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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

 
 
NOVARTIS PHARMACEUTICALS 
CORPORATION, 
 

Plaintiff, 
v. 

 
DIANA ESPINOSA, et al., 
 

Defendants. 
 

 
 
 
 
  No. 21-cv-1479 (DLF) 
 
 
 
  

 
NOTICE OF FILING JOINT APPENDIX OF ADMINISTRATIVE RECORD 

 
 Pursuant to Local Civil Rule 7(n) and the Court’s Minute Order of June 16, 2021, the parties 

have conferred and Defendants hereby submit a joint appendix, agreed upon by the parties, containing 

the excerpts from the certified administrative record that were cited by the parties in briefing their 

cross-motions for summary judgment.1 Attached hereto is (i) an index of the contents of the joint 

appendix and (ii) the four-part joint appendix.  

Dated: July 16, 2021    Respectfully submitted, 

BRIAN D. NETTER 
      Deputy Assistant Attorney General  
 
      MICHELLE R. BENNETT 
      Assistant Branch Director 
 
      /s/ Jody D. Lowenstein 

JODY D. LOWENSTEIN 
Mont. Bar No. 55816869 
KATE TALMOR 
RACHAEL L. WESTMORELAND 
Trial Attorneys 
United States Department of Justice 
Civil Division, Federal Programs Branch 

                                                 
1 If an excerpt of the certified administrative record was cited by either party in briefing their 

cross-motions for summary judgment and was inadvertently omitted from the joint appendix, the 
parties have agreed that the joint appendix should be supplemented with the omitted excerpt. 
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1100 L Street NW 
Washington, D.C. 20005 
Phone: (202) 598-9280 
Email: jody.d.lowenstein@usdoj.gov 
 
Attorneys for Defendants 

Case 1:21-cv-01479-DLF   Document 25   Filed 07/16/21   Page 2 of 2



PART I 

PAGE DOCUMENT BATES 
NUMBER 

1–2 
HRSA Letter to Novartis Pharmaceuticals Regarding 
Sales to Covered Entities through Contract Pharmacy 
Arrangements (May 17, 2021) 

VLTR_5–6 

3–12 42 U.S.C. § 256b VLTR_13–22 

13–37 H.R. Rept. No. 102–384(II) (Sept. 22, 1992) VLTR_23–47 

38–47 
HHS, General Instructions for Completing the 
Pharmaceutical Pricing Agreement and Pharmaceutical 
Pricing Agreement 

VLTR_48–57 

48–49 
HHS, General Instructions for Completing the 
Pharmaceutical Pricing Agreement – Addendum and 
Pharmaceutical Pricing Agreement Addendum 

VLTR_58–59 

50–70 
HRSA, Final Rule, 340B Drug Pricing Program 
Ceiling Price and Manufacturer Civil Monetary 
Penalties Regulation (Jan. 5, 2017) 

VLTR_60–80 

71–75 PHS, Final Notice Regarding Section 602 of the Veterans 
Health Care Act of 1992 Entity Guidelines (May 13, 1994) VLTR_81–85 

76–77 
PHS, Notice Regarding Section 602 of the Veterans Health 
Care Act of 1992 Contract Pharmacy Services (Nov. 1, 
1995) 

VLTR_86–87 

78–85 
HRSA, Notice Regarding Section 602 of the Veterans Health 
Care Act of 1992; Contract Pharmacy Services (Aug. 23, 
1996) 

VLTR_88–95 

86–89 HRSA, Notice Regarding 340B Drug Pricing Program—
Contract Pharmacy Services (Jan. 12, 2007) VLTR_96–99 

90–97 HRSA, Notice Regarding 340B Drug Pricing Program—
Contract Pharmacy Services (Mar. 5, 2010) VLTR_100–107 

98–99 HRSA, Clarification of Non-Discrimination Policy (May 23, 
2012) VLTR_108–109 

100–116 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Beverly Hospital 

VLTR_1458–1474 

117–118 

Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Gerald Champion Regional Medical 
Center 

VLTR_2592–2593 

119–122 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Johnson County Hospital 

VLTR_3133–3136 

123–127 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Kearney County Health Services 

VLTR_3160–3164 
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128–139 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—MaineHealth 

VLTR_3495–3505, 
3518 

140–145 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Nebraska Medicine 

VLTR_4454–4459 

146–150 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—St. Charles Health System 

VLTR_5255–5259 

151–154 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—UC Davis Medical Center 

VLTR_5622–5625 

PART II 

PAGE DOCUMENT BATES 
NUMBER 

1–11 

(Continued) Excerpt from Covered Entity Complaints 
Regarding Unavailability of 340B Pricing and 
Supporting Documentation—UC Davis Medical 
Center 

VLTR_5626–5643 

12–13 

Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Ronald Reagan UCLA Medical 
Center 

VLTR_5744–5745 

14–15 

Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Santa Monica UCLA Medical 
Center 

VLTR_5748–5749 

16–22 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Arnot Ogden Medical Center 

VLTR_6229–6232, 
6243–6245 

23–28 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Highland Hospital 

VLTR_6280–6283, 
6290–6291 

29–32 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Jones Memorial Hospital 

VLTR_6331–6334 

33–38 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Noyes Memorial Hospital 

VLTR_6360–6363, 
6368–6369 

39–45 
Excerpt from Covered Entity Complaints Regarding 
Unavailability of 340B Pricing and Supporting 
Documentation—Strong Memorial Hospital 

VLTR_6396–6399, 
6410–6412 

46–53 HHS, Advisory Opinion 20-06 on Contract 
Pharmacies under the 340B Program (Dec. 30, 2020) VLTR_6832–6839 
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54–57 
AstraZeneca Letter to Office of Pharmacy Affairs to 
Covered Entities through Contract Pharmacy (July 24, 
2020) 

VLTR_6853–6856 

58 

Excerpt from Administrative Dispute Resolution 
Petition and Supporting Documentation from 
National Association of Community Health Centers 
(Jan. 13, 2021) 

VLTR_7188 

59–61 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7255–7257 

62–66 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7260–7264 

67–72 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7270–7275 

73–79 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7277–7283 

80–83 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7295–7298 

84–90 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7300–7306 

91–96 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7309–7314 

PART III 

PAGE DOCUMENT BATES 
NUMBER 

1–5 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7316–7320 

6–9 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7322–7325 

10–12 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7331–7333 

13–16 Administrative Declaration Documentation from 
National Association of Community Health Centers VLTR_7347–7350 

17 Letter from Gerald Gleeson (Sanofi) to Michelle 
Herzog VLTR_7618 

18–19 Letter from RADM Krista M. Pedley to Derek L. 
Asay (Aug. 26, 2020) VLTR_7627–7628 

20–22 Letter from 340B Health et al. to Hon. Alex Azar 
(Aug. 26. 2020) VLTR_7629–7631 

23–24 Letter from RADM Krista M. Pedley to Christie 
Bloomquist (Sept. 2, 2020) VLTR_7658–7659 

25–36 Email and letter from Dan Lopuch (Novartis) to 
RADM Krista M. Pedley (Nov. 13, 2020) VLTR_7740–7751 

PART IV 

PAGE DOCUMENT BATES 
NUMBER 
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1 
Notice from Novo Nordisk Regarding Limitation on  
Hospital Contract Pharmacy Distribution (Dec. 1, 
2020) 

VLTR_7758 

2–3 Notes, HRSA and National Assoc. of Chain Drug 
Stores Meeting (Oct. 2, 2020) VLTR_7887–7888 

4–5 Notes, Avita Pharmacy/Ballard Partners (Oct. 1, 
2020) VLTR_7891–7892 

6–9 Notes, Rapid Listening Session for Tribal Leaders on 
the 340B Program (Oct. 7, 2020) VLTR_7894–7897 

10 Notes Attachment, Tribal Consultation on the 340B 
Program (Oct. 7, 2020) VLTR_7898 

11–23 340B Contract Pharmacy Impact Analysis (March 2, 
2021) VLTR_7936–7948 

24–30 340B Health Survey Report 2020 (March 23, 2021) VLTR_7957–7963 

31–38 HHS, Advisory Opinion 20-06 on Contract 
Pharmacies under the 340B Program (Dec. 30, 2020) VLTR_8048–8055 
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From: Laura Murphy
To: HRSA HSB 340B Pricing
Subject: 340B Pricing Refusal - Documentation for DSH20033
Date: Wednesday, January 6, 2021 3:58:32 PM
Attachments: HRSA Reporting - Manufacturer Refusal of 340B Pricing October 2020.pdf

HRSA Reporting - Manufacturer Refusal of 340B Pricing December 2020.pdf
HRSA Reporting - Manufacturer Refusal of 340B Pricing November 2020.pdf

Good Afternoon HRSA Team,

Please see attached for our documentation of several Manufacturers' refusal to
provide 340B pricing at the contract pharmacy level for Beverly Hospital.

Please let me know if you have any questions,
We appreciate everything you are doing to help us and hope that this documentation
is useful.

Best,
Laura Murphy

--
Laura E. Murphy, CPhT

Pharmacy Purchasing, Inventory, Contract & 340B Manager

Beverly Hospital
85 Herrick Street, 01915

E: Laura.E.Murphy@lahey.org
P: 978.816.3625
F: 978.921.7006

THIS MESSAGE IS INTENDED FOR THE USE OF THE PERSON TO WHOM IT
IS ADDRESSED. IT MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL
See our web page at http://www.lahey.org for a full directory of Lahey
sites, staff, services and career opportunities.

THIS MESSAGE IS INTENDED FOR THE USE OF THE PERSON TO WHOM IT
IS ADDRESSED. IT MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL AND EXEMPT FROM DISCLOSURE UNDER APPLICABLE
LAW. If you are not the intended recipient, your use of this message for
any purpose is strictly prohibited. If you have received this communication
in error, please delete the message and notify the sender so that we may
correct our records.
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From: Olivia Little
To: HRSA HSB 340B Pricing
Subject: HRSA Notification Manufacturer Overcharge Submission Paperwork-CAH281350
Date: Tuesday, January 12, 2021 3:01:22 PM
Attachments: HRSA Notification Aventis Pharm (LC 00088) Overcharge Submission1.12.2021.pdf

HRSA Notification Eli Lilly (LC 00002)Overcharge Submission1.12.2021.pdf
HRSA Notification Novartis (LC 00078)Overcharge Submission1.12.2021.pdf
HRSA Notification Sanofi-Aventis (LC00024)Overcharge Submission1.12.2021.pdf
HRSA Notification AstraZeneca (LC 00186)Overcharge Submission1.12.2021.pdf
HRSA Notification AstraZeneca (LC 00310)Overcharge Submission1.12.2021.pdf

To Whom it May Concern,
I have attached our HRSA notification paperwork for overcharging by manufacturers by labeler code
for CAH281350. Please let me know if you have any questions.
Thank you,

Olivia Little, MHA, MLS (ASCP)CM, CPhT, 340B ACE
340B Director, DME Supervisor
Johnson County Hospital
202 High St
Tecumseh, NE 68450
olittle@jchosp.com
Phone 402-335-6391
Fax 402-335-6343
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110 Free Street � Portland, ME 04101 � Phone: (207) 661-7001 
www.mainehealth.org 

 

 

Dear HRSA agent,  

I am writing to you on behalf of MaineHealth 340B hospitals to notify you of our lack of ability to access 
340B pricing for all Eli Lilly, AstraZeneca, Sanofi and Novartis NDCs to replenish eligible 340B claims for 
all of our active contract pharmacies.  

Please do not hesitate to reach out to me if you have any questions or need additional information.  

Sincerely, 

 

Minh Hoang 

Director of 340B and Drug Supply Management 

MaineHealth 
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Background Information 

340B HOSPITALS 340B ID 
MAINE MEDICAL CENTER DSH200009 
PENOBSCOT BAY MEDICAL CENTER DSH200063 
LINCOLNHEALTH DBA MAINEHEALTH CAH201302-00 
WALDO COUNTY GENERAL HOSPITAL CAH201312-00 
THE MEMORIAL HOSPITAL CAH301307-00 
FRANKLIN MEMORIAL HOSPITAL SCH200037-00 
STEPHENS MEMORIAL HOSPITAL CAH201315-00 

 

 

 

 

 

 

 

 

Wholesalers: McKesson, Cardinal 

Products affected:  

