Veterans Health Administration

Us. Department VHA FOIA Office (105H1G)

- . 810 Vermont Avenue NW
of Veterans Affairs Washington. DC 20420

In Reply Refer To: FOIA Request: 19-11256-F

June 1, 2021

Melanie Sloan

American Oversight

1030 15th Street, NW
Washington, DC, 20005
foia@americanoversight.org

Dear Ms. Sloan:

This letter is the first partial initial agency decision to your September 4, 2019,
request under the Freedom of Information Act (FOIA), 5 U.S.C. § 552, submitted to the
Department of Veterans Affairs (VA), Veterans Health Administration (VHA) Central
Office FOIA Office requesting the following records:

1. All email communications (including email messages, email attachments,
calendar invitations, and calendar invitation attachments) sent by any of the VA
officials and employees listed below regarding Spravato (esketamine) nasal
spray:

Richard A Stone, Executive in Charge, Veterans Health Administration.

Steven L. Lieberman, Acting Principal Deputy Under Secretary for Health.

Lawrence Connell, Chief of Staff, Veterans Health Administration

Jon M. Jensen, Acting Deputy Chief of Staff

Valerie Mattison Brown, Assistant Deputy Under Secretary for Health,

Policy and Planning

Maria Llorente, Acting Assistant Deputy Under Secretary for Health for

Patient Care Services (PCS).

Michael A. Valentino, Chief Consultant — Pharmacy Benefit Management

Services (PBM), and anyone serving as his assistant or scheduler.

Yasuharu Okuda, Acting Deputy Chief PCS Officer.

Thomas Emmendorfer, Deputy Chief Consultant — PBM.

Joseph Canzolino, Deputy Chief Consultant — Formulary Management.

Timothy Stroup, Deputy Chief Consultant — PBM Strategic Planning.

Virginia Torrise, Deputy Chief Consultant — PBM Professional Practice

and Clinical Informatics.

m. Louis Cobuzzi, Associate Chief Consultant — Planning Analysis and Policy
Development.

n. John Lowe, Associate Chief Consultant — Planning Analysis and Policy
Development.

0. Lynn Sanders, Associate Chief Consultant — Clinical Informatics and
Pharmacy Re-engineering.

p. Vaiyapuri Subramaniam, Associate Chief Consultant — Adverse Drug

Events/United States Pharmacopeia 797/Policy.
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q. Matthew A. Fuller, National Clinical Pharmacy Program Manager, PBM.
Chester B. Good, Chair, Medical Advisory Panel, PBM.

David Carroll, Executive Director, Office of Mental Health and Suicide
Prevention.

Lynda O’Neill, Contracting Officer, National Acquisition Center.

Craig Robinson, Associate Executive Director, National Acquisition Center

w =

c ™

American Oversight believes that records containing the terms below are
likely to be responsive records, and American Oversight requests that VA,
at a minimum, employ these search terms to identify responsive records.
§ Spravato

§ esketamine

§ nasal spray

§ “treatment-resistant” AND depress*®

§ stimulant AND suicide
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§ stimulant AND depress*

§ “J&J” AND drug

§ “J&J” AND suicide

§ “J&J" AND depress*

§ “J&J" AND buy

§ “Johnson & Johnson” AND drug

§ “Johnson & Johnson” AND suicide

§ “Johnson & Johnson” AND depress*

§ “Johnson & Johnson” AND buy

§ Janssen AND drug

§ Janssen AND suicide

§ Janssen AND depress*

§ Janssen AND buy

Please note that American Oversight is using the asterisk (*) to designate
the standard use of “wildcards” in the search for responsive records. For
example, a search for “depress*” would return both depression and
depressant. If VA is unable to search for wildcards, please advise so that
we may specifically include the variations that we would like searched.
Please provide all responsive records from within the following daie
ranges:

§ March 5-26, 2019

§ June 10-28, 2019

§ August 14-28, 2019.

Your FOIA request was received in my office on September 4, 2019. As stated
within the September 5, 2019 letter, line items t. Lynda O’Neill and u. Craig Robinson
were referred to the Office of Acquisitions and Logistics, under FOIA tracking number
19-11257-F.



On April 23, 2021, we requested further clarification regarding your request in
which you provided a response to eliminate marketing emails; VA Media Summary and
News Clips; Long excel spreadsheets/reports from pharmacy staff or other offices of all
medications, that do not directly discuss the key search terms “Spravato, Ekestamine”
regarding price and News Alerts from external sources.

At this time VHA is rendering its first partial initial agency decision. These
documents resulted in an online search conducted by the VA Office of Information and
Technology, responsive for Richard Stone, Executive in Charge; Steven L. Lieberman,
Acting Principal Deputy Under Secretary for Health; Lawrence Connell, Chief of Staff;
Jon M. Jenson, Acting Deputy Chief of Staff; Valerie Mattison Brown, Assistant Deputy
Under Secretary for Health, Policy and Planning; Maria Llorente, Acting Assistant
Deputy Under Secretary for Health for Patient Care Services (PCS); Michael A.
Valentino, Chief Consultant; Thomas Emmendorfer, Deputy Chief Consultant; Virginia
Torrise, Deputy Chief Consultant; Lynn Sanders, Associate Chief Consultant; Matthew
A. Fuller, National Clinical Pharmacy Program Manager; Chester B. Good Chair,
Medical Advisory Panel, PBM; and David Carroll, Executive Director, Office of Mental
Health and Suicide Prevention, for the date range of March 5-26, 2019, June 10-28,
2019 and August 14-28, 2019. The search terms used were: Spravato, esketamine,
nasal spray, treatment-resistant” AND depress, stimulant AND suicide, 4 - VA-18-1108,
stimulant AND depress, J&J” AND drug, “J&J” AND suicide, “J&J” AND depress, “J&J”
AND buy, “Johnson & Johnson” AND drug, “Johnson & Johnson” AND suicide,
“Johnson & Johnson” AND depress*, “Johnson & Johnson” AND buy, Janssen AND
drug, Janssen AND suicide, Janssen AND depress*, Janssen AND buy. Provided within
this release is 953 pages of responsive records.

