Yes
caps 0474-92 200MG
Genvoya tabs Elviteg, COB, 61958- $104.93 | ANDA207561 | 02449498 | Genvoya Yes
Emtri, Tenof, 1901-01
Alafen
Atripla tab Efavirenz, 15584- $96.91 | ANDA021937 | 02300699 | Atripla Yes
Emtricit, 0101-01
Tenofovir DF
Efavirenz, Efavirenz, 00093- $73.31 | ANDA091215 | 02393549 | TEVA- Yes
Emtricit, Emtricit, 5234-56 Efavirenz,
Tenofovir DF Tenofovir DF Emtricitabin
e, tenofovir
Complera tabs Emtricit, 61958- §95.52 | NDA202123 | 02374129 | Complera Yes
Rilpivirine, 1101-01
Tenofovir DF
Stribild Elviteg, COB, 61958- $109.51 | NDA203100 | 02397137 | Stribild Yes
Emtricit, 1201-01
Tenofovir
Disop
Truvada 200- Emtricitabine, 61958- §59.70 | NDA021752 | 02274906 | Truvada Yes
300mg Tenofovir DF 0701-01
Emtricitabine, Emtricitabine, 00093- $45.69 | ANDAO90894 | 02399059 | TEVA- Yes
Tenofovir DF Tenofovir DF 7607-56 Emtricitabin
200-300mg e, Tenofovir
13
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Odefsey Emtricit, 61958- $95.77 | NDA208351 | 02461463 | Odefsey Yes
Rilpivirine, 2101-01
Tenofovir Ala
Invirase Squinavir 00004- $9.76 | NDA020628 | 02279320 | Invirase Yes
Mesylate 0244-51
Edurant Rilpivirine HCL 59676- $37.58 | NDA202022 | 02370603 | Edurant Yes
0278-01
Intelence Etravirine 59676- $10.92 | NDAD22187 | 02306778 | Intelence Yes
100mg 0570-01
Intelence Etravirine 59676- $22.41 | NDA0D22187 | 02375931 | Intelence Yes
200mg 0571-01
Intelence 25mg | Etravirine 59676- $2.88 | NDA022187 | 02396750 | Intelence Yes
0572-01
Triumeq Abacavir, 49702- $98.19 | NDA205551 | 02430932 | Triumeq Yes
Dolutegravir, 0231-13
Lamivudi
Juluca Dolutegravir, 49702- $91.75 | NDA210192 | 02475774 | Juluca Yes
Rilpivirine 0242-13
Biktarvy Bictegravir, 61958- $104.52 | NDA210251 | 02478579 | Biktarvy Yes
Emtricit, 2501-01
Tenofovir Ala
Isentress 400mg | Raltegravir 00006- $26.74 | NDA022145 | 02301881 | Isentress Yes
0277-61
Descovy Emtricitabine, 61958- $59.67 | NDA208215 | 02454424 | Descovy Yes
Tenofovir 2002-01
200mg-25mg

14
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Section 804 Importation Program

Colovade’s Drug mpartation Pragram

February 27, 2024

Original Submission: December 5, 2022

Amended February 27, 2024

Source: Publicly available document
February 27, 2024 CO SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of Colorado’s SIP application dated
February 27, 2024.

Bkitarvy Eliquis Erleada Ibrance

Janumet Januvia Odefsey Otezla

Ozempic Prezcobix Rinvoq Spiriva Respimat
Sprycel Symtuza Tivicay Trikafta

Triumeq Victoza 3 PAK

On the next page, we have included the original one-page listing from Colorado’s
February 27, 2024 application.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/Colorados-Drug-Importation-Program-2022-Formal-SIP.pdf