00002327004 CYMBALTA CAP 60MG     
00002144509 TALTZ AUTO INJECTOR 80MG 3 
00002144527 TALTZ AUTO INJECTOR 80MG 2 
00002840001 FORTEO PEN 250MCG ML    2.4ML 
00002814901 HUMATROPE CARTR KIT       24MG 
00002772411 TALTZ PF SYRINGE 80MG  1 
00002144511 TALTZ AUTO INJECTOR 80MG 1 
00002446330 CIALIS TAB 10MG             30 
00002446430 CIALIS TAB 20MG             30 
00024540131 AMBIEN TAB 5MG             100 
00024550131 AMBIEN CR TAB 6.25MG       100 
00002762301 ALIMTA SDV 500MG          20ML 
00024542131 AMBIEN TAB 10MG            100 
00024552131 AMBIEN CR TAB 12.5MG       100 
00777310502 PROZAC PULVULE 20MG        100 
00777310402 PROZAC PULVULE 10MG        100 
00002850101 HUMULIN R REG INSULN U500 20ML 
00310610090 ONGLYZA TAB 2.5MG           90 
00088216030 ARAVA TAB 10MG              30 
00088216130 ARAVA TAB 20MG              30 
00002814801 HUMATROPE CARTR KIT       12MG 
00310610590 ONGLYZA TAB 5MG             90 
00075291501 LOVENOX SAF SYR 150MG 1ML   10 
00310027910 SEROQUEL TAB 400MG         100 
00310028460 SEROQUEL XR TAB 400MG       60 
00024590801 KEVZARA PFS 150MG 1.14 ML 2 
00024591001 KEVZARA PFS 200MG 1.14 ML 2 
00024592001 KEVZARA INJ PFP150MG 1.14ML  2 
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00024592201 KEVZARA INJ PFP200MG 1.14ML  2 
00955104818 SEVELAMER HCL TB 800MG WIN 180 
00310662702 SYMLIN PEN 120 2.7ML         2 
00002512377 EFFIENT TAB 10MG BP INST    90 
00002445685 ZYPREXA ZYDIS TAB 20MG UD   30 
00075291201 LOVENOX SAF SYR 120MG 0.8ML 10 
00310028360 SEROQUEL XR TAB 300MG       60 
00955105027 SEVELAM CARB TB 800MG WIN 270 
00310072010 FASLODEX PFS 250MG 5ML 2X5.0ML 
00024414210 MULTAQ TAB 400MG UD      10X10 
00310027210 SEROQUEL TAB 200MG         100 
00777310730 PROZAC PULVULE 40MG         30 
00002442030 ZYPREXA TAB 20MG            30 
00310661502 SYMLIN PEN 60 1.5ML          2 
00002621654 VERZENIO TAB 200MG BP 14 
00002533754 VERZENIO TAB 150MG BP 14 
00002448354 VERZENIO TAB 50MG BP 14 
00002481554 VERZENIO TAB 100MG BP 14 
00002445585 ZYPREXA ZYDIS TAB 15MG UD   30 
00310009590 DALIRESP 500MCG TAB  90 
00024583701 FLOMAX CAP 0.4MG SAN 100 
00024591401 DUPIXENT PFS300MG 2ML  2 
00310028260 SEROQUEL XR TAB 200MG       60 
00024591801 DUPIXENT PFS200MG 1.14 2ML 2 
00075062300 LOVENOX SAF SYR 100MG 1ML   10 
00310651201 BYETTA SINJ 250MCG ML 
00310652401 BYETTA PEN               10MCG 
00310075290 CRESTOR TAB 20MG            90 
00310075590 CRESTOR TAB 5MG             90 
00310075190 CRESTOR TAB 10MG            90 
00310028160 SEROQUEL XR TAB 150MG       60 
00002441530 ZYPREXA TAB 15MG            30 
00024591502 DUPIXENT INJ 300MG 2ML    2 
00310027460 SEROQUEL TAB 300MG          60 
00310653004 BYDUREON PEN 2MG           CT4 
00002418230 OLUMIANT TAB 2MG            30 
00186074282 PRILOSEC CAP 20MG         1000 
00310652004 BYDUREON 2MG           CT4 
00002445485 ZYPREXA ZYDIS TAB 10MG UD   30 
00075062280 LOVENOX SAF SYR 80MG 0.8ML  10 
00002814701 HUMATROPE CARTR KIT        6MG 
00024585090 AVAPRO TAB 75MG             90 
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00002324090 CYMBALTA CAP 30MG           90 
00186502054 NEXIUM CAP 20MG             90 
00186504054 NEXIUM CAP 40MG             90 
00002882427 HUMULIN R KWIK PEN U500 3ML 2 
00310625030 XIGDUO XR TAB 5 500MG      30 
00310627030 XIGDUO XR TAB 10 500MG      30 
00024414260 MULTAQ TAB 400MG            60 
00002418402 EVISTA TAB 60MG            100 
00088250205 APIDRA SOLOSTAR PEN 3ML      5 
00002143480 TRULICITY 1.5MG 0.5ML PEN 4 
00002143380 TRULICITY 0.75MG 0.5ML PEN 4 
00310027110 SEROQUEL TAB 100MG         100 
00002473230 OLUMIANT TAB 1MG    30 
00002771459 HUMALOG JUNIOR KWIKPEN 3ML  5 
00002879759 HUMALOG KWIK PEN 75 25       5 
00002879859 HUMALOG MIX KWIKPEN 50 50    5 
00002879959 HUMALOG KWIK PEN 3ML         5 
00310620530 FARXIGA TAB 5MG           30 
00310621030 FARXIGA TAB 10MG           30 
00310628030 XIGDUO XR TAB 10 1000MG     30 
00310626060 XIGDUO XR TAB 5 1000MG      60 
00075062160 LOVENOX SAF SYR 60MG 0.6ML  10 
00002751659 HUMALOG CART 3-ML            5 
00002411730 ZYPREXA TAB 10MG            30 
00777310530 PROZAC PULVULE 20MG         30 
00002411630 ZYPREXA TAB 7.5MG           30 
00310027810 SEROQUEL TAB 50MG          100 
00310654004 BYDUREON BCISE AUTOINJ 2MG CT4 
00186077739 BRILINTA TAB 90MG UD       100 
00024576105 SOLIQUA 100 33 PEN         5 

00955105490 
SEVELAMER CARB PWD 
2.4GWINT90@ 

00955172150 DOXERCALCIF CAP 1MCG WIN 50@ 
00024587102 TOUJEO MAX SOLOSTAR 3ML 2 
00039022310 AMARYL TAB 4MG             100 
00310610030 ONGLYZA TAB 2.5MG           30 
00310610530 ONGLYZA TAB 5MG             30 
00310613530 KOMBIGLYZ XR TB 5MG 500MG   30 
00310614530 KOMBIGLYZ XR TB 5MG 1000MG  30 
00310612560 KOMBIGLYZ XR TB 2.5 1000MG  60 
00002733511 HUMATROP 5MG COMB PACK     KIT 
66733095823 ERBITUX VL 2MG ML        100ML 
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00002445385 ZYPREXA ZYDIS TAB 5MG UD    30 
00088221905 LANTUS SOLOSTAR PEN 3ML      5 
00002322930 STRATTERA CAP 40MG          30 
00002323930 STRATTERA CAP 60MG          30 

00955105290 
SEVELAMER CARB PWD 
0.8GWINT90@ 

00002325130 STRATTERA CAP 100MG         30 
00002325030 STRATTERA CAP 80MG          30 
00310622560 XIGDUO XR TAB 2.5 1000MG   60 
00002237711 EMGALITY INJ PFS 120MG 1 
00002143611 EMGALITY INJ PEN 120MG ML    1 
00002311509 EMGALITY INJ PFS 100MG ML 3 
00310028060 SEROQUEL XR TAB  50MG       60 
00002880559 HUMULIN   N   KWIKPEN 5 
00310020130 ARIMIDEX TAB 1MG            30 
00002323560 CYMBALTA CAP 20MG           60 
00002323430 SYMBYAX CAP 12 50MG         30 
00186032254 ATACAND HCT TAB 32 12.5MG   90 
00310678030 QTERN 10MG 5MG TAB  30 
00186003254 ATACAND TAB 32MG            90 
00186016254 ATACAND HCT TAB 16 12.5MG   90 

00955172250 
DOXERCALCIF CAP 2.5MCG WIN 
50@ 

00002323830 STRATTERA CAP 18MG          30 
00002322730 STRATTERA CAP 10MG          30 
00002322830 STRATTERA CAP 25MG          30 
00310677030 QTERN 5MG 5MG TAB 30 
00002512330 EFFIENT TAB 10MG            30 
00002512130 EFFIENT TAB 5MG             30 
00186604001 NEXIUM IV 40MG 5ML          10 
00186037020 SYMBICORT MDI 160 4.5MCG 120DO 
00186032454 ATACAND HCT TAB 32 25MG     90 
00024586903 TOUJEO SOLOSTAR PEN 1.5ML 3 
00002764001 ALIMTA SDV 100MG          4ML 
00310461612 BREZTRI AEROSPHERE 120INH   1 
00002771227 HUMALOG KWIK PEN U200 3ML 2 
00002512152 EFFIENT TAB 5MG BP INST     24 
00002880359 HUMULIN 70 30  KWIKPEN 5 
00186199004 PULMICORT RESPULE   1MG 2ML 30 
00002411530 ZYPREXA TAB 5MG             30 
00310027510 SEROQUEL TAB 25MG          100 
00186037220 SYMBICORT MDI 80 4.5MCG  120DO 
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00955101510 
ENOXAP SOD SYR 150 1ML 
WINT10@ 

00186001654 ATACAND TAB 16MG            90 
00075062040 LOVENOX SAF SYR 40MG 0.4ML  10 
00186401001 NEXIUM DR OS PWD  10MG PKT 30 
00002411230 ZYPREXA TAB 2.5MG           30 
00002446534 CIALIS TAB 2.5MG BP         30 

00955101210 
ENOXAP SOD SYR120 
0.8MLWINT10@ 

00310070530 CASODEX TAB                 30 
00186402001 NEXIUM DR OS PWD  20MG PKT 30 
00186404001 NEXIUM DR OS PWD  40MG PKT 30 
00024585630 AVALIDE TAB 300 12.5MG      30 
00002751101 HUMALOG VIAL 75 25        10ML 
00002751201 HUMALOG VIAL 50 50        10ML 
00088250033 APIDRA INSULIN VIAL       10ML 
00088222033 LANTUS INSULIN VIAL       10ML 
00186077760 BRILINTA TAB 90MG           60 
00310460012 BEVESPI AEROSPHERE           1 
00002751001 HUMALOG VIAL 100U         10ML 
00186402501 NEXIUM DR OS PWD 2.5MG PKT 30 
00186405001 NEXIUM DR OS PWD    5MG PKT 30 
00310009530 DALIRESP TAB 500MCG         30 
00002323330 SYMBYAX CAP 6 50MG          30 
00002323130 SYMBYAX CAP 6 25MG          30 
00002775205 INSULIN LISPRO INJ100U ML 5 
00002822259 INSULIN LISPRO KWIKPEN 3MLX5 
00002823305 INSULIN LISP PRO INJ100U ML 5 
00002823305 INSULIN LISP PROT INJ100U ML 5 
00024585530 AVALIDE TAB 150 12.5MG      30 

00002803101 
GLUCAGON EMERG KIT 1MG SYR 
1ML 

00024585230 AVAPRO TAB 300MG            30 
00075062430 LOVENOX SAF SYR 30MG 0.3ML  10 
00075062603 LOVENOX MDV 300MG          3ML 
00186077660 BRILINTA TAB 60MG           60 
00310075430 CRESTOR TAB 40MG            30 

00186091612 
PULMICORT FLEXHLR 180MCG 
120DS 

00186037028 SYMBICORT MDI 160 4.5MCG HUD60 
00039022210 AMARYL TAB 2MG             100 
00024060545 ELIGARD KIT 45MG 6-MONTH     1 
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00955101010 
ENOXAP SOD SYR 100MG 
MLWINT10@ 

00024585130 AVAPRO TAB 150MG            30 
00186037228 SYMBICORT MDI 80 4.5MCG  HUD60 
00186070210 ENTOCORT EC CAP 3MG        100 
00186198904 PULMICORT RESPULE 0.5MG 2ML 30 
00310111030 LOKELMA O S 10G 30 
00310110530 LOKELMA O S 5G 30 
00002324030 CYMBALTA CAP 30MG           30 
00002327030 CYMBALTA CAP 60MG           30 
66733094823 ERBITUX VL 2MG ML         50ML 
00186502031 NEXIUM CAP 20MG             30 
00186504031 NEXIUM CAP 40MG             30 
00310009539 DALIRESP TAB 500MCG UD    20 
00310461639 BREZTRI AEROSPHERE 28INH HUD 1 
00186091706 PULMICORT FLEXHLR  90MCG  60DS 
00002223680 TRULICITY SDV 3MG .5ML 4 
00002318280 TRULICITY SDV 4.5MG .5ML 4 
00955173730 LEFLUNOMIDE TAB 20MG WIN30@ 

00955100810 
ENOXAP SOD SYR 80 
0.8MLWINT10@ 

00955173530 LEFLUNOMIDE TAB 10MG WIN30@ 
00002418430 EVISTA TAB 60MG             30 
00002323030 SYMBYAX CAP 3 25            30 
00955170210 ZOLPIDEM TB 6.25MG ER WINT100@ 
00955170310 ZOLPIDEM TB ER 12.5MG WINT100@ 
00024581230 APLENZIN ER TAB 522MG       30 
00310460039 BEVESPI AEROSPHERE HUD 1 
00186198804 PULMICORT RESPULE .25MG 2ML 30 
00024159601 PRIMAQUINE TAB 26.3MG      100 
00002431208 REYVOW TB 50MG 8 
00002449108 REYVOW TB 100MG 8 
00039022110 AMARYL TAB 1MG             100 
00024117190 PLAVIX TAB 75MG           90 
00002773701 INSULIN LISPRO INJ100U ML 10ML 
00310028139 SEROQUEL XR TAB 150MG HUD  100 

00955100610 
ENOXAP SOD SYR 60 
0.6MLWINT10@ 

00002614527 BAQSIMI PWD DEVICE 3MG 2 
00186003231 ATACAND TAB 32MG            30 
00024059010 ELOXATIN VIAL AQ 50MG        1 
00002820705 LYUMJEV KWIKPEN INJ 100U ML 5 
00002831501 HUMULIN N NPH INSUL U100  10ML 
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00002821501 HUMULIN R REG INSUL U100  10ML 
00310197039 MOVANTIK TAB 25MG BLSTR UD 100 
00186000431 ATACAND TAB 4MG             30 
00186000831 ATACAND TAB 8MG             30 
00186001631 ATACAND TAB 16MG            30 
00002446230 CIALIS TAB 5MG              30 
00002446234 CIALIS TAB 5MG BP           30 
00310008828 DALIRESP TAB 250MCG  UD    28 
00002822827 LYUMJEV KWIKPEN INJ 200U ML 2 
00075002600 DDAVP TAB 0.2MG            100 
00088222541 KETEK TAB 400MG             60 