Upon my review | have found information protected under the FOIA, specifically,
FOIA exemption 5, 5 U.S.C. § 552(b)(5), FOIA exemption 6, 5 U.S.C. § 552(b)(6).

FOIA Exemption 5 [5 U.S.C. § 552 (b)(5)] permits VA to withhold a document or
information contained within a document as “pre-decisional” if two requirements are
met. First, there must be an identifiable deliberative process. That is, the document
must be a direct part of the deliberative process. Second, the agency generated the
information or document as part of the agency decision process. Stated another way,
VA may withhold information under Exemption 5 where the document or its content
makes recommendations or expresses opinions about legal or policy matters during a
decision-making process and the document is not the decision document or
incorporated into the decision document. Additionally, in accordance with the FOIA
Improvement Act of 2016, an agency shall withhold information under the FOIA only if
the agency reasonably foresees that disclosure would harm an interest protected by an
exemption or disclosure is prohibited by law. Stated another way, if the disclosure is not
prohibited by law, the agency must state an articulable, foreseeable harm to the agency
or its activities that could occur as a result of release of the document or information.

My review reveals pages that contain information that falls within the protection of
Exemption 5. Specifically, information is being withheld under Exemption 5 as the



documents contain open and frank pre-decisional communications between staff at
various levels of the organization. Staff are providing feedback by voicing their
opinions. There are several categories of documents that routinely are protected by the
deliberative process privilege of Exemption 5. Among the protected documents are
advisory opinions, recommendations, and deliberations comprising parts of a process
by which governmental decisions and policies are formulated. They are protected
because, by their very nature, their release would likely "stifle honest and frank
communication within the agency." Materials of this nature go to the very heart of the
privilege, for, as the Supreme Court has stated, "the deliberative process privilege rests
on the obvious realization that officials will not communicate candidly among
themselves if each remark is a potential item of discovery and front page news. Schell,
843 F.2d at 941 "A subordinate who wishes to provide information candidly should not
fear that the public will be privy to his views merely because his superiors have not yet
acted on his recommendations." In determining whether a document is pre-decisional,
an agency does not necessarily have to point specifically to an agency final decision,
but merely establish "what deliberative process is involved, and the role played by the
documents in issue in the course of that process. Thus, so long as a document is
generated as part of such a continuing process of agency decision making, courts have
found Exemption 5 can be applicable. In a particularly instructive decision, Access
Reports v. DOJ, the Court of Appeals for the District of Columbia Circuit emphasized
the importance of identifying the larger process to which a document sometimes
contributes. Further, "pre-decisional” documents are not only those circulated within the
agency but can also be those from an agency lacking decisional authority that advises
another agency possessing such authority. They even can be "documents which the
agency decision maker herself prepared as part of her deliberation and decision-making
process, or documents that do not end up being considered by the agency decision
maker at all. Release of this information would inhibit employees from freely exchanging
opinions resulting in harm to deliberative process itself. If employees believed that their
open and frank feedback were to become public, staff would be less likely to freely
communicate their opinions. See, e.g., Russell v. Dep't of the Air Force, 682 F.2d 1045,
1048 (D.C. Cir. 1982); Coastal States Gas Corp. v. DOE, 617 F.2d 854, 866 (D.C. Cir.
1980); Jordan v. DOJ, 591 F.2d 753, 772-73 (D.C. Cir. 1978) (en banc); Brown v.
EEOC, No. 09-111, 2010 U.S. Dist. LEXIS 46466, at *9 (W.D. Ky. May 12, 2010)
(holding that Exemption 5 was properly applied to prevent potential chilling effect on
agency's discussions and undermining of agency's ability to perform its duties); Morley
v. ClA, 699 F. Supp. 2d 244, 255-56 (D.D.C. 2010) (stating that privilege is "intended to
prevent chilling future government employees from engaging in frank discussions during
the deliberative process" (citing Coastal States, 617 F.2d at 866)), aff'd in pertinent part,
vacated and remanded on other grounds, 466 Fed. App'x. 1 (D.C. Cir. 2012).

In addition, releasing the discussions within the emails requested would cause
confusion to the public because the information conveyed was not part of final decisions
made and therefore would do very little to add to the public’s understanding of the
operations and activities of the agency. See, AFGE v. HHS, 63 F. Supp. 2d 104, 108



(D. Mass. 1999) (holding that release of pre-decisional documents "could cause harm
by providing the public with erroneous information"), aff'd, No. 99-2208, 2000 U.S. App.
LEXIS 10993 (1st Cir. May 18, 2000); Thus exemption 5 is applied to protect against
public confusion that might result from disclosure of reasons or rationales that were not
in fact ultimately the grounds for the agency’s decision.

As emails containing pre-decisional content, the release of this information would
cause injury to the deliberative process described in the above paragraphs. The
deliberative process privilege of FOIA exemption 5 is invoked as | have determined that
the release of this information to the public would negatively impact frank discussions
within VHA and would protect against public confusion that might result from disclosure
of reasons and rationales that were not consistent with VHA actions. Pages within this
document have been withheld both in part and in full and pages have been marked (B5)
to annotate the redaction applied.