Fi

ure 3: Final Drug List

2027 Baseline 2027 Plan

Drug Scenario Savings

Drug Name Strength Category  Scenario Price

Index per Unit

Importation Percentage
Price per Unit

50/200/25 mg
1|Biktarvy 30/120/ 15 mg tablets will not be imported. | Specialty $118.28 $55.81 53%
2.5mg
2|Eliquis 5 mg tablets will not be imported. Brand $7.20 $3.74 48%
60 mg
3|Erleada 240 mg tablets will not be imported. Brand $117.81 $42.90 64%
4|lbrance 75 mg Specialty $521.99 $258.54 50%
5|lbrance 100 mg Specialty $523.65 $246.82 53%
6|lbrance 125 mg Specialty $498.41 $235.09 53%
7|Janumet 50/500 mg Brand $4.88 $3.93 19%
8|Janumet 50/1000 mg Brand $4.86 $3.25 33%
9|Januvia 25 mg Brand $9.97 $8.17 18%
10|Januvia 50 mg Brand $9.56 $6.99 27%
11|Januvia 100 mg Brand $10.15 $6.17 39%
12|0Odefsey 200/25/25 mg Brand $95.94 $64.41 33%
30 mg
13|Otezla 10 mg and 20 mg tablets will not be Brand $64.76 §35.39 45%
imported.
) 0.25/0.5 mg
14{0zempic 2.68 mg/mL injections will not be imported. Brand $502.59 $275.13 4%
. 1mg
15|0zempic 2.68 mg/mL injections will not be imported. Brand 3268.00 $137.57 49%
16 |Prezcobix 800/150 mg Brand $60.80 549,12 19%
15 mg
17|Rinvog 30 mg and 45 mg tablets will not be Brand $176.55 $76.73 57%
imported.
Spiriva 2.5 meg
18 Rz " 1.25 mcg inhalation spray will not be Brand $53.25 §20.51 61%
spimat .
imported.
100 mg
19|Sprycel 20 mg, 50 mg, 70 mg, 80 mg, and 140 mg Brand $397.35 $127.36 68%
tablets will not be imported.
Brand &
20(Symtuza 800/150/200/10 mg specialty $133.63 $98.49 26%
30 mg Brand &
21|Tivicay 10 mg and 25 mg tablets will not be Specialt $50.40 $36.02 29%
imported. P Y
100/50/75 mg co-packaged with 150 mg Brand &
22 |Trikafta 50/25/37.5 mg tablets co-packaged with 75 Specialt $325.91 $268.37 18%
mg tablets will not be imported. P Y
600/50/300 mg Brand &
23(Triumeq 60/5/30 mg tablets for oral suspension will | ¢ " = 571.86 $55.79 22%
not be imported. P Y
. Brand &
24|Victoza 3 PAK 18 mg/3 mL Specialty $59.03 548.68 18%
18 | Colorado’s Drug Importation Program COLORADO
Department of Health Care
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Section 804 Importation Program

Colorada’s Drug importation Program

Decermber 5, 2022

|ICOLORADO
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Source: Publicly available document
December 5, 2022 CO SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org
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Source: document can be found on PSM’s website.

The following drugs were submitted as part of Colorado’s SIP application dated

December 5, 2022.

EpiPen Jr
Xarelto

Cabometyx
Tasigna
Xeljanz XR
Biktarvy
Genvoya
Triumeq
Glucagon
glatiramer

Ofev

Advair HFA

Fluticasone HFA
Ventolin
Synthroid
Januvia

EluRyng

Mirena

epinephrine
Afinitor

Erleada
Votrient
Restasis
Cabenuva
Odefsey
Xifaxan
Latuda
Gilenya
Advair Diskus

Combivent
Respimat

Pulmicort
Albuterol Inhaler
Farxiga
Jardiance

Ethinyl estradiol/
etonogestrel

EpiPen
everolimus

Ibrance
Xtandi
cyclosporin
Descovy
Symtuza
Bagsimi
Copaxone
Revolade

Fluticasone &
salmeterol diskus

Dulera

Spiriva Handihaler
Chantix

Invokana

Victoza

Estring

Eliquis

Afinitor Disperz
Sprycel

Zytiga

Restasis Multidose
Edurant

Tivicay

GlucaGen Hypo Kit
Glatopa

Uptravi

Wixela Inhub

Flovent HFA

Trelegy
varenicline
Janumet
Nuvaring

Kyleena

On the next six pages, we have included the original six-page listing from Colorado’s
December 5, 2022 application.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/Colorados-Drug-Importation-Program-2022-Formal-SIP.pdf

Figure 2. Final Drug List

Drug Name Strength Broad Category Brand/ U.5. Price Importation | Percent
Generic Price Savings