00955100410 
ENOXAP SOD SYR 40 
0.4MLWINT10@ 

00955172050 
DOXERCALCIF CAP 0.5MCG WIN 
50@ 

00002751017 HUMALOG VIAL 100U          3ML 
00024581130 APLENZIN ER TAB 348MG       30 
00002771559 BASAGLAR KWIKPEN 3ML  5 
00310111039 LOKELMA O S 10G HUD 11 
00310110539 LOKELMA O S 5G HUD 11 
00310008839 DALIRESP TAB 250MCG  UD    20 
00024586001 CLOLAR VIAL 20ML SINGLE 
00024585690 AVALIDE TAB 300 12.5MG      90 
00024592505 ADMELOG SOLOSTAR PEN 3ML 5 
00002614511 BAQSIMI PWD DEVICE 3MG 1 
00002772801 LYUMJEV INJ 10ML 1 
00075001600 DDAVP TAB 0.1MG            100 
00075245153 DDAVP VIAL 4MCG ML        10ML 
00024581030 APLENZIN ER TAB 174MG       30 

00955100310 ENOXAP SOD SYR 30 
0.3MLWINT10@ 

00024585590 AVALIDE TAB 150 12.5MG      90 

00955101601 ENOXAP SOD MDV 300MG  WIN 
3ML@ 

00024585290 AVAPRO TAB 300MG            90 
00002323230 SYMBYAX CAP 12 25MG         30 
00310095036 ZOLADEX SAF SYR  3.6MG SINGLE 
00310010110 TENORMIN TAB 100MG         100 
00310013411 ZESTRIL TAB 40MG           100 
00068002001 NORPRAMIN TAB 100MG        100 
00310010510 TENORMIN TAB 50MG          100 
00310013311 ZESTRIL TAB 30MG           100 
00002442030 VNGD ZYPREXA TAB 20MG       30 
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00310010710 TENORMIN TAB 25MG          100 
00310013211 ZESTRIL TAB 20MG           100 
00310014511 ZESTORETIC TAB 20 25MG     100 
00088120305 ANZEMET TAB 100MG BOTTLE     5 
00310011510 TENORETIC TAB 50 25        100 
00310013011 ZESTRIL TAB  5MG           100 
00310013111 ZESTRIL TAB 10MG           100 
00310013511 ZESTRIL TAB 2.5MG          100 
00310014111 ZESTORETIC TAB 10 12.5MG   100 
00310014211 ZESTORETIC TAB 20 12.5MG   100 
00024039102 DRISDOL LIQ D DRP 8MIU 60 ML 
00002759701 ZYPREXA IM SDV 10MG     SINGLE 

00955103710 METHENAM HIPPUR TB 1GM 
WINT100 

00075245201 DDAVP NASAL SPR BOTTLE     5ML 
00955104690 IRBESART HCTZ 300 12.5 WINT 90 
00002831517 HUMULIN N NPH INSUL U100   3ML 
00024592410 ADMELOG MDV 100U ML 10ML 
00002441530 VNGD ZYPREXA TAB 15MG       30 
00088210224 PRIFTIN TAB 150MG BP 3X8 
00088120205 ANZEMET TAB 50MG BOTTLE      5 
00002821517 HUMULIN R REG INSUL U100   3ML 
00310196930 MOVANTIK TAB 12.5MG     30 
00002871501 HUMULIN 70 30 MDV         10ML 
00068001501 NORPRAMIN TAB 50MG         100 
00955104590 IRBESART HCTZ 150 12.5 WINT90@ 
00310032520 MERREM VL 500MG 20ML        10 
00186074331 PRILOSEC CAP 40MG           30 
00068050960 RIFAMATE CAP                60 
00068027761 HIPREX TAB                 100 
00024592605 ADMELOG VIAL 100U ML 3ML 
00186109405 TOPROL-XL TAB 200MG        100 
00024588236 AFREZZA PWD KT 30X4UN   60X8UN 
00310028460 VNGD SEROQUEL XR TAB 400MG  60 
00024588463 AFREZZA PWD KT 60X4UN   30X8UN 
00066000708 OPSITE DRS 2.5X2GOV CMPL CS100 
00002411730 VNGD ZYPREXA TAB 10MG       30 
00310028360 VNGD SEROQUEL XR TAB 300MG  60 
00024587490 AFREZZA PWD KIT 90X4UN 
00955171016 TRIAM ACE NAS SPR  WINT 16.5G 
00075245001 DDAVP RHINAL TUBE        2.5ML 
00186074231 PRILOSEC CAP 20MG UU        30 
00068003701 CANTIL TAB 25MG            100 
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00186060631 PRILOSEC CAP 10MG           30 
00186061001 PRILOSEC PWD 10MG PACKET    30 
00186062501 PRILOSEC PWD 2.5MG PACKET   30 
00068001101 NORPRAMIN TAB 25MG         100 
00186109205 TOPROL-XL TAB 100MG        100 
00186109239 TOPROL-XL TAB 100MG UD     100 
00039005210 DIABETA TAB 5MG            100 
00002411530 VNGD ZYPREXA TAB 5MG        30 

00186107008 
RHINOCORT AQUA 120DS SPR 
32MCG 

00002300475 PROZAC WEEKLY CAP 90MG       4 
00088120806 ANZEMET VL 12.5MG            6 
00002411630 VNGD ZYPREXA TAB 7.5MG     30 
00002411230 VNGD ZYPREXA TAB 2.5MG      30 
00088210032 PRIFTIN TAB 150MG UD 4X8 
00186108805 TOPROL-XL TAB 25MG         100 
00186109039 TOPROL-XL TAB 50MG UD      100 
00310040160 ACCOLATE TAB 10MG           60 
00310040260 ACCOLATE TAB 20MG           60 
00002871517 HUMULIN 70 30 VIAL         3ML 
00066000709 OPSITE DRS3.8X3.4GOV CMPL CS20 
00039006013 LASIX TAB 40MG             100 
00955104090 IRBESART TAB 75MG  WINT     90 
00955104290 IRBESART TAB 300MG  WINT    90 
00955104190 IRBESART TAB 150MG  WINT    90 
00039006605 LASIX TAB 80MG              50 
00039001710 CLAFORAN VIAL 500MG         10 
00039006710 LASIX TAB 20MG             100 
00088120632 ANZEMET SDV 100MG          5ML 
00002967301 LUXURA HD SINGLE PEN         1 
00039001910 CLAFORAN VIAL 2GM           10 
00777310507 PROZAC PULVULE 20MG       2000 

 

00078018425 SANDOSTATIN 1 MG/ML VIAL 5 ML X 1 
00078053815 TYZEKA 600 MG TABLET 30 EACH X 1 
00078044605 VOLTAREN-XR 100 MG TABLET 100 EACH X 1 
00078050059 LAMISIL 187.5 MG GRANULES PACK 1 EACH X 42 
00078017915 LAMISIL 250 MG TABLET 30 EACH X 1 
00078038405 LOTREL 5-40 MG CAPSULE 100 EACH X 1 
00078036815 FAMVIR 500 MG TABLET 30 EACH X 1 
00078049959 LAMISIL 125 MG GRANULES PACKET 1 EACH X 42 
00078012605 CLOZARIL 25 MG TABLET 100 EACH X 1 
00078017605 LESCOL 20 MG CAPSULE 100 EACH X 1 
00078023405 LESCOL 40 MG CAPSULE 100 EACH X 1 
00078036715 FAMVIR 250 MG TABLET 30 EACH X 1 
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00078032344 EXELON 1.5 MG CAPSULE 60 EACH X 1 
00078032444 EXELON 3 MG CAPSULE 60 EACH X 1 
00078032544 EXELON 4.5 MG CAPSULE 60 EACH X 1 
00078032644 EXELON 6 MG CAPSULE 60 EACH X 1 
00078036615 FAMVIR 125 MG TABLET 30 EACH X 1 
00078056130 EXFORGE HCT 10-160-12.5 MG TAB 30 EACH X 1 
00078056230 EXFORGE HCT 10-160-25 MG TAB 30 EACH X 1 
00078047215 DIOVAN HCT 320-25 MG TABLET 30 EACH X 1 UD 
00078047115 DIOVAN HCT 320-12.5 MG TAB 30 EACH X 1 UD 
00078061915 ARCAPTA NEOHALER 75 MCG CAP 30 EACH X 1 
00078056030 EXFORGE HCT 5-160-25 MG TAB 30 EACH X 1 
00078055930 EXFORGE HCT 5-160-12.5 MG TAB 30 EACH X 1 
00078038315 DIOVAN HCT 160-25 MG TABLET 30 EACH X 1 UD 
00078040001 LOPRESSOR 5 MG/5 ML AMPUL 5 ML X 10 
00078052115 TEKTURNA HCT 150-12.5 MG TAB 30 EACH X 1 
00067211802 KERI MOIST SEN THR PROF 2Z 144 
00078060515 TEKAMLO 300 MG-5 MG TABLET 30 EACH X 1 
00078060615 TEKAMLO 300 MG-10 MG TABLET 30 EACH X 1 
00078052215 TEKTURNA HCT 150-25 MG TABLET 30 EACH X 1 
00078017615 LESCOL 20 MG CAPSULE 30 EACH X 1 
00078023415 LESCOL 40 MG CAPSULE 30 EACH X 1 
00067512514 NICOTINE 14 MG/24HR PATCH 14 EACH X 1 
00067512414 NICOTINE 7 MG/24HR PATCH 14 EACH X 1 
00067628628 PREVACID 24HR DR 15 MG CAPSULE 28 EACH X 1 
00067512407 NICOTINE 7 MG/24HR PATCH 7 EACH X 1 
00067013472 GAS-X EXTRA STRENGTH SOFTGEL 72 EACH X 1 
00067211016 ALPHA KERI SHOWER & BATH OIL 473.2 ML X 1 
00067209103 VAGISTAT-3 COMBO PACK 1 EACH X 1 
00067399942 LAMISIL AT 1% CREAM 12 GRAM X 1 
00078042957 GENTEAL SEVERE 0.3% EYE GEL 10 GRAM X 2 
00067210520 KERI ORIG MOIST THERAPY LOT 567 GRAM X 1 
00078042524 GENTEAL GEL DROPS 15 ML X 1 
00067210015 KERI NOURSHNG SHEA BUTTER LOTN 425 GRAM X 1 
00067210585 KERI ORIG MOIST THERAPY LOT 241 GRAM X 1 
00067203002 ACETAMIN/ASA/CAFF 
00067203702 ACETAMIN/ASA/CAFF 
00067813901 EXCEDRIN TENSION HEAD CAPLT 24 
  

 

Regarding the purchase and distribution processes, please answer yes or no to the following: 

 This drug is commonly referred to as a specialty drug                                  Yes    No 

 The issue reported is limited to a contract pharmacy purchase?                Yes    No 

 If shortage-related, is this a recurrent/intermittent availability issue?            Yes    No 

 If shortage-related, is this due to a local/regional/national or global shortage?   _________________ 
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From: Minh N. Hoang
To: HRSA HSB 340B Pricing
Subject: RE: 340B Pricing Unavailable
Date: Tuesday, December 15, 2020 9:04:01 AM
Attachments: image010.png

image011.jpg
image012.jpg
image013.jpg
image014.jpg
image015.jpg
image016.jpg
image002.jpg
image003.jpg
image006.jpg
image007.jpg
image017.jpg
HRSA notification_MaineHealth 121520.docx

Good morning,
We would like to continue to notify HRSA of the same manufacturers, Eli Lilly, AstraZeneca, Sanofi and
Novartis, continuing to withhold 340B pricing for 340B eligible dispenses at contract pharmacies. In
just a few short weeks, Novo Nordisk will be joining in this unfortunate effort to withhold 340B pricing
as well. This is a hard hit to our financial wellness, which is already significant impacted by the
pandemic. Today, MaineHealth will administer the first doses of the COVID-19 vaccines and it is unfair
for us to risk lives to take care of our vulnerable population and employees during this hard time while
manufacturers selfishly try to protect their bottom line.
We need help and we hope HRSA will take actions to protect health systems, some of the true heroes
during this pandemic.
Sincerely,
Minh
____________________________________________________________________
Minh Hoang, PharmD, MPH, BCACP, 340B ACE
Director of 340B and Drug Supply Management 
MaineHealth | Pharmacy Enterprise | 131 Chadwick St, Portland ME 04102
Office: 207-662-8074 | mhoang@mainehealth.org

From: Minh N. Hoang 
Sent: Monday, November 30, 2020 3:03 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: 340B Pricing Unavailable
Good afternoon,
Here is our continued effort to let HRSA know that the following manufacturers continue to withhold
340B price for their medications for eligible 340B dispenses at contract pharmacy. Besides Eli Lilly,
AstraZeneca and Sanofi, Novartis has also started to block their 340B price starting 11/16. Please also
note that their exception for contract pharmacies within 40-mile radius of covered entity is purely a
marketing strategy. They are well aware that their medications are mostly dispensed at national
specialty pharmacy chains, which utilize central fill locations that are often not anywhere near a health
care facility.
We continue to urge HRSA to take action as our hospitals are hurting from these illegal activities, in a
time where we are in extra dire need for resources to take care of our patients.
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From: Wolf, Tiffany E
To: HRSA HSB 340B Pricing
Cc: Moore, Randall A
Subject: 340B Ceiling Price Unavailable
Date: Wednesday, November 25, 2020 1:49:58 PM
Attachments: image001.jpg