FOIA Exemption 6 [5 U.S.C. § 552 (b)(6)] covers “personnel and medical files
and similar files of which the disclosure would constitute a clearly unwarranted invasion
of personal privacy.” Stated another way, VA may withhold information under FOIA
Exemption 6 where disclosure of the information, either by itself or in conjunction with
other information available to either the public or the FOIA requester, would result in an
unwarranted invasion of an individual's personal privacy without contributing
significantly to the public’s understanding of the activities of the federal government.

In United States Department of Justice v. Reporters committee for Freedom of
the Press, 489 U.S. 749 (1989), we must determine if a privacy interest is involved, and
determine if disclosure of the requested information would serve the public interest, and
balance the personal privacy interest against the public interest. In evaluating the public
interest in a given case, we must focus on the nature of the requested document and its
relationship to the public interest generally. We must consider whether disclosure of the
requested document, or portions thereof that have been withheld, would “open agency
action to the light of public scrutiny” rather than focus on the particular purpose for
which the document is being requested. See Reporters Committee, 489, U.S. at 772.

The coverage of FOIA Exemption 6 is absolute unless the FOIA requester can
demonstrate a countervailing public interest in the requested information by
demonstrating that the individual is in a position to provide the requested information to
members of the general public and that the information requested contributes
significantly to the public's understanding of the activities of the Federal
government. Additionally, the requester must demonstrate how the public's need to
understand the information significantly outweighs the privacy interest of the person to
whom the information pertains. Upon consideration of the materials provided, it is
recognized that you are in a position to provide the requested information to members
of the general public however; | have not been able to identify a countervailing public
interest of sufficient magnitude to outweigh the privacy interest in this
case. Consequently, the names of non-VA employees, employee email addresses and



phone numbers have been redacted under Exemption 6. Inserted is (b6) to identify the
FOIA Exemption applied.

VHA will continue to make rolling releases in response to this request.

If you disagree with my determinations, please be advised you may appeal to:

Office of the General Counsel (024)
Department of Veterans Affairs

810 Vermont Avenue, N.W.
Washington, D.C. 20420

Email: ogcfoiaappeals@va.qgov

If you should choose to file an appeal, your appeal must be postmarked or
electronically transmitted no later than ninety (90) calendar days from the date of this
letter. Please include a copy of this letter with your written appeal and clearly state why
you disagree with the determinations set forth in this response.

You may also seek assistance and/or dispute resolution services for any other
aspect of your FOIA request, excluding the release determination, from VHA's FOIA

Public Liaison and/or Office of Government Information Services (OGIS) as provided
below:

VHA FOIA Public Liaison:

Email Address: vhafoia2@va.gov
Phone Number: (877) 461-5038

Office of Government Information Services (OGIS)
Email: ogis@nara.gov
Fax: (202) 741-5769
Mailing address: /
Office of Government Information Services
National Archives and Records Administration
8601 Adelphi Road
College Park, MD 20740-6001

Thank you for your interest in VA. If you have any further questions, please feel free
to contact me at (319) 530-7694 or via email at Amber.Heim@va.gov.

Sincerely,

7 J
Umuiidein
Amber Heim
VHA FOIA Officer

Enclosure: 953 pages



Sales, Marie /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0903DEC780A4A718D49602777FA5643-SALES, MARI_@va.gov::-

Cunningham, Fran fo=Exchangel.abs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=613f0d8e535d46af95fed310f100dcbc-Cunningham, _@va_gov> 2
Emmendoifer, Thomas (PBM) /o=ExchangelLabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=5e0978bc96bb44e7ae2c94c43b55d094-Emmendorfer
@va.gov=>;

2 ; ) Jo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9027c425646e4de8a7d196908016331b-Zacher, Jen <Jennifer.Zacher@va.gov>

Subject: UPDATE STATUS: Frequently Asked Questions (FAQ): Esketamine (Spravato®)
Date: 2019/03/15 13:59:30

Priority: Normal
Type: Note

From:

To:

Hi All,
FAQ sheet on esketamine (Spravato®) disseminated. Please see attached for e-mail sent to pharmacy groups as requested.

Thanks,
Marie

Sales, Marie /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0903DEC780A4A718D49602777FA5643-SALES, MARI_@va.gov::-

Cunningham, Fran fo=Exchangel abs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=613f0d8e535d46af95fed310f100dcbc-Cunningham, _va_gov> :
Emmendoifer, Thomas (PBM) /o=ExchangelLabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=5e0978bc96bb44e7ae2c94c43b55d094-Emmendorfer
@va.gov=>;

; = ) fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=9027c425646e4de8a7d196908016331b-Zacher, Jen_@va.gov>
Sent Date: 2019/03/15 13:59:28

Delivered Date: 2019/03/15 13:59:30

Sender:

Recipient:

Sales, Marie /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0903DEC780A4A718D49602777FA5643-SALES, MARI_@va.gov>

VHAPBM MAP Committee fo=Exchangel abs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51be394a33f2409a0fb44ce631b751b3-VHAPBH MAP <pbm.map@med.va.gov>;
VHAPBM VISN Pharmacist Executives fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a29ff(0f0291a4a708de0731733c726c¢0-VHAPBH VISN

To: <VISNPharmacyExecs@va.gov>;
VHAPBM Pharmacy Chiefs [o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=b3bdd525bd2340749ff69f86d2e657f0-VHAPBH Phar <PharmacyChiefs@va.gov=>;
VHAPBM PMO /o=Exchangel abs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=03349ada043546d4b1c1543f977bfa89-VHAPBH PMO <PMO@va.gov>

Subject: Frequently Asked Questions (FAQ): Esketamine (Spravato®)
Date: 2019/03/15 13:55:28
Importance: High
Priority: Urgent
Type: Note.NoReplyNoReplyAll

From:

Attached is the Frequently Asked Questions (FAQ) sheet addressing the newly FDA-approved
esketamine (Spravato®) nasal spray for treatment-resistant depression published by the VA Pharmacy
Benefits Management Services and Office of Mental Health and Suicide Prevention. This FAQ sheet
accompanies VA’'s News Release and will also be available online at the following link
https://vaww.cmopnational.va.gov/cmop/pbm/default.aspx (pending posting).