EpiPen Jr 0.15mg Anaphylaxis Brand $224.94 $91.13 59%
epinephrine 0.15mg Anaphylaxis Generic | $124.50 $91.13 27%
EpiPen 0.3mg Anaphylaxis Brand $264.89 $91.13 66%
epinephrine 0.3mg Anaphylaxis Generic | $116.97 $91.13 22%
Eliquis 2.5mg Blood Thinner Brand $5.75 $1.80 69%
Eliquis 5mg Blood Thinner Brand $6.22 $1.80 71%
Xarelto 2.5mg Blood Thinner Brand $7.06 $1.60 77%
Xarelto 10mg Blood Thinner Brand $13.73 §3.20 77%
Xarelto 15mg Blood Thinner Brand $12.58 $3.20 75%
Xarelto 20mg Blood Thinner Brand $12.99 $3.20 75%
Afinitor 5mg Cancer Brand $496.46 $209.25 58%
everolimus 5mg Cancer Generic | $260.92 $57.00 78%
Afinitor Disperz 2mg Cancer Brand $534.05 $238.32 55%
Afinitor Disperz 3mg Cancer Brand $487.99 $238.32 51%
Afinitor Disperz 5mg Cancer Brand $432.91 $238.32 45%
Cabometyx 20mg Cancer Brand $586.42 $330.00 44%
Cabometyx 40mg Cancer Brand $736.78 $330.00 55%
Cabometyx 60mg Cancer Brand $719.57 $330.00 54%
Erleada 60mg Cancer Brand $92.97 $31.88 66%
Ibrance** 100mg Cancer Brand $516.16 $285.65 45%
|Ibrance** 125mg Cancer Brand $547.51 $285.65 48%

15 | Colorado’s Drug Importation Program & COLORADO
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Ibrance* 75mg Cancer Brand $524.56 $285.65 46%
Sprycel 50mg Cancer Brand $262.22 $82.31 69%
Sprycel 100mg Cancer Brand $476.49 $164.63 65%
Tasigna 200mg Cancer Brand $144,33 $39.65 73%
Votrient 200mg Cancer Brand $125.05 $38.71 69%
Xtandi 40mg Cancer Brand $74.40 $31.88 57%
Zytiga 500mg Cancer Brand §178.91 $63.75 64%
Xeljanz XR 11mg Chronic Inflammatory Brand $145.43 $51.97 64%
Diseases
Restasis 0.05% Dry Eye Brand $8.28 $4.53 45%
cyclosporin* 0.05% Dry Eve Generic | $6.63 $1.54 77%
Restasis Multidose | 0.05% Dry Eye Brand $87.79 $41.32 53%
Biktarvy* 50-200-25mg HIV Brand $105.24 $44.12 58%
Cabenuva* (2mL)* 400-200mg HIV Brand $4,160.48 $1,537.08 63%
Cabenuva* (3mL)* 600-300mg HIV Brand $6,240.71 $3,074.14 51%
Descovy 200 -25mg HIV Brand $54.36 $32.30 41%
Edurant 25mg HIV Brand $41.83 $15.53 63%
Genvoya 150-150-200- HIV Brand $101.78 $49.28 52%
10mg
Odefsey 200-25-25mg HIV Brand $92.40 $44.13 52%
Symtuza 800-150-200- HIV Brand $128.70 $63.24 51%
10mg
Tivicay 50mg HIV Brand $50.73 $20.81 59%
16 | Colorado’s Drug Importation Program @ COLORADO
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Triumeq 600-50- HIV Brand $93.68 $45.64 51%
300mg