List of Novartis Drugs + NDCS for HRSA.xlsx
Novartis Letter to HRSA.pdf

Hello,
Please see attachments for documentation notifying you of Novartis products no longer offered at
the 340B ceiling price through contract pharmacies.
Thank you,
Tiffany Wolf, B.S., CPhT
340B Compliance Sr Analyst
Contract Pharmacy 340B Program
402-836-9136
tiwolf@nebraskamed.com

Nebraska Medicine
988444 Nebraska Medical Center - Omaha, NE 68198
Nebraska Medicine | Facebook | Twitter | YouTube | Instagram
Nebraska Medicine E-mail Confidentiality Disclaimer 
The information in this e-mail may be privileged and confidential, intended only for the use of the addressee(s)
above. Any unauthorized use or disclosure of this information is prohibited. If you have received this e-mail by
mistake, please delete it and immediately contact the sender.
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Drug Name NDC
KISQALI FEMARA 600 DOSE 00078-923-61
PROMACTA 75 MG 00078-687-15
PROMACTA 12.5MG 30UD SPD 00078-972-61
PROMACTA 25MG 30UD SPD 00078-697-61
TAFINLAR 75 MG 00078-681-66
VOTRIENT 200 MG 00078-670-66
MEKINIST 2 MG 00078-668-15
JADENU 180 MG 00078-655-15
COSENTYX SENSOREADY PEN 150 MG/ML 00078-639-41
COSENTYX 150 MG/ML 00078-639-98
TOBI PODHALER 28 MG 00078-630-35
AFINITOR 7.5 MG 00078-620-51
GILENYA .5 MG 00078-607-15
EXTAVIA .3 MG 00078-569-12
ZORTRESS .75 MG 00078-415-20
GLEEVEC 100 MG 00078-401-34
SANDIMMUNE 100MG 30UD SFG 00078-0241-15
SANDIMMUNE 25MG 30UD SFG 00078-0240-15
NEORAL 100MG 30UD SFG 00078-0248-15
NEORAL 25 MG 00078-246-15
GLEEVEC 400MG 30UD 00078-0649-30
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9Purpose: This tool can be used to report the following types of issues for covered outpatient drugs, to the Health 
Resources and Services Administration (HRSA):

Table 1: Unavailable at a 340B ceiling price and/or 

Table 2:  Incorrect 340B ceiling price (overcharge)

Instructions: Enter data in each field describing the issue. Before completing and submitting the tool, the stakeholder 
should contact the wholesaler and manufacturer directly to determine the reason for unavailability and/or to document
incorrect pricing. HRSA investigates allegations of non-compliance brought to its attention and will follow-up with all 
parties once the issue is reviewed. If HRSA determines additional information is needed from the covered entity or 
manufacturer, it may extend the time for follow-up. If the tool is unable to capture all details, please attach additional 
documentation as necessary. HRSA may reach out to the person submitting this notification for additional 
information. 

This completed tool, including copies of communications with manufacturer and/or wholesaler and any 
responses, should be emailed to HRSA at: 340Bpricing@hrsa.gov

Background Information

Entity Name: ____The Nebraska Medical Center______________________      340B ID: ___DSH280013_____

Please list the product(s) affected (you may list multiple drugs as long as the labeler codes are the same; the labeler 
code is the first five digits of an NDC.  If multiple labeler codes are represented you will need to submit multiple forms).

11 digit NDC Drug Name and Strength 
(as shown in 340B OPAIS)

Manufacturer Package 
Size

Case 
Package 
Size

Unit of 
Measure 
(e.g. 
mL, cap, 
etc.)

CE 
Wholesaler

1 00078 See attachment for full list Novartis Cardinal & 
McKesson

2.  

3.   

Regarding the purchase and distribution processes, please answer yes or no to the following:

This drug is commonly referred to as a specialty drug                               Yes  No

The issue reported is limited to a contract pharmacy purchase?                Yes  No

If shortage-related, is this a recurrent/intermittent availability issue?         Yes  No

If shortage-related, is this due to a local/regional/national or global shortage?   _________________
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Table 1:  Unavailable at 340B Price

AVAILABILITY ISSUE: If you are unable to purchase the product at a 340B price, fill out the information below. 

Reason for lack of 340B access (check all that apply):

Drug shortage

Drug subject to limited distribution or specialty pharmacy plan

Other (please describe
outside 40 mile radius____________

Unknown

Check all steps taken to verify and/or resolve the issue prior to submitting issue to HRSA:

Verified the product is a covered outpatient drug and requires manufacturer participation in the 340B 
Program (confirmed MDRP participation https://data.medicaid.gov/Drug-Pricing-and-Payment/Drug-
Products-in-the-Medicaid-Drug-Rebate-Program/v48d-4e3e/data and signed PPA with labeler code active 
in 340B OPAIS, contacted manufacturer for confirmation, etc.)

For rural referral centers, sole community hospitals, critical access hospitals, and free-standing cancer 

Confirmed shortage issues by reviewing validated resources*  

Contacted wholesaler and/or manufacturer to confirm unavailability 

For hospitals subject to Group Purchasing Organization (GPO) Prohibition: purchased product on an GPO 
account, after exhausting all measures for obtaining drug at a non-GPO price (please list all measures taken,
including which NDC was purchased instead due to unavailability)

_____________________________________________________________________

_____________________________________________________________________

Other (please describe): _____________________________________________________________________

Date issue first observed: __11/16/2020___

Date drug last available at 340B price (enter NEVER if has never been available): _11/15/2020____

*Recommended Drug shortage resources:
FDA:  https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm  
ASHP: https://www.ashp.org/drug-shortages/current-shortages  
Wholesaler catalog information
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Table 2:  Incorrect 340B Price

PRICING ISSUE: The drug can be purchased on the 340B account but price is greater than the price in the OPAIS 
Pricing System.

Check all steps taken to verify and/or resolve the issue prior to submitting issue to HRSA:

Determined if the drug is a covered outpatient drug in the Medicaid Drug Rebate Program and 
subsequently should have a 340B price. Check the labeler code on 340B OPAIS 
(https://340bopais.hrsa.gov/manufacturersearch ), and check the Medicaid Drug Rebate Program labeler 
code (https://data.medicaid.gov/Drug-Pricing-and-Payment/Drug-Products-in-the-Medicaid-Drug-Rebate-
Program/v48d-4e3e/data)

Note: For rural referral centers, sole community hospitals, critical access hospitals, and free-

Validated the ceiling price using the 340B OPAIS pricing system on (date): __________
o Compare the price in OPAIS to the invoice purchase price using the NDC to look up the product in 

OPAIS
o The OPAIS Pricing Database displays the 340B ceiling price at the unit level; the covered entity 

may need to multiply the ceiling price by the package size (this might be the total number of mL, 
tablets, capsules, grams, etc.) in the package purchased

o For Prime Vendor participants, verify the selling price by visiting the password-protected Prime 
Vendor Program Catalog or 340B & PVP Product Selling Price Lookup tool. Package size 
information is available. 

o Adjust the purchase price for your wholesaler distribution charge/markdown

issue

Other (please describe): 
_____________________________________________________________________

Price paid by the covered entity (including package size):_____________________

Date issue first observed: _______________

Date product last available at correct price (enter NEVER if has never been available): _______________
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Signature

HRSA may reach out to the following contact person from the covered entity to help resolve the issue in question.  By 
signing below the submitter consents/acknowledges that this information may be used in correspondence with 
Manufacturers and other Federal Agencies.

Contact Name (printed): Randall Moore_______________ Phone: __402-559-1238______

Email Address: _Rmoore@nebraskamed.com_____________________

Contact Role/Organization:_ Pharmacy Manager____________________________________________

Contact Signature: __________________________________________ Date: ______________________________

 

This tool is written to align with Health Resources and Services Administration (HRSA) policy, and is provided only as an example for the purpose of encouraging 340B Program integrity. This information has not 
been endorsed by HRSA and is not dispositive in determining compliance with or participatory status in the 340B Drug Pricing Program. 340B stakeholders are ultimately responsible for 340B Program compliance 
and compliance with all other applicable laws and regulations. Apexus encourages all stakeholders to include legal counsel as part of their program integrity efforts.

_ y

__________________ 11/25/2020

VLTR_004459

Case 1:21-cv-01479-DLF   Document 25-2   Filed 07/16/21   Page 145 of 154



From: Linda Higginson
To: HRSA HSB 340B Pricing
Subject: 340B Ceiling Price Unavailable
Date: Monday, November 16, 2020 3:24:45 PM
Attachments: HRSA_Notification_340B_Price_Unavailable_Novartis.docx

I urge HRSA to weigh in on the manufacturers who are self-interpreting the 340B statute and pulling
their drugs out of the program for contract pharmacy relationships.
This is impacting our ability to provide expanded care services for our underserved and uninsured
patients. It is also impacting our small independently owned contract pharmacy located in rural
Oregon which supports their ability to provide screening programs, diabetes education and other
community outreach services.
Sincerely,
Linda Higginson
340B Program Manager
St. Charles Health System
Tele:541-706-6978
lkhigginson@stcharleshealthcare.org

Important Notice: This communication, including any attachment, contains information that
may be confidential or privileged, and is intended solely for the entity or individual to whom it
is addressed. If you are not the intended recipient, you should delete this message and are
hereby notified that any disclosure, copying, or distribution of this message is strictly
prohibited.
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Purpose: This tool can be used to report the following types of issues for covered outpatient drugs, to the Health 
Resources and Services Administration (HRSA):  

 Table 1: Unavailable at a 340B ceiling price and/or  

 Table 2:  Incorrect 340B ceiling price (overcharge) 
 
Instructions: Enter data in each field describing the issue. Before completing and submitting the tool, the stakeholder 
should contact the wholesaler and manufacturer directly to determine the reason for unavailability and/or to document 
incorrect pricing. HRSA investigates allegations of non-compliance brought to its attention and will follow-up with all 
parties once the issue is reviewed. If HRSA determines additional information is needed from the covered entity or 
manufacturer, it may extend the time for follow-up. If the tool is unable to capture all details, please attach additional 
documentation as necessary. HRSA may reach out to the person submitting this notification for additional 
information.  
 
This completed tool, including copies of communications with manufacturer and/or wholesaler and any 
responses, should be emailed to HRSA at: 340Bpricing@hrsa.gov 

Background Information 

Entity Name: St. Charles Health System, Inc.,d/b/a St. Charles Bend______      340B ID: DSH380047 

Please list the product(s) affected (you may list multiple drugs as long as the labeler codes are the same; the labeler 
code is the first five digits of an NDC.  If multiple labeler codes are represented you will need to submit multiple forms). 

 

11 digit NDC Drug Name and Strength 
(as shown in 340B OPAIS) 

Manufacturer Package 
Size 

Case 
Package 
Size 

Unit of 
Measure 
(e.g. 
mL, cap, 
etc.) 

CE 
Wholesaler 

1. 00078069761 Promacta  250mg 
suspension 

Novartis 30 1 Mg McKesson

2. 00078068655 Promacta 50mg tab Novartis 14  1 Mg McKesson 

3. 00078068715 Promacta 75mg tab Novartis 30 1 Mg  McKesson 

4. 00078068615  Promacta 50mg tab Novartis 30 1 Mg McKesson 

5. 00078068515 Promacta 25mg tab Novartis 30 1 Mg McKesson 

6. 00078068415 Promacta 12.5mg tab Novartis 30 1 Mg McKesson 

7. 00078097261 Promacta 12.5mg 
Suspension 

Novartis 30 1 Mg McKesson 

8.00078070184 Piqray 200mg  Novartis 28 1 Mg McKesson 

9. 00078071502 Piqray 250mg Novartis 28 1 Mg McKesson 

10. 00078070802 Piqray 300mg Novartis 28 1 Mg McKesson 
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Regarding the purchase and distribution processes, please answer yes or no to the following: 

 This drug is commonly referred to as a specialty drug                                  Yes    No 

 The issue reported is limited to a contract pharmacy purchase                    Yes    No 

 If shortage-related, is this a recurrent/intermittent availability issue?            Yes    No 

 If shortage-related, is this due to a local/regional/national or global shortage? NO  _________________ 
 

Table 1:  Unavailable at 340B Price 

AVAILABILITY ISSUE: If you are unable to purchase the product at a 340B price, fill out the information below. 

Reason for lack of 340B access (check all that apply): 

 Drug shortage 

 Drug subject to limited distribution or specialty pharmacy plan 

X    Other (please describe): Manufacturer is interpreting the 340B statute and will not honor 340B pricing to our 
contract pharmacies 

 Unknown 

Check all steps taken to verify and/or resolve the issue prior to submitting issue to HRSA: 

      X   Verified the product is a covered outpatient drug and requires manufacturer participation in the 340B Program 
(confirmed MDRP participation https://data.medicaid.gov/Drug-Pricing-and-Payment/Drug-Products-in-the-Medicaid-
Drug-Rebate-Program/v48d-4e3e/data and signed PPA with labeler code active in 340B OPAIS, contacted 
manufacturer for confirmation, etc.) 

For rural referral centers, sole community hospitals, critical access hospitals, and free-standing cancer 

 Confirmed shortage issues by reviewing validated resources*  

 Contacted wholesaler and/or manufacturer to confirm unavailability  

 For hospitals subject to Group Purchasing Organization (GPO) Prohibition: purchased product on an GPO 
account, after exhausting all measures for obtaining drug at a non-GPO price (please list all measures taken, 
including which NDC was purchased instead due to unavailability) 

_____________________________________________________________________ 

_____________________________________________________________________ 

 Other (please describe issue): 
__________________________________________________________________________________________ 
__________________________________________________________________________________________ 
__________________________________________________________________________________________ 
__________________________________________________________________________________________  
__________________________________________________________________________________________ 
__________________________________________________________________________________________ 

Date issue first observed: 11/16/2020 
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Date drug last available at 340B price (enter NEVER if has never been available): _11/10/2020 

 

*Recommended Drug shortage resources: 
FDA:  https://www.accessdata.fda.gov/scripts/drugshortages/default.cfm  
ASHP: https://www.ashp.org/drug-shortages/current-shortages  
Wholesaler catalog information 

Table 2:  Incorrect 340B Price 

PRICING ISSUE: The drug can be purchased on the 340B account but price is greater than the price in the OPAIS 
Pricing System. 