The purpose of this FAQ sheet is to:

001001 VA-19-1109-A-000001

file:///W|/...rds/Unredacted UPDATE STATUS Frequently Asked Questions (FAQ) Esketamine (Spravato®) Frequently Asked Questio html[5/7/2021 10:58:54 AM]



« * Disseminate new drug information to the provider-level regarding esketamine (Spravato®)
« «* Provide answers on availability and accessibility of esketamine (Spravato®) within VA

Sender: Sales, Marie /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
* (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0903DEC780A4A718D49602777FA5643-SALES, MARI_@va.gov>

VHAPBM MAP Committee fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=51be394a33f2409a9fb44ce631b751b3-VHAPBH MAP <pbm.map@med.va.gov>;
VHAPBM VISN Pharmacist Executives fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=a29ff(0f0291a4a708de0731733c726c¢0-VHAPBH VISN

Recipient: <VISNPharmacyExecs@va.gov>;
VHAPBM Pharmacy Chiefs /o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=b3bdd525bd2340749ff69f86d2e657f0-VHAPBH Phar <PharmacyChiefs@va.gov>;
VHAPBM PMO /o=Exchangel abs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=03349ada043546d4b1c1543f977bfa83-VHAPBH PMO <PMO@va.gov>
Sent Date: 2019/03/15 13:55:23
Delivered Date: 2019/03/15 13:55:28
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Department of the Veterans
Affairs’ Drug Formulary
Management Processes and
Esketamine Review

Michael Valentino, R.Ph., MHSA,Chief

Consultant, Pharmacy Benefits Management
ServicesOffice of Patient Care Services

000000 VA-19-1109-A-000008



Formulary Management
Objectives

* Promote formulary decisions that are evidence-
based, not preference-based and that enable
an economically sustainable drug
benefitPromote appropriate drug therapy/
discourage inappropriate drug therapyReduce
the geographic variability in utilization of drugs
across the VA systemPromote portability and
uniformity of the drug benefitConduct
medication safety activities

Pharmacy Bengfits Management VA-19-1109-A-000009
www.pbm.va.gov




Formulary Overview

 The VA National Formulary (VANF) is the sole drug
formulary used in VAEvolved from 173 individual
drug formularies in 1995 to a single formulary in
2009VA medical facilities and VISNSs still have
formulary committees to conduct traditional
Pharmacy & Therapeutic committee work with the
EXCEPTION of adding and/or removing drugs
from the formulary Integrated non-formulary
request processVA's “non-formulary” designation is
similar to the “formulary, prior authorization”
designation in other health care systemsStrict
rellance on high-quality evidence to drive decision-

Pharmacy Bengfits Management
www.pbm.va.gov

VA-19-1109-A-000010




Formulary Overview (cont.)

* Drug safety is the first priorityDrug effectiveness is
the second priorityCost is considered only after
safety and effectivenessVANF committee
responsibilitiesUpdating and maintaining the
VANFAdding drugs, removing drugs, developing
evidence-based guidance, standardization
contractingMonitoring utilizationData collection and
reviewlntervention when indicated (access issues,
over/under utilization)Adverse Drug Event
monitoringContract adherence

Pharmacy Bengfits Management VA-19-1109-A-000011
www.pbm.va.gov




Formulary Management Infrastructure <&

VA Medical Advisory PanelVISN Pharmacist
Executives CommitteeVA Clinical Subject Mattemulary
ExpertsVA Pharmacy Benefits Management| Management
(PBM)Facilitation roleRegional (VISN) Phartidgffe>>
&Therapeutics CommitteesOversight role far

Local committees Local (VAMC) P&T
CommitteesImplementation of VANF initiatives

Pharmacy Bengfits Management

VA-19-1109-A-000012
www.pbm.va.gov




VANF Committees

« Medical Advisory Panel (MAP)13 practicing VA
physicians1 DoD physician (non-voting)10 PBM
clinical pharmacist specialists1 VISN Pharmacist
Executive memberVISN Pharmacist Executives
Committee (VPE)18 pharmacists1 DoD pharmacist
and 1 IHS pharmacist (non-voting)1 MAP
memberMeetingsMonthly 2-hour conference calls
with each group Quarterly 2-day face-to-face
meetings (MAP and VPE)Strive for consensus
decisions

Pharmacy Bengfits Management VA-19-1109-A-000013
www.pbm.va.gov




New Molecular Entity (NME) £#)
Review Process

 NME approved by the FDALiterature search and
draft review completed by PBM staffPresented to
VPE/MAP committees and changes
incorporatedDisseminated widely to field-based
clinical staff for commentPresented to VPE/MAP
committees and changes incorporatedVVA National
Formulary decisionNational criteria for use
developed when indicated

Phemyicy Bengits Menagemont VA-19-1109-A-000014
www.pbm.va.gov




Esketamine Review

Pharmacy Bengfits Management VA-19-1109-A-000015

ATIENT
SERVICES www.pbm.va.gov
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Milestones 3

 March 5, 2019: Approved by the FDAMarch 11-12,
2019: Overview presented to internal clinical groups
(Chief Medical Officers, Mental Health Leads, VISN
Pharmacist ExecutivesMarch 15, 2019: FAQs
distributed to the fieldMarch 18, 2019: Memo issues
to the field with instructions to obtain Risk Evaluation
and Mitigation Strategy (REMS) certification
required by the FDAMarch 19, 2019: VA issues a
press releaseMarch 19, 2019: Product is available
In the supply chainMarch 25, 2019: Clinical
Implementation Workgroup formed to develop
guidance

Pharmacy Bengfits Management VA-19-1109-A-000016
www.pbm.va.gov
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Milestones (cont.)