Xifaxan 550mg Irritable Bowel Brand $41.01 $8.64 79%
Syndrome

Bagsimi 3mg Low Blood Sugar Brand $276.04 $148.05 46%

GlucaGen HypoKit 1mg Low Blood Sugar Brand $284.88 $128.90 55%

Glucagon 1mg Low Blood Sugar Brand $241.27 $86.74 64%

Latuda 20mg Mental Health Brand $42.07 $4.02 90%

Latuda 40mg Mental Health Brand $42.73 $4.02 91%

Latuda 60mg Mental Health Brand $42.74 $4.02 91%

Latuda 80mg Mental Health Brand $43.44 $4.02 91%

Copaxone 20mg Multiple Sclerosis Brand $209.45 $48.60 77%

Glatopa 20mg Multiple Sclerosis Generic | $72.88 $36.45 50%

glatiramer 20mg Multiple Sclerosis Generic | $127.40 $36.45 71%

Copaxone 40mg Multiple Sclerosis Brand $424.64 $138.22 67%

glatiramer 40mg Multiple Sclerosis Generic | $213.28 §138.22 35%

Gilenya 0.5mg Multiple Sclerosis Brand $287.33 $95.81 67%

Revolade 25mg Primary Immune Brand $167.85 $59.06 65%
Thrombocytopenia

Revolade 50mg Primary Immune Brand $295.36 $118.13 60%
Thrombocytopenia

Uptravi 1400 mcg Pulmonary Brand $215.31 $72.19 66%
Arterial Hypertension

17 | Colorado’s Drug Importation Program ‘D COLORADO
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Ofev 100mg Pulmonary Fibrosis Brand $151.57 $31.28 79%
Ofev 150mg Pulmonary Fibrosis Brand $156.52 $61.16 61%
Advair Diskus 100-50mcg Respiratory Brand §252.95 $85.26 66%
fluticasone & 100-50mcg Respiratory Generic | $153.34 $47.71 69%
salmeterol diskus
Wixela Inhub 100-50mcg Respiratory Generic | §94.47 $47.71 49%
Advair Diskus 250-50mcg Respiratory Brand $314.88 $102.03 68%
fluticasone & 250-50mcg Respiratory Generic | $186.75 $57.11 69%
salmeterol diskus
Wixela Inhub 250-50mcg Respiratory Generic $103.63 $57.11 45%
Advair Diskus 500-50mcg Respiratory Brand $408.84 $102.03 75%
fluticasone & 500-50mcg Respiratory Generic | $209.21 $81.07 61%
salmeterol
Wixela Inhub 500-50mcg Respiratory Generic | $124.72 $81.07 35%
Advair HFA 115-21mcg Respiratory Brand $350.92 $144.83 59%
Advair HFA 230-21mcg Respiratory Brand $442.56 $144.83 67%
Combivent 20-100mcg Respiratory Brand $373.87 $34.14 M%
Respimat
Dulera 100-5mcg Respiratory Brand $298.87 $87.75 71%
Dulera 200-5mcg Respiratory Brand §322.78 $108.00 67%
Flovent HFA 44mcg Respiratory Brand $179.06 $25.44 86%
Fluticasone HFA* 44mcg Respiratory Generic | $132.95 $39.51 70%
Flovent HFA 110mcg Respiratory Brand $235.61 $42.81 82%
18 | Colorado’s Drug Importation Program & COLORADO
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Fluticasone HFA* 110mcg Respiratory Generic | $177.99 $39.50 78%
Flovent HFA 220mecg Respiratory Brand $353.25 $85.62 76%
Fluticasone HFA* 220mcg Respiratory Generic | $276.46 $50.65 82%
Pulmicort 90mcg Respiratory Brand $170.01 $34.76 80%
Pulmicort 180mcg Respiratory Brand $233.01 $71.06 70%
Spiriva Handihaler | 18mcg Respiratory Brand $377.35 $58.39 85%
Spiriva Respimat 2.5mcg Respiratory Brand $324.04 $58.39 82%
Trelegy 100-62.5-25mcg | Respiratory Brand $237.37 $148.73 37%
Trelegy 200-62.5-25mcg | Respiratory Brand §255.26 $186.67 27%
Ventolin 90mcg Respiratory Brand $54.00 $6.75 87%
Albuterol Inhaler 90meg Respiratory Generic | $25.97 $5.63 78%
Chantix 0.5mg Smoking Cessation Brand $7.88 $1.93 75%
varenicline 0.5mg Smoking Cessation Generic | $7.69 $1.04 87%
Chantix 1mg Smoking Cessation Brand $8.35 $1.93 77%
varenicline img Smoking Cessation Generic | $7.50 $1.04 86%
Synthroid 100mcg Thyroid Deficiency Brand $0.95 $0.07 93%
Farxiga 5mg Type 2 Diabetes Brand $14.09 $2.76 80%
Farxiga 10mg Type 2 Diabetes Brand $14.59 $2.76 81%
Invokana 100mg Type 2 Diabetes Brand $15.89 $2.94 81%
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Invokana 300mg Type 2 Diabetes Brand $15.78 $2.94 81%
Janumet 50/500mg Type 2 Diabetes Brand $6.29 $1.54 75%
Janumet 50/1000mg Type 2 Diabetes Brand $6.18 $1.54 75%
Januvia 25mg Type 2 Diabetes Brand $12.87 $2.94 7%
Januvia 50mg Type 2 Diabetes Brand $12.38 52.94 76%
Januvia 100mg Type 2 Diabetes Brand $12.90 $2.94 7%
Jardiance 10mg Type 2 Diabetes Brand $15.78 $2.94 81%
Jardiance 25mg Type 2 Diabetes Brand $15.47 52.94 81%
Victoza 18mg/3mL Type 2 Diabetes Brand $266.97 §77.05 71%
Nuvaring 2.6mg - 11.4 mg | Women's Health Brand $142.71 $14.11 90%
EluRyng 2.6mg - 11.4 mg | Women's Health Generic | $84.63 $14.11 83%
ethinyl estradiol/ 2.6mg - 11.4 mg | Women's Health Generic $92.01 S$14.11 85%
etonogestrel

Estring 2mg Women's Health Brand $415.69 $70.62 83%
Kyleena 19.5mg Women's Health Brand $888.16 $403.50 55%
Mirena 52 mg Women's Health Brand $547.62 $431.21 21%

Department of Health Care Policy & Financing, 2022.