Check all steps taken to verify and/or resolve the issue prior to submitting issue to HRSA: 

                X    Determined if the drug is a covered outpatient drug in the Medicaid Drug Rebate Program and 
subsequently should have a 340B price. Check the labeler code on 340B OPAIS 
(https://340bopais.hrsa.gov/manufacturersearch ), and check the Medicaid Drug Rebate Program labeler code 
(https://data.medicaid.gov/Drug-Pricing-and-Payment/Drug-Products-in-the-Medicaid-Drug-Rebate-Program/v48d-
4e3e/data)  

Note: For rural referral centers, sole community hospitals, critical access hospitals, and free-

                X   Validated the ceiling price using the 340B OPAIS pricing system on (date): 11/16/2020 

o Compare the price in OPAIS to the invoice purchase price using the NDC to look up the product in 
OPAIS 

o The OPAIS Pricing Database displays the 340B ceiling price at the unit level; the covered entity 
may need to multiply the ceiling price by the package size (this might be the total number of mL, 
tablets, capsules, grams, etc.) in the package purchased 

o For Prime Vendor participants, verify the selling price by visiting the password-protected Prime 
Vendor Program Catalog or 340B & PVP Product Selling Price Lookup tool. Package size 
information is available.  

o Adjust the purchase price for your wholesaler distribution charge/markdown 

issue 

 Other (please describe issue): 
______________________________________________________________________________________ 
______________________________________________________________________________________ 
______________________________________________________________________________________ 
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______________________________________________________________________________________ 
______________________________________________________________________________________  
______________________________________________________________________________________ 

Price paid by the covered entity (including package size):_____________________ 

Date issue first observed: _11/16/2020 

Date product last available at correct price (enter NEVER if has never been available): _______________ 

 

Signature 

HRSA may reach out to the following contact person from the covered entity to help resolve the issue in question.  By 
signing below the submitter consents/acknowledges that this information may be used in correspondence with 
Manufacturers and other Federal Agencies. 

 

Contact Name (printed): __Linda Higginson___  Phone: ___541-706-6978_________________________ 

 

Email Address: _lkhigginson@stcharleshealthcare.org____________________________________________ 

 

Contact Role/Organization:_ 340B Program Managert_______ 

 

Contact Signature: Linda Higginson (unable to sign working remotely due to COVID 19  Date: 11/16/2020 
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From: Chitra Rao
To: HRSA HSB 340B Pricing
Cc: HS-340B; Tammy Trovatten; Dorothy J Nelson
Subject: RE: UC Davis Medical Center (DSH050599)
Date: Wednesday, December 30, 2020 6:23:38 PM
Attachments: Novartis labeler code 00078 -340B-ceiling-price-unavailable-incorrect-340b-ceiling-price-notification-for-hrsa.pdf

Novartis_20201030.pdf
Novartis_20200817.pdf

Hello,
UC Davis Medical Center (UCDMC) is a DSH facility (DSH050599) and we serve both adult and
pediatric patients in Northern California covering 65,000 square miles, 33 counties and more than 6
million residents. We have a level 1 trauma center and provide specialty services in cardiology,
diabetes, endocrinology, pulmonology, cancer treatment, transplant and more. Our patients who
live across Northern California rely on pharmacies closer to their homes. UC Davis Medical Center
has many contract pharmacies and it helps our patients to have access to medication.
In the last few months, we have started receiving notices from manufacturers limiting access to their
products and this has a great impact on our patients. We would like to report 340B price
unavailability from the manufacturers (notice included) for the labeler codes listed on the attached
HRSA form. Appreciate a response confirming receipt of this email. Thank you.
Chitra Rao, 340B ACE
340B Auditor
Department of Pharmacy Services, UCDH
3561 Business Drive, Suite 100,
Sacramento, CA 95820
Phone: 916-736-6528
Fax: 916-456-4639
Email: cgrao@ucdavis.edu
StrengthsFinder Top 5: Arranger, Belief, Responsibility, Includer, Maximizer
**CONFIDENTIALITY NOTICE** This e-mail communication and any attachments are for
the sole use of the intended recipient and may contain information that is confidential and
privileged under state and federal privacy laws. If you received this e-mail in error, be aware
that any unauthorized use, disclosure, copying, or distribution is strictly prohibited. If you
received this e-mail in error, please contact the sender immediately and destroy/delete all
copies of this message.

VLTR_005622

Case 1:21-cv-01479-DLF   Document 25-2   Filed 07/16/21   Page 151 of 154



VLTR_005623

Case 1:21-cv-01479-DLF   Document 25-2   Filed 07/16/21   Page 152 of 154



VLTR_005624

Case 1:21-cv-01479-DLF   Document 25-2   Filed 07/16/21   Page 153 of 154



VLTR_005625

Case 1:21-cv-01479-DLF   Document 25-2   Filed 07/16/21   Page 154 of 154



VLTR_005626

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 1 of 96



VLTR_005627

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 2 of 96



VLTR_005628

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 3 of 96



VLTR_005629

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 4 of 96



VLTR_005630

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 5 of 96



VLTR_005631

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 6 of 96



VLTR_005632

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 7 of 96



VLTR_005640

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 8 of 96



VLTR_005641

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 9 of 96



VLTR_005642

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 10 of 96



VLTR_005643

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 11 of 96



340B Price Unavailable Notification Template 
For HRSA   

Page 1 

340B Prime Vendor Program | 888.340.BPVP (2787) | apexusanswers@340Bpvp.com | www.340Bpvp.com  
© 2018 Apexus LLC.  All rights reserved.                   08172018 

Purpose: This document provides information on what to report to the Health Resources and Services 
Administration (HRSA) when a 340B price is unavailable for a covered outpatient drug. 

Instructions: 
Before completing and submitting the form, covered entities are encouraged to contact the wholesaler and 
manufacturer directly to determine the reason for the unavailability to better equip HRSA in understanding the 
circumstance. HRSA follows up on all allegations of non-compliance brought to its attention and will follow-up 
with all parties once the issue is reviewed. OPA might reach out for additional clarifying information. If 
additional information is needed from manufacturers, it may extend the time for follow-up with the entity. If the 
form is unable to capture all details, please attach additional documentation as necessary. The 
completed form should be emailed to HRSA at: 340Bpricing@hrsa.gov 

Disclosure options: 

1. My signature below serves as consent for HRSA to disclose contact information to the manufacturer(s) in question, if necessary, so 
the covered entity can be contacted to help resolve the issue in question. 

 Kerry MenMuir 
Phone Number:  310-267-8503 
Email Address:  kmenmuir@mednet.ucla.edu 
Printed Name of Submitter: Lana Balderrama 
Date: 12/8/2020 

  

2.  Check this box if the covered entity does not want to be disclosed to the manufacturer(s). 

Field Description Enter Data Here 

Entity Information Enter covered entity 
information 

Entity Name: Ronald Reagan UCLA Medical Center 
340B ID: DSH050262 
Address: 757 Westwood Plaza, Los Angeles, CA 90095 
Contact Name: Kerry MenMuir 
Contact Phone #: 310-267-8503 
Contact Email: kmenmuir@mednet.ucla.edu 
Date of Submission: 12/8/2020 

Product Information Enter information about 
the unavailable drug 
product 

NDC (Labeler Code) Drug Name & Strength Manufacturer 

00028,00043,00058,00067,
00078, 00083,53905,58768 

 Novartis 

Manufacturer/ 
Wholesaler 
Communications 
 

 

Attach a copy of 
communications with 
manufacturer and/or 
wholesaler and the 
response/reason for 
lack of price 
availability 

Name of wholesaler 
or distributor: 

AmerisourceBergen, McKesson, Cardinal 

Reason given for lack 
of 340B availability 
and communication 
to the entity: 

Reason for lack of 340B availability (circle response) 
 

A. Drug shortage 

B. Limited distribution plan 

C. Other 

Describe lack of 340B availability: Manufacturer refusal to offer 340B pricing 

Please see attached letter. 
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340B Price Unavailable Notification Template 
For HRSA   

Page 2 

340B Prime Vendor Program | 888.340.BPVP (2787) | apexusanswers@340Bpvp.com | www.340Bpvp.com  
© 2018 Apexus LLC.  All rights reserved.                   08172018 

Field Description Enter Data Here 

340B Price Unavailable Enter the calendar date (MM/DD/YYYY) or approximate 
date when the lack of a 340B price was first observed. 
Enter NEVER if the 340B price has never been available. 

11/16/2020 

Last 340B Purchase Date Enter the calendar data (MM/DD/YYYY) or approximate 
date when the product was last available for purchase or 
purchased by your entity. Enter NEVER if the 340B price 
has never been available.

11/15/2020 

Non-340B Account Availability Identify which non-340B accounts 
have current drug availability (put 
N/A  if your entity does not have 

access to the listed account) 

Available on non-GPO/WAC account? 

A. Yes 

B. No 

C. N/A 

Available on GPO account? 

A. Yes 

B. No 

C. N/A

Non-340B Account Purchases 

 

  

Identify which non-340B accounts 
were used to purchase drug in 
place of 340B account due to 
unavailability (put N/A if your 
entity does not have access to the 
listed account) 

Purchased on non-GPO/WAC account? 

A. Yes 

B. No 

C. N/A 

Timeframe of purchases  (MM/DD/YY) 

Purchased on GPO account? 

A. Yes 

B. No 

C. N/A 

Timeframe of purchases 

DSH/CAN/PED Hospitals only 

If a GPO account was used to 
purchase drug, explain process to 
exhaust all measures for obtaining 
drug at a non-GPO price 

Describe: N/A 

Other/Special Limitations Describe any other scenarios 
impacting your ability to purchase 
the drug at 340B price due to a 
special limitation 

Example: the product is available 
only via a specialty pharmacy 

Describe: 

Additional comments: 

 

 

 

 

 
 
This tool is written to align with Health Resources and Services Administration (HRSA) policy, and is provided only as an example for the purpose of encouraging 340B Program integrity. This information has 
not been endorsed by HRSA and is not dispositive in determining compliance with or participatory status in the 340B Drug Pricing Program. 340B stakeholders are ultimately responsible for 340B Program 
compliance and compliance with all other applicable laws and regulations. Apexus encourages all stakeholders to include legal counsel as part of their program integrity efforts. 
 
© 2018 Apexus. Permission is granted to use, copy, and distribute this work solely for 340B covered entities and Medicaid agencies. 
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340B Price Unavailable Notification Template 
For HRSA   

Page 1 

340B Prime Vendor Program | 888.340.BPVP (2787) | apexusanswers@340Bpvp.com | www.340Bpvp.com  
© 2018 Apexus LLC.  All rights reserved.                   08172018 

Purpose: This document provides information on what to report to the Health Resources and Services 
Administration (HRSA) when a 340B price is unavailable for a covered outpatient drug. 

Instructions: 
Before completing and submitting the form, covered entities are encouraged to contact the wholesaler and 
manufacturer directly to determine the reason for the unavailability to better equip HRSA in understanding the 
circumstance. HRSA follows up on all allegations of non-compliance brought to its attention and will follow-up 
with all parties once the issue is reviewed. OPA might reach out for additional clarifying information. If 
additional information is needed from manufacturers, it may extend the time for follow-up with the entity. If the 
form is unable to capture all details, please attach additional documentation as necessary. The 
completed form should be emailed to HRSA at: 340Bpricing@hrsa.gov 

Disclosure options: 

1. My signature below serves as consent for HRSA to disclose contact information to the manufacturer(s) in question, if necessary, so 
the covered entity can be contacted to help resolve the issue in question. 

 Kerry MenMuir 
Phone Number:  310-267-8503 
Email Address:  kmenmuir@mednet.ucla.edu 
Printed Name of Submitter: Lana Balderrama 
Date: 12/8/2020 

  

2.  Check this box if the covered entity does not want to be disclosed to the manufacturer(s). 

Field Description Enter Data Here 

Entity Information Enter covered entity 
information 

Entity Name: Santa Monica UCLAMC and Orthopaedic Hospital  
340B ID: DSH050112 
Address: 1245 16th Street Santa Monica, CA 90404 
Contact Name: Kerry MenMuir 
Contact Phone #: 310-267-8503 
Contact Email: kmenmuir@mednet.ucla.edu 
Date of Submission: 12/8/2020 

Product Information Enter information about 
the unavailable drug 
product 

NDC (Labeler Code) Drug Name & Strength Manufacturer 

00028,00043,00058,00067,
00078, 00083,53905,58768 

 Novartis 

Manufacturer/ 
Wholesaler 
Communications 
 

 

Attach a copy of 
communications with 
manufacturer and/or 
wholesaler and the 
response/reason for 
lack of price 
availability 

Name of wholesaler 
or distributor: 

AmerisourceBergen, McKesson, Cardinal 

Reason given for lack 
of 340B availability 
and communication 
to the entity: 

Reason for lack of 340B availability (circle response) 
 

A. Drug shortage 

B. Limited distribution plan 

C. Other 

Describe lack of 340B availability: Manufacturer refusal to offer 340B pricing 

Please see attached letter. 
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340B Price Unavailable Notification Template 
For HRSA   

Page 2 

340B Prime Vendor Program | 888.340.BPVP (2787) | apexusanswers@340Bpvp.com | www.340Bpvp.com  
© 2018 Apexus LLC.  All rights reserved.                   08172018 

Field Description Enter Data Here 

340B Price Unavailable Enter the calendar date (MM/DD/YYYY) or approximate 
date when the lack of a 340B price was first observed. 
Enter NEVER if the 340B price has never been available. 