 May 2019: Esketamine monograph, draft Criteria for
Use and field-comments presented to the VPEs and
MAPIssue tabled until June face-to-face meeting so
documents could be revised based on feedback
from the field and MAP/VPEsMaterials developed in
collaboration with the Office of Mental Health

BarisNT Pharmacy Bengfits Management VA-19-1109-A-000017
www.pbm.va.gov
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Milestones (cont.)

June 2019: Based on a careful review of the
available evidence, the MAP and VPEs voted
to:Designate Esketamine as a non-formulary
drugWill be available with an approved prospective
reviewlssue evidence-based prescribing
guidanceEstablish an ongoing clinical monitor to
assess the drug's safety and effectiveness in the
Veteran populationMake the drug “non-promotable”
by the manufacturerEnables VA to education
providers with clear messagingDate TBD: Request
the manufacturer enter into a risk-share agreement
with VAPossibly reimburse VA for the cost of the
drug for non-respondersTiered discount Etc.

Phemnmacy Benadts Managsment VA-19-1109-A-000018
www.pbm.va.gov




Department of Veterans Affairs
Drug Formulary Management

Processes: Esketamine Review
~July 2019

Brief for:
House Committee on Veterans Affairs
Senate Committee on Veterans Affairs

Michael Valentino, RPh, MHSA,Chief Consultant, Pharmacy
Benefits Management ServicesOffice of Patient Care
Services
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Formulary Management Objectives

 Promote evidence-based formulary decisions, not
preference-basedEnable economically sustainable
drug benefitsPromote appropriate drug therapy;
discourage inappropriate drug therapyReduce
geographic variability in utilization of drugs across
the VA systemPromote portability / uniformity of the
drug benefitConduct medication safety activities

Pharmacy Bengfits Management VA-19-1109-A-000020
www.pbm.va.gov




Formulary Overview

« VA National Formulary (VANF) is the sole drug
formulary used in VAEvolved from 173 individual
drug formularies in 1995 to a single formulary in
2009VA medical facilities and VISNs still have
formulary committees to conduct traditional
Pharmacy & Therapeutic committee work with the
EXCEPTION of adding or removing drugs from the
formulary Integrated non-formulary request
processVA's “non-formulary” = “formulary, prior
authorization” designation in other health care
systemsHigh-quality evidence drives decision-
making

Pharmacy Bengfits Management
www.pbm.va.gov

VA-19-1109-A-000021




Formulary Overview (cont.)

* Drug safety is the first priorityDrug effectiveness is
the second priorityCost is only considered after
safety & effectivenessVANF Committee
responsibilitiesUpdating and maintaining the
VANFAdding drugs, removing drugs, developing
evidence-based guidance, standardization
contractingMonitoring utilizationData collection and
reviewlntervention when indicated (access issues,
over/under utilization)Adverse Drug Event
monitoringContract adherence

Pharmacy Bengfits Management VA-19-1109-A-000022
www.pbm.va.gov




Formulary Management Infrastructure <&

* VA Medical Advisory PanelVISN Pharmadsformulary
Executives CommitteeVVA Clinical Subject $v/iatfagement
ExpertsVA Pharmacy Benefits Managemgnty o>

(PBM)Facilitation roleRegional (VISN) Ph@rmacy

&Therapeutics (P&T) CommitteesOversight role

for Local committees Local (VAMC) P&T

CommitteesImplementation of VANF initiatives

Pharmacy Bengfits Management VA-19-1109-A-000023
www.pbm.va.gov




VANF Committees

« Medical Advisory Panel (MAP)13 practicing VA
physicians1 DoD physician (non-voting)10 PBM
clinical pharmacist specialists1 VISN Pharmacist
Executive memberVISN Pharmacist Executives
Committee (VPE)18 pharmacists1 DoD pharmacist
and 1 IHS pharmacist (non-voting)1 MAP
memberMeetingsMonthly 2-hour conference calls
with each group Quarterly 2-day face-to-face
meetings (MAP and VPE)Consensus decision-
making

Pharmacy Bengfits Management VA-19-1109-A-000024
www.pbm.va.gov




New Molecular Entity (NME)

Review Process

« NME approved by the FDAPBM staff complete
literature search and draft review Presented to
VPE/MAP committeesChanges
incorporatedDisseminated widely to field-based
clinical staff for commentPresented to VPE/MAP
committeesChanges incorporatedVA National
Formulary decisionNational criteria for use
developed when indicated

Pharmacy Bengfits Management VA-19-1109-A-000025
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Esketamine Review
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Milestones 2019

* 5 March: Approved by the FDA11-12 March:
Overview presented to internal clinical groups (Chief
Medical Officers, Mental Health Leads, VISN
Pharmacist Executives15 March: FAQs distributed to
the field18 March: Memo issues to the field with
iInstructions to obtain Risk Evaluation and Mitigation
Strategy (REMS) certification required by the FDA19
March: VA issues a press release19 March: Product
IS available in supply chain25 March: Clinical
Implementation Workgroup formed to develop
guidance

Pharmacy Bengfits Management
www.pbm.va.gov
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Milestones 2019 (cont.)