Significant Savings

This SIP meets Final Rule requirements to demonstrate significant cost savings, providing
details on uncertainties that may influence our success. Colorado has requested flexibility
from the FDA in the interpretation of significant savings given the need for state-led programs
to begin with narrower lists of drugs and expand over time.
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COLORADO
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Section 804 Importation Program
Colorado’s Drug Importation Program -

Drafft Application

Warch 9, 1020

Source: Publicly available document
March 9, 2020 CO SIP Application to FDA

Find the entire application online at our website:

www.safemedicines.org
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Source: documents (draft proposal and appendices) can be found on PSM’s website.

The following drugs were submitted as part of Colorado’s SIP application dated March

9, 2020.

Adcirca
Anoro Ellipta
Aubagio

Cayston

Cuprimine
Dulera
Entresto
Estring
Forteo
Glucagon Kit
Inlyta
Jadenu
Januvia
Kombiglyze XR
Lonsurk
Noxafil
Otezla
Prezcobix
Retin-A
Sensipar
Stivarge

Tagrisso

Advair Diskus
Apri 28 Day
Banzel

Climara

Dexilant
Eliquis
EpiPen
Farxiga
Genvoya
Ibrance
Intelence
Jakafi
Jardiance
Kuvan
Lumigan
Nuvaring
Portia 28
Prezista

Revatio

Serevent Diskus

Stribild

Tarceva

Afinitor
Aptiom
Breo Ellipta

Combivent
Respimat

Diclegis Dr
Elmiron
EpiPen Jr
Finacea
Gilenya
Imbruvica
Invokana
Janumet
Jentadueto
Lamictal
Myrbetriq ER
Ofev
Premarin
Prograf
Rexulti
Spiriva Handihaler
Sutent

Tasigna

Alecensa
Atripla

Brilinta

Complera

Dificid
Enstilar
Erivedge
Firazyr
Gleevec
Incruse Ellipta
Isentress
Janumet XR
Keppra
Latuda
Nexavar

Onglyza

Premarin Cream

Relpax
Sabril
Sprycel
Synthroid

Tecfidera

Updated April 15, 2024


http://www.safemedicines.org/wp-content/uploads/2019/09/Colorado-Draft-SIP-Version-3-9-2020.pdf
http://www.safemedicines.org/wp-content/uploads/2019/09/Colorado-Draft-SIP-Appendices-1.pdf

Tivicay Tracleer Tradjenta Triumeq

Truvada Uloric Uptravi Vesicare
Victoza Vimovo DR Vimpat Vivelle-Dot ~ Wellbutrin XL
Xalkori Xarelto Xeljanz Xeloda
Xifaxan Xigduo Xtandi Yasmin 28
Yax 28 Zelboraf Zomig Zytiga

On the next five pages, we have included the original five-page listing from Colorado’s
March 9, 2020 application.
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Application for Section 804
Importation Program

Mew Hampshire Department of Health and Human Services

Source: Publicly available document
April 21, 2021 NH SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of New Hampshire’s SIP application dated
April 21, 2021.

Abilify Maintena Advair Diskus Aubagio Biktarvy
Breo Ellipta Chantix Eliquis Epclusa
genvoya Gilenya Harvoi Ibrance
Imbruvica Ingrezza Jakafi Januvia
Jardiance Kuvan Latuda Lupron
Mavyret Myrbetiq Odefsey Otezla
Ozempic Procysbi Ravicti Sabril
Spiriva Respimat Sprycel Tecfidera Tradjenta
Triumeq Truvada Victoza Vosevi
Wellbutrin XL Wixela Inhub Xarelto Xifaxan
Xtandi

On the next five pages, we have included the original five-page listing from New
Hampshire’s April 21, 2021 application. You can find a complete copy of this
application's SIPs documents here.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/New-Hampshire-Application-4-2021.pdf
https://www.safemedicines.org/wp-content/uploads/2019/09/New-Hampshire-Application-4-2021.pdf

including purchasers and payers.

At any level in the supply chain where there is no market competition, the state can establish a
limit on mark-up or fees for each stage of the supply chain. The allowed mark-up will account
for the routine and exceptional costs of importing and distributing product throughout the state.
The mark-up limits for the non-competitive parts of the supply chain will be enforced by payers
and purchasers who will know the import price and the state margin limits. In order to ensure the
significant savings from importing certain prescription drugs wholesale from Canada would be
passed on to consumers, New Hampshire could amend its annual rate review filing requirements
for health plans doing business in the state and require health plans to document savings from

importation as well as how those saving were passed on to consumers.