11/16/2020 

Last 340B Purchase Date Enter the calendar data (MM/DD/YYYY) or approximate 
date when the product was last available for purchase or 
purchased by your entity. Enter NEVER if the 340B price 
has never been available.

11/15/2020 

Non-340B Account Availability Identify which non-340B accounts 
have current drug availability (put 
N/A  if your entity does not have 

access to the listed account) 

Available on non-GPO/WAC account? 

A. Yes 

B. No 

C. N/A 

Available on GPO account? 

A. Yes 

B. No 

C. N/A

Non-340B Account Purchases 

 

  

Identify which non-340B accounts 
were used to purchase drug in 
place of 340B account due to 
unavailability (put N/A if your 
entity does not have access to the 
listed account) 

Purchased on non-GPO/WAC account? 

A. Yes 

B. No 

C. N/A 

Timeframe of purchases  (MM/DD/YY) 

Purchased on GPO account? 

A. Yes 

B. No 

C. N/A 

Timeframe of purchases 

DSH/CAN/PED Hospitals only 

If a GPO account was used to 
purchase drug, explain process to 
exhaust all measures for obtaining 
drug at a non-GPO price 

Describe: N/A 

Other/Special Limitations Describe any other scenarios 
impacting your ability to purchase 
the drug at 340B price due to a 
special limitation 

Example: the product is available 
only via a specialty pharmacy 

Describe: 

Additional comments: 

 

 

 

 

 
 
This tool is written to align with Health Resources and Services Administration (HRSA) policy, and is provided only as an example for the purpose of encouraging 340B Program integrity. This information has 
not been endorsed by HRSA and is not dispositive in determining compliance with or participatory status in the 340B Drug Pricing Program. 340B stakeholders are ultimately responsible for 340B Program 
compliance and compliance with all other applicable laws and regulations. Apexus encourages all stakeholders to include legal counsel as part of their program integrity efforts. 
 
© 2018 Apexus. Permission is granted to use, copy, and distribute this work solely for 340B covered entities and Medicaid agencies. 
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From: Lees, Katy F
To: HRSA HSB 340B Pricing
Cc: Dworsky, Mark; Dilmore, Nicole
Subject: RE: 340B Ceiling Price Unavailable: Arnot Ogden Medical Center [DSH330090]
Date: Monday, April 26, 2021 3:15:15 PM
Attachments: image002.png

image004.wmz
image007.png
image001.png
image003.png
image005.png
image011.png
HRSA_Notification_340B_Price_Unavailable_McKesson_Sanofi_DSH330090_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_Cardinal_NovoNordisk_DSH330090.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_Astra Zeneca_DSH330090_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Eli Lilly_DSH330090_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Novartis_DSH330090_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330090.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330090_12.15.20 to 4.26.21.xlsx

Good Afternoon:
I am following up on my December 16, 2020 email below. Arnot Ogden Medical Center continues to
face 340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, Sanofi, and Novartis.
We are now unable to access the 340B ceiling price for NovoNordisk products via contract pharmacy

being available at the 340B ceiling price via McKesson and Cardinal Health. I have previously
submitted similar forms for Eli Lilly, Sanofi, Astra Zeneca, and Novartis. I am also attaching
documentation illustrating all of the overcharges that we have incurred since my last email on

December 16th, 2020.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Arnot Ogden Medical Center. As I mentioned in my last email, in most cases, once a 340B price has
been removed from the wholesaler drug catalog, previously eligible prescriptions will no longer be
qualified. In other cases a prescription may be qualified, but due to the inability to purchase at the
340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.
We are estimating that the total financial impact to the hospital, year to date, exceeds $2.5 million.
As a safety net provider in Elmira, New York, Arnot Ogden Medical Center is providing care in a
region with a poverty rate around 30%. The hospital has operated for years in the red, with the 340B
program and largely the benefit from contract pharmacy relationships being attributed to helping
keep the doors open.

December, Arnot Ogden Medical Center has been charged ~$360k over the 340B ceiling price on
covered outpatient drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk.
As I mentioned above we are estimating that this is just a fraction of the total financial impact to the
organization.
Please let me know if any other information would be helpful in the effort to resolve this issue.
Thank you,
Katy
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Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Wednesday, December 16, 2020 3:14 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Cc: 'Dworsky, Mark' <mark.dworsky@arnothealth.org>; 'Bacon, Bill' <bill.bacon@arnothealth.org>
Subject: RE: 340B Ceiling Price Unavailable: Arnot Ogden Medical Center [DSH330090]
Good Afternoon:
I am following up on my October 16, 2020 email below. Arnot Ogden Medical Center continues to
face 340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, and Sanofi. We are
now unable to access the 340B ceiling price for Novartis products at contract pharmacies that are
located greater than 40 miles from the covered entity. While the new restrictions are not as wide-
spread as the first companies to emerge with these rogue actions, it is still financially damaging. It
appears that Novartis is aiming to limit 340B pricing access through specialty contract pharmacy
arrangements, a model that is often managed via mail order operations. The patients that utilize
these pharmacies are often receiving medications for complex and specialized disease states,
patients that, as a safety net provider, Arnot Ogden Medical Center is required to follow closely.

340B ceiling price via McKesson and Cardinal Health. I have previously submitted similar forms for Eli
Lilly, Sanofi, and Astra Zeneca.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on October 16th, 2020. Myself and my leadership team feel strongly that Eli Lilly, Astra
Zeneca, Sanofi, and Novartis have violated the Pharmaceutical Pricing Agreement in place with HHS
by refusing to offer covered entities the ability to purchase covered outpatient drugs at the 340B
ceiling price. It seems appropriate that this violation would result in termination of the agreement
and/or civil monetary penalties. I hope that the attached data is helpful in achieving this outcome.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Arnot Ogden Medical Center. As I mentioned in my last email, in most cases, once a 340B price has
been removed from the wholesaler drug catalog, previously eligible prescriptions will no longer be
qualified. In other cases a prescription may be qualified, but due to the inability to purchase at the
340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.
As a safety net provider in Elmira, New York, Arnot Ogden Medical Center is providing care in a
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region with a poverty rate around 30%. The hospital has operated for years in the red, with the 340B
program and largely the benefit from contract pharmacy relationships being attributed to helping
keep the doors open.

Ogden Medical Center has been charged ~$230k over the 340B ceiling price on covered outpatient
drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We are estimating that this is just
a fraction of the total financial impact to the organization.
Please let me know if any other information would be helpful in the effort to resolve this issue.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Friday, October 16, 2020 4:58 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Cc: Dworsky, Mark <mark.dworsky@arnothealth.org>; 'Bacon, Bill' <bill.bacon@arnothealth.org>
Subject: 340B Ceiling Price Unavailable: Arnot Ogden Medical Center [DSH330090]
Good Afternoon:
I am reaching out today regarding the restrictions that have been put in place by Eli Lilly, Astra
Zeneca, and Sanofi. As you are aware, these three companies have taken steps to restrict purchases
at the 340B ceiling price on all ship-to accounts established to replenish drugs to pharmacies
contracted with 340B covered entities. These limitations are already having significant financial
implications on safety net providers.
This email pertains to the overcharges and restricted pricing that has been experienced by Arnot
Ogden Medical Center [DSH330090]. In just a very short period of time since these limitations were
put in place, the hospital has incurred roughly $120k in overcharges and this does not include the
large volume of purchases that should have occurred, but were suppressed due to the changes
imposed.
As I believe you are aware, in most cases, once a 340B price has been removed from the wholesaler
drug catalog, previously eligible prescriptions will no longer be qualified. In other cases a
prescription may be qualified, but due to the inability to purchase at the 340B ceiling price,
purchasing is suppressed. It is for these reasons that the overcharges being provided only illustrate a
small portion of the lost opportunity and financial impact to the hospital.
I have provided a number of attachments with this email.

1) Notification of Astra Zeneca not offering the products at 340B ceiling price via McKesson.
2) Spreadsheet of Astra Zeneca overcharges via McKesson (totaling $8.956.70)
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3) Notification of Astra Zeneca not offering the products at 340B ceiling price via Cardinal
4) Notification of Eli Lilly not offering the products at 340B ceiling price via McKesson.
5) Spreadsheet of Eli Lilly overcharges via McKesson (totaling $102,108.56)
6) Notification of Eli Lilly not offering the products at 340B ceiling price via Cardinal
7) Notification of Sanofi not offering the products at 340B ceiling price via McKesson.
8) Spreadsheet of Sanofi overcharges via McKesson (totaling $8,785.87)
9) Notification of Sanofi not offering the products at 340B ceiling price via Cardinal
10) Listing of all Eli Lilly, Astra Zeneca, and Sanofi products currently not being offered at 340B

ceiling price on ship-to accounts established for replenishment of product to pharmacies
contracted with covered entities.

Please let me know if you have any questions or need any other information. We would like to assist
HRSA in any way possible on this matter.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.
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Manufacturer NDC/UPC Item Description Invc/CrDate
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/7/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/11/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 2/4/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/28/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 3/2/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 2/8/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/16/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/2/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/5/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/8/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/12/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/2/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/5/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/8/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/7/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/7/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/14/2021
Novartis 00078069620 ENTRESTO TAB 97/103MG 60 4/14/2021
Novartis 00078069620 ENTRESTO TAB 97/103MG 60 1/20/2021
Novartis 00078069620 ENTRESTO TAB 97/103MG 60 2/10/2021
Novartis 00078069620 ENTRESTO TAB 97/103MG 60 3/3/2021
Novartis 00078069620 ENTRESTO TAB 97/103MG 60 3/17/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 12/31/2020
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 12/28/2020
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 12/28/2020
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 12/23/2020
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 3/25/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/6/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 2/8/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/29/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/26/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/6/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 2/3/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 3/3/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/20/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 1/27/2021
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Units Purchased UOM Unit Price Ext.Price 340B  Price Estimated Overcharge Am
2 EA $284.79 $569.58
3 EA $264.08 $792.24
3 EA $264.08 $792.24
2 EA $264.08 $528.16
2 EA $264.08 $528.16
2 EA $264.08 $528.16
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $284.79 $284.79
1 EA $293.12 $293.12
1 EA $289.64 $289.64
1 EA $289.64 $289.64
1 EA $289.64 $289.64
1 EA $289.64 $289.64
1 EA $264.68 $264.68
1 EA $264.68 $264.68
1 EA $264.68 $264.68
1 EA $264.68 $264.68
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
1 EA $264.08 $264.08
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From: Lees, Katy F
To: HRSA HSB 340B Pricing
Subject: RE: 340B Ceiling Price Unavailable: Highland Hospital [RRC330164-00]
Date: Monday, April 26, 2021 3:15:07 PM
Attachments: image003.png

image005.wmz
image007.png
image001.png
image002.png
image004.png
image011.png
HRSA_Notification_340B_Price_Unavailable_Cardinal_NovoNordisk_RRC330164-00.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_Eli Lilly_RRC330164-00_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Novartis_RRC330164-00_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_RRC330164-00.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_RRC330164-00_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Sanofi_RRC330164-00_12.15.20 to 4.26.21.xlsx

Good Afternoon:
I am following up on my December 16, 2020 email below. Highland Hospital continues to face 340B
ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We are
now unable to access the 340B ceiling price for NovoNordisk products for replenishment to contract

being available at the 340B ceiling price via McKesson and Cardinal Health. I have previously
submitted similar forms for Eli Lilly, Sanofi, Astra Zeneca, and Novartis.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on December 16th, 2020. As I stated in my previous emails, my organization feels strongly
that Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk have violated the Pharmaceutical
Pricing Agreement in place with HHS by refusing to offer covered entities the ability to purchase
covered outpatient drugs at the 340B ceiling price. It seems appropriate that this violation would
result in termination of the agreement and/or civil monetary penalties. I hope that the attached data
is helpful in achieving this outcome.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Highland Hospital. As I mentioned in my last email, in most cases, once a 340B price has been
removed from the wholesaler drug catalog, previously eligible prescriptions will no longer be
qualified. In other cases a prescription may be qualified, but due to the inability to purchase at the
340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.
We are estimating that the total financial impact to the hospital, year to date, exceeds $1.5 million.

maintain a robust charity care program and community services that we are able to provide, often
operating at a loss, such as comprehensive mental health and wellness care for adults, adolescents,
and pediatrics, substance abuse treatment programs, and Naloxone training.

December, Highland Hospital has paid more than $600k over the 340B ceiling price on covered
outpatient drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk. As I
shared above, we are estimating that this is just a fraction of the total financial impact to our
organization.
Please let me know if any other information would be helpful in effort to resolve this issue.
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Thank you,
Katy

Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Wednesday, December 16, 2020 2:25 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: RE: 340B Ceiling Price Unavailable: Highland Hospital [RRC330164-00]
Good Afternoon:
I am following up on my October 16, 2020 email below. Highland Hospital continues to face 340B
ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, and Sanofi. We are now unable
to access the 340B ceiling price for Novartis products at contract pharmacies that are located
greater than 40 miles from the covered entity.