» May: Esketamine monograph, draft Criteria for Use
and field-comments presented to the VPEs and
MAPIssue tabled for June face-to-face
meetingDocuments revision based on feedback from
the field and MAP/VPEsMaterials developed in
collaboration with the Office of Mental Health June:
Based on careful review of available evidence, the
MAP and VPEs voted to:Designate Esketamine as a
non-formulary drugWill be available with an approved
prospective reviewlssue evidence-based prescribing
guidanceEstablish an ongoing clinical monitor to
assess the drug’s safety and effectiveness in the

... \/eteran populationMake the drug “non-promotable”
% by the manufacturerProvide education to VA
RaripNy Phar%er?@ﬂ%@ Management VA-19-1109-A-000028
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Milestones (cont.)

* Future Actions: Request the manufacturer enter into a risk-share )
agreement with VAPossibly reimburse VA for the cost of the drug for
non-respondersTiered discount Etc.

Pharmacy Bengfifs Management VA-19-1109-A-000029
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Brooks, Aja /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5C59E6730234420DA11251416B699F1C-BROCKS, AJA
a.gov>

Brooks, Aja /o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5c59¢6730234420da11251416b695f1c-Brocks, Aja
a.gov>;

Valentino, Michael (VACO) /o=Exchangelabs/ou=Exchange Administrative Group

FYDIBOHF23SPDLT)/cn=Recipients/cn=6519e043df55494a98f3c0074f52f8e0-Valentino,

: va.gov=>;

* Emmendorfer, Thomas {PE!M}r Jo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=5e0978bc96bb44e7ae2c94c43b55d094-Emmendorfer

a.gov>;

Liorente, Maria D. [o=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=f5c91f577d894bd9a0f09305db34dd4f-Llorente, M

-a.gw:»

To

Subject: VA Formulary Briefing
Date: 2019/06/27 09:39:06
Start Date: 2019/07/01 13:30:00
End Date: 2019/07/01 14:15:00
Priority: Normal
Type: Appointment
Location: 3400 O'Neill HOB
Attendees: Valentino, Michael (VACO); Emmendorfer, Thomas (PBM); Llorente, Maria D.

Depart VACO 1pm

Meeting scheduled for 1:30PM

>-----0riginal Message----

>From: (BE)IIN (Veterans Affairs) <{BEJII 2 vetaff.senate gov>

>Sent: Friday, June 21, 2019 8:41 AM

>To: Brooks, Aja {BEJIINva.cov>

>Cc: (BB Veterans Affairs) vetaff.senate.gov>; (BC) N

(Veterans Affairs) {BE) NG vetaff senate.gov>; Veterans Affairs)

JBEIIN vetaff senate gov>; (56N mail.house gov;
-)mail.house.gou

>Subject: [EXTERNAL] Briefing on formulary process

>

>Hi Al -

>

>We'd appreciate a briefing on VA's process to consider, deliberate and add drugs to its formulary. In
particular, we'd like an overview of the drug Spravato - we understand it's under

consideration. Sometime in the next two weeks would be great.

>

>Thanks,

>
>Sent from my iPhone
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Brooks, Aja /O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
Sender: (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5C59E6730234420DA11251416B699F1C-BROCKS, AJA
_va.gov:-

Brooks, Aja /fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5c¢59e6730234420da11251416b699f 1c-Brooks, Aja
a.gov>;
Valentino, Michael (VACO) /o=ExchangelLabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=6519e043df55494a98f3c0074f52f8e0-Valentino,
.gov>;
Emmendorfer, Thomas (PBM) /o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5e0978bc96bb44e7ae2c94c43b55d094-Emmendorfer
a.gov>;
orente, Maria D. [o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT )/cn=Recipients/cn=f5c91f577d894bd9a0f09305db34dd4f-Llorente, M
a.gov>
Sent Date: 2019/06/27 09:39.06
Copeland, Brittany R. [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP

From: (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=EOF1EBFFBC694BB09B048CEOF296763E-COPELAND, B
Dva.gov>

Recipient:

Brooks, Aja /fo=Exchangelabs/ou=Exchange Administrative Group
To: (FYDIBOHF23SPDLT)/cn=Recipients/cn=5c50e6730234420da11251416b699f1c-Brooks, Aja

(BE)va.gov>
VHA 10P4 Actions [o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3032f7b70faD40f4b908d840344740b3-VHA 10P4 Ac
<VHA10P4Actions@va.gov>;
VHA 10B /o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=4e8da02703bf40af822fcc49b8463979-VHA 10B
<vhalOb@va.gov>;

Law, Cassandra M. fo=Exchangelabs/ou=Exchange Administrative Group
FYDIBOHF23SPDLT)/cn=Recipients/cn=f888d507d6c54eb5a92fc44199eb5838-Law, Cassan
Wa gov>;

ons /o=Exchangelabs/ou=Exchange Administrative Group

(FYDIBOHF23SPDLT)/cn=Recipients/cn=5098b521b1f34f8a97f74be24709d62f-VHA 10P Act
<VHA10PActions@va.gov>

Subject: RE: 4- Corners Briefing on VA Formulary Process
Date: 2019/06/26 12:35:01
Priority: Normal

Type: Note

CC:

Afternoon Al,
On behalf of Krystal Toles, both Dr. Llorente and the slides are cleared.
Thanks,

Brittany R. Copeland, MHA

Health System Specialist

Office of the VHA Chief of Staff (10B)

810 Vermont Ave NW | Washington, DC 20420

o {EE)IINN | c: (BE)IN
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From: Brooks, Aja

Sent: Wednesday, June 26, 2019 11:43 AM

To: Law, Cassandra M. {BEJIIIva.gov>; VHA 10P Actions <VHA10PActions@va.gov>; VHA 10B
<vhalOb@va.gov>

Cc: VHA 10P4 Actions <VHA1OP4Actions@va.gov>

Subject: FW: 4- Corners Briefing on VA Formulary Process

OCLA acknowledges receipt, adding VHA 10B for clearance.
OCLA also request Dr. Maria Llorente be cleared to attend this briefing.

vir
AJ

From: Law, Cassandra M.