Options for passing savings to consumers may include:

¢ Lowering premiums.
¢ Lowering deductibles, and

¢ Reducing or eliminating co-pays.

In addition to the rate review process described above, the New Hampshire would establish a
transparent, public price list of the imported drugs in order to ensure that mark-up along the

supply chain was not exceeding the allowed amount at the expense of consumer savings.

Conclusion

Now more than ever, one of the biggest pressures on New Hampshire families’ pocketbooks is
the high cost of health care in the Granite State and prescription drugs are a driver of these
health care costs. We look forward to the Administration’s continued action to create a formal
pathway for prescription drug importation from Canada and to its partnership with states on this

important initiative.

Proposed Drug List

Canadian Sold
Drug Name Active Ingredient NDC US Price NDA/ANDA Name in US
Abilify Abilify Yes
Maintena Aripiprazole 59148-0019-71 $2,179.10 | NDA202971 | Maintena
18
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Canadian Sold
Drug Name Active Ingredient NDC US Price NDA/ANDA Name in US
Advair .
Diskus 100- | Fluticasone Propion/ | 00173-0695-00 $303.60 | NDA021077 gi‘ﬁ:; o Yes
50mcg Salmeterol
Advair .
Diskus 250- Fluticasone Propion / | 00173-0696-00 $377.40 | NDA021077 E.TLE:; =0 Yes
50mcg Salmeterol
Advair .
Diskus 500- Fluticasone Propion / | 00173-0697-00 $496.80 | NDA021077 A[;ivalr o Yes
Diskus

50mcg Salmeterol
Aubagio . . .
14mg Teriflunomide 58468-0210-02 $268.64 | NDA202992 | Aubagio Yes
Bikyarvy 50- | Bictegrav / Emtricit / )
200-25 Tenofov Ala 61958-2501-01 $104.52 | NDA210251 Biktarvy Yes
BREO

FLUTICASONE / "
ELLIPTA 100- VILANTEROL 00173-0859-10 $5.96 | NDA204275 Breo Ellipta | Yes
25mcg
BREO

FLUTICASONE / "
ELLIPTA 200- VILANTEROL 00173-0882-10 $5.96 | NDA204275 Breo Ellipta | Yes
25mcg
Chantix 0.5
(it P Varenicline Tartrate 00069-0471-03 $8.00 | NDA021928 | Champix Yes
(Champix in
Canada)
Chantix e .
0.5mg Varenicline Tartrate 00065-0468-56 $7.62 | NDA021928 | Champix Yes
Chantix 1mg | Varenicline Tartrate 00069-0463-56 $8.00 | NDA021928 | Champix Yes
Eliquis 2.5mg | Apixaban 00003-0893-21 $7.52 | NDA202155 | Elequis Yes
Eliquis 5mg | Apixaban 00003-0894-21 $7.53 | NDA202155 | Elequis Yes
Epclusa 400- | Sofosbuvir, Yes
100mg Velpatavir 61958-2210-01 $869.05 | NDA208341 Epclusa
Genvoya Elviteg / Cob / Emtri /
150-200-10 Tenof Alafen 61958-1901-01 $104.93 | ANDA207561 | Genvoya Yes
Gilenya ] g ;
0.5mg Fingolimod HCL 00078-0607-15 $280.83 | NDAD22527 Gilenya Yes
Harvoni90- | Ledipasvir, Sofosbuvir
400mg 61958-1801-01 $1,098.94 | NDA205834 Harvoni Yes
|brance 75 Palbociclib y