340B ceiling price via McKesson and Cardinal Health. I have previously submitted similar forms for Eli
Lilly, Sanofi, and Astra Zeneca.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on October 16th, 2020. Myself and my leadership team feel strongly that Eli Lilly, Astra
Zeneca, Sanofi, and Novartis have violated the Pharmaceutical Pricing Agreement in place with HHS
by refusing to offer covered entities the ability to purchase covered outpatient drugs at the 340B
ceiling price. It seems appropriate that this violation would result in termination of the agreement
and/or civil monetary penalties. I hope that the attached data is helpful in achieving this outcome.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Highland Hospital. As I mentioned in my last email, in most cases, once a 340B price has been
removed from the wholesaler drug catalog, previously eligible prescriptions will no longer be
qualified. In other cases a prescription may be qualified, but due to the inability to purchase at the
340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.

ability to maintain a robust charity care program and community services that we are able to
provide, often operating at a loss, such as comprehensive mental health and wellness care for
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adults, adolescents, and pediatrics, substance abuse treatment programs, and Naloxone training.

Highland Hospital has paid more than $360k over the 340B ceiling price on covered outpatient drugs
purchased from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We are estimating that this is just a
fraction of the total financial impact to our organization.
Please let me know if any other information would be helpful in effort to resolve this issue.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Friday, October 16, 2020 4:44 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: 340B Ceiling Price Unavailable: Highland Hospital [RRC330164-00]
Good Afternoon:
I am reaching out today regarding the restrictions that have been put in place by Eli Lilly, Astra
Zeneca, and Sanofi. As you are aware, these three companies have taken steps to restrict purchases
at the 340B ceiling price on all ship-to accounts established to replenish drugs to pharmacies
contracted with 340B covered entities. These limitations are already having significant financial
implications on safety net providers.
This email pertains to the overcharges and restricted pricing that has been experienced by Highland
Hospital [RRC330164-00]. In just a very short period of time since these limitations were put in place,
the hospital has incurred roughly $140k in overcharges and this does not include the large volume of
purchases that should have occurred, but were suppressed due to the changes imposed.
As I believe you are aware, in most cases, once a 340B price has been removed from the wholesaler
drug catalog, previously eligible prescriptions will no longer be qualified. In other cases a
prescription may be qualified, but due to the inability to purchase at the 340B ceiling price,
purchasing is suppressed. It is for these reasons that the overcharges being provided only illustrate a
small portion of the lost opportunity and financial impact to the hospital.
I have provided a number of attachments with this email.

1) Notification of Astra Zeneca not offering the products at 340B ceiling price via McKesson.
2) Spreadsheet of Astra Zeneca overcharges via McKesson (totaling $7,942.28)
3) Notification of Astra Zeneca not offering the products at 340B ceiling price via Cardinal
4) Notification of Eli Lilly not offering the products at 340B ceiling price via McKesson.
5) Spreadsheet of Eli Lilly overcharges via McKesson (totaling $98,274.15)
6) Notification of Eli Lilly not offering the products at 340B ceiling price via Cardinal
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7) Notification of Sanofi not offering the products at 340B ceiling price via McKesson.
8) Spreadsheet of Sanofi overcharges via McKesson (totaling $32,064.21)
9) Notification of Sanofi not offering the products at 340B ceiling price via Cardinal
10) Listing of all Eli Lilly, Astra Zeneca, and Sanofi products currently not being offered at 340B

ceiling price on ship-to accounts established for replenishment of product to pharmacies
contracted with covered entities.

Please let me know if you have any questions or need any other information. We would like to assist
HRSA in any way possible on this matter.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.
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Manufacturer NDC/UPC Item Description Invc/CrDate
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 12/21/2020
Novartis 00078051005 TEGRETOL-XR ER TB 100MG    100 3/12/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/16/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/1/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/7/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/19/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/21/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/8/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/8/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/21/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/21/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/21/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/15/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/21/2021
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Units Purchased UOM Unit Price Ext.Price 340B Ceiling Price Overcharge Amount
1 EA $521.88 $521.88
1 EA $129.93 $129.93
3 EA $262.34 $787.02
3 EA $262.34 $787.02
2 EA $260.92 $521.84
2 EA $260.92 $521.84
1 EA $260.92 $260.92
1 EA $260.92 $260.92
1 EA $260.92 $260.92
1 EA $260.92 $260.92
1 EA $260.92 $260.92
1 EA $262.34 $262.34
1 EA $262.34 $262.34
1 EA $262.34 $262.34
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From: Lees, Katy F
To: HRSA HSB 340B Pricing
Subject: RE: 340B Ceiling Price Unavailable: Jones Memorial Hospital [DSH330196]
Date: Monday, April 26, 2021 3:14:46 PM
Attachments: image003.png

image005.wmz
image007.png
image006.png
image008.png
image009.png
image010.png
HRSA_Notification_340B_Price_Unavailable_Cardinal_NovoNordisk_DSH330096.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_Novartis_DSH330096_1.1.21 - 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330096.pdf

Good Afternoon:
I am following up on my December 16, 2020 email below. Jones Memorial Hospital continues to face
340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We
are now unable to access the 340B ceiling price for NovoNordisk products purchased for

NovoNordisk products not being available at the 340B ceiling price via McKesson and Cardinal
Health. I have previously submitted similar forms for Eli Lilly, Sanofi, Astra Zeneca, and NovoNordisk.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on December 16th, 2020. As I shared in my previous emails, my organization feels strongly
that Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk have violated the Pharmaceutical
Pricing Agreement in place with HHS by refusing to offer covered entities the ability to purchase
covered outpatient drugs at the 340B ceiling price. It seems appropriate that this violation would
result in termination of the agreement and/or civil monetary penalties. I hope that the attached data
is helpful in achieving this outcome.
While the overcharges provided for Jones Memorial appear to be minimal, these restrictions have
had a significant financial impact on Jones Memorial Hospital. As I mentioned in my last email, in
most cases, once a 340B price has been removed from the wholesaler drug catalog, previously
eligible prescriptions will no longer be qualified. In other cases a prescription may be qualified, but
due to the inability to purchase at the 340B ceiling price, purchasing is suppressed. It is for these
reasons that the overcharges being provided only illustrate a small portion of the lost opportunity
and financial impact to the hospital. We are estimating that the total financial impact to the hospital,
year to date, exceeds $500k.
As a safety net provider in Wellsville, New York, Jones Memorial Hospital is located in a rural area
among the poorest in New York, with large indigent populations. These patients often present sicker,
require more costly care, and need financial assistance to afford critical services and medications.
The 340B program and largely the benefit from contract pharmacy relationships are keeping the

December, Jones Memorial Hospital has been charged ~$14,000 over the 340B ceiling price on
covered outpatient drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk.
As I shared above, we are estimating that this is just a fraction of the total financial impact to our
organization.
Please let me know if any other information would be helpful in the effort to resolve this issue.
Thank you,
Katy
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Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Wednesday, December 16, 2020 2:39 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: RE: 340B Ceiling Price Unavailable: Jones Memorial Hospital [DSH330196]
Good Afternoon:
I am following up on my October 16, 2020 email below. Jones Memorial Hospital continues to face
340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, and Sanofi. We are now
unable to access the 340B ceiling price for Novartis products at contract pharmacies that are located
greater than 40 miles from the covered entity.

340B ceiling price via McKesson and Cardinal Health. I have previously submitted similar forms for Eli
Lilly, Sanofi, and Astra Zeneca.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on October 16th, 2020. Myself and my leadership team feel strongly that Eli Lilly, Astra
Zeneca, Sanofi, and Novartis have violated the Pharmaceutical Pricing Agreement in place with HHS
by refusing to offer covered entities the ability to purchase covered outpatient drugs at the 340B
ceiling price. It seems appropriate that this violation would result in termination of the agreement
and/or civil monetary penalties. I hope that the attached data is helpful in achieving this outcome.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Jones Memorial Hospital. As I mentioned in my last email, in most cases, once a 340B price has been
removed from the wholesaler drug catalog, previously eligible prescriptions will no longer be
qualified. In other cases a prescription may be qualified, but due to the inability to purchase at the
340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.
As a safety net provider in Wellsville, New York, Jones Memorial Hospital is located in a rural area
among the poorest in New York, with large indigent populations. These patients often present sicker,
require more costly care, and need financial assistance to afford critical services and medications.
The 340B program and largely the benefit from contract pharmacy relationships are keeping the

Memorial Hospital has been charged ~$6,000 over the 340B ceiling price on covered outpatient
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drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We are estimating that the
annualized impact of the current restrictions will exceed $500k.
Please let me know if any other information would be helpful in the effort to resolve this issue.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Friday, October 16, 2020 4:50 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: 340B Ceiling Price Unavailable: Jones Memorial Hospital [DSH330196]
Good Afternoon:
I am reaching out today regarding the restrictions that have been put in place by Eli Lilly, Astra
Zeneca, and Sanofi. As you are aware, these three companies have taken steps to restrict purchases
at the 340B ceiling price on all ship-to accounts established to replenish drugs to pharmacies
contracted with 340B covered entities. These limitations are already having significant financial
implications on safety net providers.
This email pertains to the overcharges and restricted pricing that has been experienced by Jones
Memorial Hospital [DSH330196]. In just a very short period of time since these limitations were put
in place, the hospital has incurred roughly $1,500 in overcharges and this does not include the large
volume of purchases that should have occurred, but were suppressed due to the changes imposed.
As I believe you are aware, in most cases, once a 340B price has been removed from the wholesaler
drug catalog, previously eligible prescriptions will no longer be qualified. In other cases a
prescription may be qualified, but due to the inability to purchase at the 340B ceiling price,
purchasing is suppressed. It is for these reasons that the overcharges being provided only illustrate a
small portion of the lost opportunity and financial impact to the hospital.
I have provided a number of attachments with this email.

1) Notification of Astra Zeneca not offering the products at 340B ceiling price via McKesson.
2) Notification of Astra Zeneca not offering the products at 340B ceiling price via Cardinal
3) Notification of Eli Lilly not offering the products at 340B ceiling price via McKesson.
4) Notification of Eli Lilly not offering the products at 340B ceiling price via Cardinal
5) Notification of Sanofi not offering the products at 340B ceiling price via McKesson.
6) Spreadsheet of Sanofi overcharges via McKesson (totaling $1,474.50)
7) Notification of Sanofi not offering the products at 340B ceiling price via Cardinal
8) Listing of all Eli Lilly, Astra Zeneca, and Sanofi products currently not being offered at 340B

ceiling price on ship-to accounts established for replenishment of product to pharmacies
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contracted with covered entities.
Please let me know if you have any questions or need any other information. We would like to assist
HRSA in any way possible on this matter.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.
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From: Lees, Katy F
To: HRSA HSB 340B Pricing
Subject: RE: 340B Ceiling Price Unavailable: Noyes Memorial Hospital [DSH330238]
Date: Monday, April 26, 2021 3:15:00 PM
Attachments: image003.png

image005.wmz
image007.png
image001.png
image002.png
image004.png
image011.png
HRSA_Notification_340B_Price_Unavailable_Cardinal_NovoNordisk_DSH330238.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_Novartis_DSH330238.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330238.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330238.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Sanofi_DSH330238.xlsx

Good Afternoon:
I am following up on my December 16, 2020 email below. Noyes Memorial Hospital continues to
face 340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, Sanofi, and Novartis.
We are now unable to access the 340B ceiling price for NovoNordisk products via contract pharmacy

being available at the 340B ceiling price via McKesson and Cardinal Health. I have previously
submitted similar forms for Eli Lilly, Sanofi, Astra Zeneca, and Novartis.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on December 16th, 2020. As I have previously shared, my organization feels strongly that
Eli Lilly, Astra Zeneca, Sanofi, Novartis and NovoNordisk have violated the Pharmaceutical Pricing
Agreement in place with HHS by refusing to offer covered entities the ability to purchase covered
outpatient drugs at the 340B ceiling price. It seems appropriate that this violation would result in
termination of the agreement and/or civil monetary penalties. I hope that the attached data is
helpful in achieving this outcome.
These restrictions have had a significant financial impact on Noyes Memorial Hospital. As I
mentioned in my last email, in most cases, once a 340B price has been removed from the wholesaler
drug catalog, previously eligible prescriptions will no longer be qualified. In other cases a
prescription may be qualified, but due to the inability to purchase at the 340B ceiling price,
purchasing is suppressed. It is for these reasons that the overcharges being provided only illustrate a
small portion of the lost opportunity and financial impact to the hospital. We are estimating that the
total financial impact to the hospital, year to date, exceeds $25k.
As a safety net provider in Dansville, New York, Noyes Memorial Hospital is located in a rural area
among the poorest in New York, with large indigent populations. These patients often present sicker,
require more costly care, and need financial assistance to afford critical services and medications.

December, Noyes Memorial Hospital has been charged ~$10,000 over the 340B ceiling price on
covered outpatient drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk.
Please let me know if any other information would be helpful in the effort to resolve this issue.
Thank you,
Katy
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Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Wednesday, December 16, 2020 2:47 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: RE: 340B Ceiling Price Unavailable: Noyes Memorial Hospital [DSH330238]
Good Afternoon:
I am following up on my October 16, 2020 email below. Noyes Memorial Hospital continues to face
340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, and Sanofi. We are now
unable to access the 340B ceiling price for Novartis products at contract pharmacies that are located
greater than 40 miles from the covered entity.

340B ceiling price via McKesson and Cardinal Health. I have previously submitted similar forms for Eli
Lilly, Sanofi, and Astra Zeneca.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on October 16th, 2020. Myself and my leadership team feel strongly that Eli Lilly, Astra
Zeneca, Sanofi, and Novartis have violated the Pharmaceutical Pricing Agreement in place with HHS
by refusing to offer covered entities the ability to purchase covered outpatient drugs at the 340B
ceiling price. It seems appropriate that this violation would result in termination of the agreement
and/or civil monetary penalties. I hope that the attached data is helpful in achieving this outcome.
These restrictions have a significant financial impact on Noyes Memorial Hospital. As I mentioned in
my last email, in most cases, once a 340B price has been removed from the wholesaler drug catalog,
previously eligible prescriptions will no longer be qualified. In other cases a prescription may be
qualified, but due to the inability to purchase at the 340B ceiling price, purchasing is suppressed. It is
for these reasons that the overcharges being provided only illustrate a small portion of the lost
opportunity and financial impact to the hospital.
As a safety net provider in Dansville, New York, Noyes Memorial Hospital is located in a rural area
among the poorest in New York, with large indigent populations. These patients often present sicker,
require more costly care, and need financial assistance to afford critical services and medications.