Sent: Wednesday, June 26, 2019 11:35 AM

To: Brooks, Aja {{BEJIlva_gov>; VHA 10B3 Legislative Team <VHA10B3legislativeTeam@va.gov>
Cc: VHA 10P Actions <VHA10PActions@va.gov>; VHA 10P4 Actions <VHA10PA4Actions@va.gov>
Subject: FW: 4- Corners Briefing on VA Formulary Process

Good morning Aja.
10P clears the attached PPT to support the 4 corners briefing.

Please Note: Dr. Maria Llorente’'s (ADUSH for PCS) name has been added to the title slide
and she and Mr. Mike Valentino, Pharmacy Benefits Management will both participate in the
briefing.

Thank you, Cassie

----- Original Message--—-

From: Brooks, Aja

Sent: Monday, June 24, 2019 10:42 AM

To: VHA 10P Actions <VHA10PActions@®va.govs

Cc: VHA 10P4 Actions <VHA1OP4Actions@va.gov>
Subject: RE: 4- Corners Briefing on VA Formulary Process

Good morning, VHA 10P

OCLA request Michael Valentino and Thomas Emmendorfer to brief the 4-Corners on VA's formulary
process, including an overview of the drug Spravato. Please list availabilities of the above mentioned
SME's for the week of:

June 25 -28

July1-3
OR
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July9,- 1-3pm

v/r
Al

From (Veterans Affairs}_vetaff.senate.gov>

Sent: Friday, June 21, 2019 8:41 AM
To: Brooks, Aja ({EE) va.cov>
Cc: (BB (veterans Affairs)
vetaff.senate.gov>;
vetaff.senate.gov>;
@mail.house.gov
Subject: [EXTERNAL] Briefing on formulary process

vetaff.senate.gov>; _(Veterans

Veterans Affairs)
mail.house.gov;

Hi AJ -

We'd appreciate a briefing on VA's process to consider, deliberate and add drugs to its formulary. In
particular, we'd like an overview of the drug Spravato - we understand it’s under consideration.
Sometime in the next two weeks would be great.

Thanks,

®6)
Sent from my iPhone

Copeland, Brittany R. [O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
Sender: (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=EQF1EBFFBCh94BB09B048CEOF296763E-COPELAND, B
va.gov>

Brooks, Aja /fo=Exchangelabs/ou=Exchange Administrative Group
! FYDIBOHF23SPDLT)/cn=Recipients/cn=5¢59e6730234420da11251416b699f1c-Brooks, Aja
a.gov>;
VHA 10P4 Actions [o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=3032f7b70faD40f4b908d840344740b3-VHA 10P4 Ac
<VHA10P4Actions@va.gov>;
VHA 10B /o=ExchangelLabs/ou=Exchange Administrative Group
Recipient: (FYDIBOHF23SPDLT)/cn=Recipients/cn=4e8da02703bf40af822fcc49b8463979-VHA 10B
<vhalOb@va.gov>;
Law, Cassandra M. /fo=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=f888d507d6c54eb5a%2fc44199eb5838-Law, Cassan
a.gov>;
WHA 10P Actions fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=5098b521b1f34f8a97f74be24709d62f-VHA 10P Act
<VHA10PActions@va.gov>

Sent Date: 2019/06/26 12:35:00
Delivered Date: 2019/06/26 12:35:01
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Cork, Travis J. |O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
From: (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=11CAA312168F421BB4145BBA3D4DS2AD-CORK, TRAVI
a.gov>

VISNS Pharmacy and Therapeutics Committee /o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6dc549b34da74364b3a1e578bc7d9537-VISNS Pharm
<VISN5TherapeuticsManagementCommittee@med.va.gov>;

VISNS Pharmacy Managers /o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=11c1a0951a524e8c9dbf86205c7ad520-VISNS Pharm
<VISN5PharmacyManagers@va.gov>;

VISNS COS fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=497c83296bc946cdbca57ab49b3d6ddd-VISNS COS
<VISN5COS@med.va.gov>;

VISNS Mental Health Directors /o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42384154cf1a413f8291554eecB0b0af-VISN5 Menta
<VISNSMentalHealthCirectors@va.govs;

VISNS Academic Detaling /o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c6605da81752450484555f1711f463f0-VISNS Acade
<VISNSAcademicDetaling@va.gov>

Subject: UPDATE: Frequently Asked Questions (FAQ): Esketamine (Spravato®)
Date: 2019/03/15 16:54:19
Importance: High
Priority: Urgent

To:

Type: Note

Good afternoon,

Please see the attached frequently asked questions regarding the recently FDA approved esketamine
product. Please note that the product is not yet commercially available, once available will be restricted
to distribution through an FDA approved Risk Evaluation and Mitigation Strategy (REMS) program, and
that the product is not listed on the VA National Formulary with planned national review May

2019. Please also note that a special signed informed consent will be required and is expected to be
released next week.

Thanks,
Travis

Travis J. Cork, PharmD, BCPS | VISN 5 - VA CAPITOL HEALTH CARE NETWORK

VISN Pharmacist Executive (VPE)| office_ cell (BE)NN
NGB va zov |

=1

Confidentiality Nate: This e-mail is intended only for the person or entity to which it is addressed, and may contain intormation that is privileged, confidential, or
otherwise protectad from disclosure. Dissemination, distribuiion, or copying of this e-mail or the information herein by anyone other than the intended recipient is
prohibited. If you have received this e-mail in error, please notify the sender by reply e-mail, and destroy the original message and all copies.