es
mg 00069-0284-21 $592.83 | NDA207103 Ibrance
|brance Palbociclib v
es
100mg 00069-0188-21 $592.83 | NDA207103 Ibrance
19
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Canadian Sold
Drug Name Active Ingredient NDC US Price NDA/ANDA Name in US
Ibrance Palbociclib v
es
125mg 00069-0189-21 $592.83 | NDA207103 Ibrance
Imbruvica | b tinib | ves
140mg 57962-0140-09 $154.36 | NDA205552 Imbruvica
Ingrezza Valbenazine Tosylate -
80mg 70370-1080-01 $234.77 | NDA209241 | Ingrezza
. Ruxolitinib Phosphate . Yes
Jakafi 5mg 50881-0005-60 $236.45 | NDA202192 | Jakavi
) Ruxolitinib Phosphate ) Yes
Jakafi 10mg 50881-0010-60 $236.45 | NDA202192 | Jakavi
. Ruxolitinib Phosphate ) Yes
Jakafi 15mg 50881-0015-60 $236.45 | NDA202192 | Jakavi
Ruxolitinib Phosphate Yes
Jakafi 20mg 50881-0020-60 $236.45 | NDA202192 | Jakavi
Januvia 00006-0277-31 "
es
100mg Tab | Sitagliptin Phosphate $15.14 | NDA021995 | Januvia
Januvia 00006-0221-31 y
es
25mg Tab Sitagliptin Phosphate $15.13 | NDA021995 | Januvia
Januvia 00006-0112-31 .
es
50mg Tab Sitagliptin Phosphate $15.13 | NDA021995 | Januvia
Jardiance e 00597-0152-30
Empagliflozin ) Yes
10mg $17.41 | NDA204629 | Jardiance
Jardiance e 00597-0153-30
Empagliflozin . Yes
25mg $17.41 | NDA204629 | Jardiance
Kuvan 100 Sapropterin 68135-0301-22 .
mg Dihydrochloride $40.30 | NDA205065 Kuvan
Latuda Yes
120mg Tab Lurasidone HCL 63402-0312-30 $61.13 | NDA200603 Latuda
Latuda 20mg Yes
Tab Lurasidone HCL 63402-0302-30 $40.99 | NDA200603 | Latuda
Latuda 40mg Yes
Tab Lurasidone HCL 63402-0304-30 $41.00 | NDA200603 Latuda
Latuda 60mg Yes
Tab Lurasidone HCL 63402-0306-30 $41.04 | NDA200603 Latuda
Latuda 80mg Yes
Tab Lurasidone HCL 63402-0308-30 $41.03 | NDA200603 | Latuda
Lupron
Deopt-Ped $10,078.5 Lupron Yes
30mg Leuprolide Acetate 00074-9694-03 6 | NDAQ20263 Deop
Mavyret Glecaprevir, Yes
100-40mg Pibrentasvir 00074-2625-80 $153.11 | NDA209394 Maviret
20
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Canadian Sold
Drug Name Active Ingredient NDC US Price NDA/ANDA Name in US
Myrbetriq Mirabegron , Yes
25mg 00469-2601-30 $13.50 | NDA202611 | Myrbetrig
Myrbetrig Mirabegron | Yes
50mg 00469-2602-30 $13.50 | NDA202611 | Myrbetrig
Odefsey 200- | Emtricitab / Rilpiviri /
i S 61958-2101-01 $95.77 | NDA208351 | Odefsey | Yes
Otezlall- |\ omitast 55513-0369-55 $65.30 | NDA205437 | Otezla Yes
20-30mg
Otezla 30mg | Apremilast 55513-0137-28 $59.86 | NDA205437 | Otezla Yes
Ozempic . .
tmg/0.75m| | SeMaBlutide 00169-4136-02 $270.35 | NDA209637 | Ozempic | Yes
;g‘:ﬁ;sm Cysteamine Bitartrate | 75987-0101-08 | $101.32 | NDA203389 | Procysbi | Yes
favicH Slycerl 75987-0050-06 $201.24 | NDA203284 | Ravicti Yes
1.1Gm/ml Phenylbutyrate .
Sabril 500mg | Vigabatrin 67386-0111-01 $175.20 | NDA020427 | Sabril Yes
Spiriva
Respimat | Tiotropium Bromide | 00597-0100-28 $18.75 | NDA021936 | Spiriva Yes
2.5mcg
Spiriva
18mcg Tiotropium Bromide | 00597-0075-41 $15.75 | NDA021395 | Spiriva Yes
Handihaler
igrr:;e' Dasatinib 00003-0527-11 $140.20 | NDA021986 | Sprycel Yes
:grr:;e' Dasatinib 00003-0528-11 $244.57 | NDA021986 | Sprycel Yes
?g’n‘:;e' Dasatinib 00003-0524-11 $280.39 | NDA021986 | Sprycel Yes
ig;"n:eg' Dasatinib 00003-0852-22 $466.07 | NDA021986 | Sprycel Yes
;i;l?:’a Dimethyl Fumerate | 64406-0006-02 $137.93 | NDA204063 | Tecfidera | Yes
Tradjenta
5mg Tab Linagliptin 00579-0140-30 $14.79 | NDA201280 | Tradjenta | Yes
) Abacavir /
Triumeq p :
Dolutegravir / 49702-0231-13 $98.19 | NDA205551 | Triumeq | Yes
600-50-300 et
Lamivudi
Truvada 200- | Emtricitabine /
S0 Tetaiir (T 61958-0701-01 $59.70 | NDA021752 | Truvada | Yes
21
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Canadian Sold
Drug Name Active Ingredient NDC US Price NDA/ANDA Name in US
Victoza 0.6
MG/0.1ml | Liraglutide 00169-4060-12 $107.57 | NDA022341 | Victoza Yes
(2-Pak)
Victoza 0.6
MG/0.1ml | Liraglutide 00169-4060-13 $107.57 | NDA022341 | Victoza Yes
(3-Pak)
Vosevi Sofosbuvir / Velpatas | ¢/ g 5401.01 $890.00 | NDA209195 | Vosevi Yes
Voxilaprev
Wellbutrin ; Wellbutrin
i o Bupropion HCL 00187-0730-30 $46.97 | NDAO21515 | Yes
Wellbutrin . Wellbutrin
% S00ima Bupropion HCL 00187-0731-30 $62.03 | NDAO21515 | Yes
Wixela Inhub | Fluticasone Propion, | 00378.9320.32 | $123.00 | ANDA208891 | W€ | yeq
100-50mcg Salmeterol Inhub
Wixela Inhub | Fluticasone Propion, | 53375 932137 |  $150.00 | ANDA208891 | W€l Yes
250-50mcg Salmeterol Inhub
Wikela Inhub | Fluticasone Propion, | 00378.9322.32 | $153.10 | ANDAZ08891 | V*eI2 Yes
500-50mcg | Salmeterol Inhub
Xarelto 50458-0577-10 $8.21 | NDA202439 | Xarelto Yes
2.5mg Rivaroxaban
Xarelto : 50458-0580-10 $16.42 | NDA022406 | Xarelto Yes
10mg Rivaroxaban
Xarelto 50458-0578-10 $16.42 | NDA202439 | Xarelto Yes
15mg Rivaroxaban
Xarelto _ 50458-0579-10 $15.03 | NDA202439 | Xarelto Yes
20mg Rivaroxaban
Xifaxan o 65649-0303-02 $44.06 | NDA022554 | Xifaxan Yes
550mg Rifaximin
_ _ 00469-0125-99 $102.30 | NDA203415 | Xtandi Yes
Xtandi 40mg | Enzalutamide
22
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SECTION 804 DRUG IMPORTATION PROGRAM APPLICATION