Noyes Memorial Hospital has been charged ~$4,100 over the 340B ceiling price on covered
outpatient drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We are estimating that
the annualized impact of the current restrictions will exceed $100k.
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Please let me know if any other information would be helpful in the effort to resolve this issue.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Friday, October 16, 2020 4:55 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: 340B Ceiling Price Unavailable: Noyes Memorial Hospital [DSH330238]
Good Afternoon:
I am reaching out today regarding the restrictions that have been put in place by Eli Lilly, Astra
Zeneca, and Sanofi. As you are aware, these three companies have taken steps to restrict purchases
at the 340B ceiling price on all ship-to accounts established to replenish drugs to pharmacies
contracted with 340B covered entities. These limitations are already having significant financial
implications on safety net providers.
This email pertains to the overcharges and restricted pricing that has been experienced by Noyes
Memorial Hospital [DSH330238]. In just a very short period of time since these limitations were put
in place, the hospital has incurred roughly $500 in overcharges and this does not include the large
volume of purchases that should have occurred, but were suppressed due to the changes imposed.
As I believe you are aware, in most cases, once a 340B price has been removed from the wholesaler
drug catalog, previously eligible prescriptions will no longer be qualified. In other cases a
prescription may be qualified, but due to the inability to purchase at the 340B ceiling price,
purchasing is suppressed. It is for these reasons that the overcharges being provided only illustrate a
small portion of the lost opportunity and financial impact to the hospital.
I have provided a number of attachments with this email.

1) Notification of Astra Zeneca not offering the products at 340B ceiling price via McKesson.
2) Notification of Astra Zeneca not offering the products at 340B ceiling price via Cardinal
3) Notification of Eli Lilly not offering the products at 340B ceiling price via McKesson.
4) Notification of Eli Lilly not offering the products at 340B ceiling price via Cardinal
5) Notification of Sanofi not offering the products at 340B ceiling price via McKesson.
6) Spreadsheet of Sanofi overcharges via McKesson (totaling $497.30)
7) Notification of Sanofi not offering the products at 340B ceiling price via Cardinal
8) Listing of all Eli Lilly, Astra Zeneca, and Sanofi products currently not being offered at 340B

ceiling price on ship-to accounts established for replenishment of product to pharmacies
contracted with covered entities.

Please let me know if you have any questions or need any other information. We would like to assist

VLTR_006362

Case 1:21-cv-01479-DLF   Document 25-3   Filed 07/16/21   Page 35 of 96



HRSA in any way possible on this matter.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.
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Manufacturer NDC/UPC Item Description Invc/CrDate
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/15/2021
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Units Purchased UOM Unit Price Ext.Price 340B Price Estimated Overcharge Am
1 EA $285.07 $285.07
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From: Lees, Katy F
To: HRSA HSB 340B Pricing
Subject: RE: 340B Ceiling Price Unavailable: Strong Memorial Hospital [DSH330285]
Date: Monday, April 26, 2021 3:14:51 PM
Attachments: image003.png

image004.wmz
image007.png
image006.png
image008.png
image009.png
image010.png
HRSA_Notification_340B_Price_Unavailable_Cardinal_NovoNordisk_DSH330285.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_Astra Zeneca_DSH330285_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Eli Lilly_DSH330285_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Novartis_DSH330285_12.15.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330285.pdf
HRSA_Notification_340B_Price_Unavailable_McKesson_NovoNordisk_DSH330285_12.14.20 to 4.26.21.xlsx
HRSA_Notification_340B_Price_Unavailable_McKesson_Sanofi_DSH330285_12.14.20 to 4.26.21.xlsx

Good Afternoon:
I am following up on my December 16, 2020 email below. Strong Memorial Hospital continues to
face 340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, Sanofi, and Novartis.
We are now unable to access the 340B ceiling price for NovoNordisk products via contract pharmacy

being available at the 340B ceiling price via McKesson and Cardinal Health. I have previously
submitted similar forms for Eli Lilly, Sanofi, Astra Zeneca, and Novartis.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my
last email on December 16th, 2020. As I mentioned in my past emails, myself and my leadership
team feel strongly that Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk have violated the
Pharmaceutical Pricing Agreement in place with HHS by refusing to offer covered entities the ability
to purchase covered outpatient drugs at the 340B ceiling price. It seems appropriate that this
violation would result in termination of the agreement and/or civil monetary penalties. I hope that
the attached data is helpful in achieving this outcome.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Strong Memorial Hospital. As I mentioned in my previous emails, in most cases, once a 340B price
has been removed from the wholesaler drug catalog, previously eligible prescriptions will no longer
be qualified. In other cases a prescription may be qualified, but due to the inability to purchase at
the 340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.
We are estimating that the total financial impact to the hospital, year to date, exceeds $10 million.

poverty. Nearly 40% of the patients receiving care from Strong Memorial Hospital are on Medicaid

ability to maintain a robust charity care program and community services that we are able to
provide, often operating at a loss, such as comprehensive mental health and wellness care for
adults, adolescents, and pediatrics, substance abuse treatment programs, and Naloxone training.

December, Strong Memorial Hospital has paid more than $2 million over the 340B ceiling price on
covered outpatient drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, Novartis, and NovoNordisk.
As I mentioned above, we are estimating that this is just a fraction of the total financial impact to our
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organization.
Please let me know if any other information would be helpful in effort to resolve this issue.
Thank you,
Katy

Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Wednesday, December 16, 2020 2:04 PM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: RE: 340B Ceiling Price Unavailable: Strong Memorial Hospital [DSH330285]
Good Afternoon:
I am following up on my October 16, 2020 email below. Strong Memorial Hospital continues to face
340B ceiling price restrictions and overcharges from Eli Lilly, Astra Zeneca, and Sanofi. We are now
unable to access the 340B ceiling price for Novartis products at contract pharmacies that are located
greater than 40 miles from the covered entity. While the new restrictions are not as wide-spread as
the first companies to emerge with these rogue actions, it is still financially damaging. It appears that
Novartis is aiming to limit 340B pricing access through specialty contract pharmacy arrangements, a
model that is often managed via mail order operations. The patients that utilize these pharmacies
are often receiving medications for complex and specialized disease states, patients that, as a safety
net provider, Strong Memorial Hospital is required to follow closely.

340B ceiling price via McKesson and Cardinal Health. I have previously submitted similar forms for Eli
Lilly, Sanofi, and Astra Zeneca.
I am also attaching documentation illustrating all of the overcharges that we have incurred since my

last email on October 16th, 2020. Myself and my leadership team feel strongly that Eli Lilly, Astra
Zeneca, Sanofi, and Novartis have violated the Pharmaceutical Pricing Agreement in place with HHS
by refusing to offer covered entities the ability to purchase covered outpatient drugs at the 340B
ceiling price. It seems appropriate that this violation would result in termination of the agreement
and/or civil monetary penalties. I hope that the attached data is helpful in achieving this outcome.
As you can see by the overcharges provided, these restrictions have a significant financial impact on
Strong Memorial Hospital. As I mentioned in my last email, in most cases, once a 340B price has
been removed from the wholesaler drug catalog, previously eligible prescriptions will no longer be
qualified. In other cases a prescription may be qualified, but due to the inability to purchase at the
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340B ceiling price, purchasing is suppressed. It is for these reasons that the overcharges being
provided only illustrate a small portion of the lost opportunity and financial impact to the hospital.

poverty. Nearly 40% of the patients receiving care from Strong Memorial Hospital are on Medicaid
or low-income Medicare. The losses incurred due to manufacturer restrictions will have an impact

able to provide, often operating at a loss, such as comprehensive mental health and wellness care
for adults, adolescents, and pediatrics, substance abuse treatment programs, and Naloxone training.

Strong Memorial Hospital has paid ~$1.6 million over the 340B ceiling price on covered outpatient
drugs purchased from Eli Lilly, Astra Zeneca, Sanofi, and Novartis. We are estimating that this is just
a fraction of the total financial impact to our organization.
Please let me know if any other information would be helpful in effort to resolve this issue.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.

From: Lees, Katy F 
Sent: Friday, October 16, 2020 11:55 AM
To: 'HRSA HSB 340B Pricing' <340BPricing@hrsa.gov>
Subject: 340B Ceiling Price Unavailable: Strong Memorial Hospital [DSH330285]
Good Morning:
I am reaching out today regarding the restrictions that have been put in place by Eli Lilly, Astra
Zeneca, and Sanofi. As you are aware, these three companies have taken steps to restrict purchases
at the 340B ceiling price on all ship-to accounts established to replenish drugs to pharmacies
contracted with 340B covered entities. These limitations are already having significant financial
implications on safety net providers.
This email pertains to the overcharges and restricted pricing that has been experienced by Strong
Memorial Hospital [DSH330285]. In just a very short period of time since these limitations were put
in place, the hospital has incurred more than $560k in overcharges and this does not include the
large volume of purchases that should have occurred, but were suppressed due to the changes
imposed.
As I believe you are aware, in most cases, once a 340B price has been removed from the wholesaler
drug catalog, previously eligible prescriptions will no longer be qualified. In other cases a
prescription may be qualified, but due to the inability to purchase at the 340B ceiling price,
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purchasing is suppressed. It is for these reasons that the overcharges being provided only illustrate a
small portion of the lost opportunity and financial impact to the hospital.
I have provided a number of attachments with this email.

1) Notification of Astra Zeneca not offering the products at 340B ceiling price via McKesson.
2) Spreadsheet of Astra Zeneca overcharges via McKesson (totaling $43,032.60)
3) Notification of Astra Zeneca not offering the products at 340B ceiling price via Cardinal
4) Notification of Eli Lilly not offering the products at 340B ceiling price via McKesson.
5) Spreadsheet of Eli Lilly overcharges via McKesson (totaling $435,017.55)
6) Notification of Eli Lilly not offering the products at 340B ceiling price via Cardinal
7) Spreadsheet of Eli Lilly overcharges via Cardinal (totaling $1,531.82)
8) Notification of Sanofi not offering the products at 340B ceiling price via McKesson.
9) Spreadsheet of Sanofi overcharges via McKesson (totaling $81,012.88)
10) Notification of Sanofi not offering the products at 340B ceiling price via Cardinal
11) Listing of all Eli Lilly, Astra Zeneca, and Sanofi products currently not being offered at 340B

ceiling price on ship-to accounts established for replenishment of product to pharmacies
contracted with covered entities.

Please let me know if you have any questions or need any other information. We would like to assist
HRSA in any way possible on this matter.
Thank you,
Katy
_____________________________________________________________________
Katy Felice Lees 
Director of 340B Policy and Business Strategy | UR Medicine
Phone (585) 703-5169 | Fax (585)272-1062 
120 Corporate Woods Suite 100 Rochester, NY 14623 | Internal Box # 278983

- Audrey Hepburn

Confidentiality Notice: This e-mail message, including any attachments, is for the sole use of the intended recipient(s) and may contain
confidential and privileged information. Any unauthorized review, use, disclosure or distribution is prohibited. If you are not the intended
recipient, please contact the sender by return e-mail and destroy all copies of the original message.
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Manufacturer NDC/UPC Item Description Invc/CrDate
Novartis 00078063941 COSENTYX SENSOR PEN 150MG/ML 2 2/24/2021
Novartis 00078036034 DIOVAN TAB 320MG            90 12/21/2020
Novartis 00078091112 XIIDRA SOL 5% 50MG/ML  60 1/26/2021
Novartis 00078091112 XIIDRA SOL 5% 50MG/ML  60 2/24/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 12/15/2020
Novartis 00078063941 COSENTYX SENSOR PEN 150MG/ML 2 2/1/2021
Novartis 00078060715 GILENYA CAP 0.5MG           30 12/16/2020
Novartis 00065924007 DUREZOL OPH EMUL 0.05%     5ML 12/31/2020
Novartis 00078063941 COSENTYX SENSOR PEN 150MG/ML 2 3/17/2021
Novartis 00078063941 COSENTYX SENSOR PEN 150MG/ML 2 2/24/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/21/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/19/2021
Novartis 00078063998 COSENTYX PFS 150MG/ML   2 1/18/2021
Novartis 00078063941 COSENTYX SENSOR PEN 150MG/ML 2 3/17/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/8/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/1/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/21/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/8/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/1/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/1/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/9/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/8/2021
Novartis 00078077720 ENTRESTO TAB 49/51MG 60 4/19/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/1/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/19/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/19/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/21/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/16/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/21/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/21/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/15/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/15/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/15/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/15/2021
Novartis 00078065920 ENTRESTO TAB 24/26MG 60 4/21/2021
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Units Purchased UOM Unit Price Ext.Price 340B Price
1 CT $5,677.93 $5,677.93
1 EA $920.82 $920.82
1 EA $567.18 $567.18
1 EA $567.18 $567.18
1 EA $544.76 $544.76
3 CT $1,793.81 $5,381.43
1 EA $2,554.64 $2,554.64
1 EA $188.46 $188.46
2 CT $1,793.81 $3,587.62
2 CT $1,793.81 $3,587.62
3 EA $260.81 $782.43
3 EA $262.23 $786.69
1 CT $1,793.81 $1,793.81
1 CT $1,793.81 $1,793.81
2 EA $260.81 $521.62
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $260.81 $260.81
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
1 EA $262.23 $262.23
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Estimated Overcharge Amount
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