From: Sales, Marie

Sent: Friday, March 15, 2019 1:01 PM

To: VHAPBM MAP Committee <pbm.map@med.va.gov>; YVHAPBM VISN Pharmacist Executives
<VISNPharmacyExecs@va.gov>; VHAPBM Pharmacy Chiefs <PharmacyChiefs@va.gov>; VHAPBM PMQ
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<PMO@va.gov>

Subject: UPDATE: Freguently Asked Questions (FAQ): Esketamine (Spravato®)

Importance: High

UPDATED MESSAGE:

Attached is the Frequently Asked Questions (FAQ) sheet addressing the newly FDA-
approved esketamine (Spravato®) nasal spray for treatment-resistant depression
published by the VA Pharmacy Benefits Management Services and Office of Mental
Health and Suicide Prevention. This FAQ sheet will also be available online at the
following link https://vaww.cmopnational.va.gov/cmop/pbm/default.aspx (pending

posting).

The purpose of this FAQ sheet is to:
« « Disseminate new drug information to the provider-level regarding esketamine
(Spravato®)
» « Provide answers on availability and accessibility of esketamine (Spravato®)

within VA

Sender:

Recipient:

Sent Date:
Delivered Date:
Message Flags:

Cork, Travis 1. J[O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=11CAA312168F4218B41458BA3D4DS2AD-CORK, TRAVI
“«a‘gow

VISNS Pharmacy and Therapeutics Committee /o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=6dc549b34da74364b3a1e578bc7d9537-VISNS Pharm
<VISN5TherapeuticsManagementCommittee@med.va.gov>;

VISNS Pharmacy Managers fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=11c1a0951a524e8c9dbf86205c7ad520-VISNS Pharm
<VISN5PharmacyManagers@va.gov>;

VISNS COS /o=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF235PDLT)/cn=Recipients/cn=497c83296bc946cdbca57a649b3d6ddd-VISNS COS
<VISNS5COS@med.va.gov>;

VISNS Mental Health Directors fo=Exchangelabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=42384154cf1a413f8291554eec80b0af-VISN5 Menta
<VISN5MentalHealthCirectors@va.gov>;

VISNS Academic Detailing /o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=c6605da81752450484555f1711f463f0-VISNS Acade
<VISNS5AcademicDetaling@va.gov>

2019/03/15 16:54:16
2019/03/15 16:54:19

Unread
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Combating Treatment-Resistant Depression (TRD)

Major depression is a leading cause of
disability and one of the most common
mental health disorders in the United
States and worldwide. ", For some
individuals, major depression can result
in severe impairments that interfere with
or limit the ability to carry out major life
activities.

It is estimated that 10 to 30% of adults
diagnosed with major depression battle
symptoms of depression that don’t
respond to treatment (¢2v7es 2016)

In general, depression is

Figure X. 64% of Adults had Severe
Impairment with Major Depressive Episode

(NIMH)
Without
Severe
Impirment
36% @ with
Severe
Impairment
64%

Data from National Survey on Use and Health (U.S.
adullts in 2017). Severity was measures in four domains:
home management, work, close reationships with others,
and social life.

considered “treatment-resistant” when at least 2 adequately delivered
treatments do not lead a person to become symptom-free, for at least 1

month.[ﬁ:m'ny?lﬂ?, lonescu 2015, meintyre 2013)

Figure X. Not Achieving Remission Can Lead to Severe Consequences (s 2015 vk 2t jude
2000, ; Paykel 1995|
2 Increased 2-3 times
Up to 17% of patients risk of more likely
with TRD have made suicide torelapse

a suicide attempt.

Increased risk of
developing
comorbid illness

Decreased
workforce

performance p bills
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Measurement-based care

Use of measurement-based tools is feasible in busy clinical settings and can lead

to improved
outcomes (Trivedi Am | Psychiatry 2006; 163:28-40., Gun 2015)

Measurement-based tools, like the PHQ-9, provide
more consistent measure of a patient’s clinical status
than global judgments made by the clinician or patient,
providing a more accurate foundation for clinical
decision-making.'"ve4 2009
e Several tools can be used in the clinical setting to
assess response
e The PHQ-9 is available through the Mental
Health Assistant found under tools in CPRS.

Figure X. Measurement-Based Care Results in
Greater Response and Remission Rates (5:220%)

86.9
80 73.8
i 62.7
& 60
2
a
e 0 28.3
0
Response Remission

B Measurement-based care  m Standard treatment

Outpatients with moderate to severe major depression
were randomized to 24 weeks of either measurement-
based care (guideline- and rating scale-based decisions;
N=61), or standard treatment (clinicians' choice decisions;
N=59). Time to response and remission was shorter and
more treatment adjustments occurred in the
measurement-based care group.

PHQS box references: (Trivedi 2009,

Kroenke 2001)

Use the PHQ-9 or similar assessment tool for sensitive and objective
measurement of response and remission to the current treatment.

OVERSIGHT
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Suicide Prevention

It is important to assess for risk of suic<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>