New Mexico Department of Health

Source: Publicly available document
December 2020 NM SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.or

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of New Mexico’s SIP application dated
December 2020.

Latuda Ventolin HFA Advair Diskus Chantix
Descovy Jardiance Invokana Farxiga
Uptravi Tecfidera Xifaxan Janumet
Januvia Ravicti Xarelto Tivicay
Copaxone Imbruvica Victoza Tasigna
Sprycel Zytiga Xtandi Ofev
Promacta Afinitor Disperz Gilenya Xeljanz XR
Votrient Bydureon Bcise Restasis Biktarvy
Cabometyx Genvoya Triumeq Odefsey
Korlym Truvada Eliquis

On the next seven pages, we have included the original seven-page listing from New
Mexico’s December 2020 application.

Updated April 15, 2024


http://www.safemedicines.org/wp-content/uploads/2019/09/NM-Finalized-Application-1.pdf
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SECTION 804 DRUG IMPORTATION PROGRAM APPLICATION
New Mexico Department of Health

Source: Publicly available document
October 8, 2020 NM SIP Application to FDA

Find the entire application online at our website:
www.safemedicines.org

Updated April 15, 2024



Source: document can be found on PSM’s website.

The following drugs were submitted as part of New Mexico’s SIP application dated
October 8, 2020.

Latuda Ventolin HFA Advair Diskus Chantix
Descovy Jardiance Invokana Farxiga
Uptravi Tecfidera Xifaxan Janumet
Januvia Ravicti Xarelto Tivicay
Copaxone Imbruvica Victoza Tasigna
Sprycel Zytiga Xtandi Ofev
Promacta Afinitor Disperz Gilenya Jakafi
Xeljanz XR Votrient Bydureon Bcise Restasis
Biktarvy Cabometyx Genvoya Triumeq
Odefsey Truvada Eliquis

On the next ten pages, we have included the original ten-page listing from New
Mexico’s October 8, 2020 application.

Updated April 15, 2024


https://www.safemedicines.org/wp-content/uploads/2019/09/Prescription-Drug-Importation-Program-Application.pdf
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