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• Alliance for Pharmacy Compounding
Scott Brunner (CEO)
Jennifer Burch (Chair, Executive Committee)
Erik Tosh (Vice President, Compounding Support Services)

• Innovation Compounding 
Shawn Hodges (President and CEO)

• Wedgewood Village Pharmacy
Barry Siegel (General Counsel)
Anthony Grzib (Director of Pharmacy Compliance)

The	Coalition:		Why	We	Are	Here



The	Coalition:		Why	We	Are	Here

• The Coalition’s members, either directly or through their member organizations, are
deeply involved with the development or dissemination of compounded sterile
preparations (“CSPs”) or compounded nonsterile preparations (“CNSPs”).

• The Coalition is concerned that its patients and/or other constituents will be severely
and adversely affected by USP’s worrisome and ill-considered revisions to USP
General Chapter <797> Pharmaceutical Compounding—Sterile Preparations and to
USP General Chapter <795> Pharmaceutical Compounding—Nonsterile
Preparations.

• Among other things, those revisions would shorten the beyond-use dates (“BUDs”)
assigned to CSPs or CNSPs which, in turn, will severely and negatively impact
patient safety and care.

• The Coalition is appealing these changes and requesting that USP withdraw the
proposed revisions to Chapters <795> and <797> and remand to a newly constituted
Compounding Expert Committee (“CEC”) to start fresh.
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The	Coalition:		Why	We	Are	Here
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• Chapter <797> previously assigned BUDs based on two
factors: (i) a CSP’s nonsterility risk factor and (ii) its
storage conditions.

• But now, under the revision, BUD assignment is based
on five factors: (i) whether a CSP falls into “Category 1”
or “Category 2”; (ii) whether it was aseptically processed
or terminally sterilized; (iii) whether it was sterility tested;
(iv) whether it was prepared from a sterile or nonsterile
starting component; and (v) its storage conditions.

• Thus, under this new system, all CSPs, regardless of
the conditions under which they are prepared, are
presumed to have a high risk of nonsterility, and will
therefore have drastically shorter BUDs; that, in turn,
will force compounders to make smaller batch sizes,
thereby increasing costs and effectively preventing many
compounds from being made.

• In this respect, the Coalition determined that an
estimated 91% of the CSPs it or its member
organizations compound will be assigned shorter BUDs
under the new regime—with the average BUD for certain
categories of CSPs being shortened by five months.

BUD Provisions Chapter <797>



The	Coalition:		Why	We	Are	Here
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• One type of formulation that has been impacted by the new BUD table is fixed oil
suspensions, which previously had a 180 day BUD. In the revised chapter, fixed oil
suspensions have a 90 day BUD.

• The practical effect of this BUD reduction is twofold: i) compounders will be forced to
produce smaller CNSP batches more often to meet patient needs, increasing the cost
to make each unit; and ii) compounders will not be able to make adequate amounts of
CNSPs far enough in advance of receiving prescriptions to meet patient needs.

BUD Provisions Chapter <795>



The	Coalition:		Why	We	Are	Here

• The Coalition appealed the revisions to Chapters <797> and <795>.

• The Coalition's appeal raised four main substantive concerns:

1. Shortened BUDs are not based on science and conflict with scientifically sound
information found elsewhere in USP’s standards.

2. The rationale for the revised BUDs is based on the premise that the previous
Chapter <797> standards could not provide adequate assurance of sterility, thereby
calling into question the value of the entire chapter.

3. Shortened BUDs will have a profoundly negative impact on patient safety due to a
lack of availability of compounded pharmaceuticals and/or treatment interruptions.

4. Compounders will now face tremendous difficulties in trying to comply with the
onerous, unprecedented demands imposed by the new standards, including by
forcing them to produce smaller CSP and CNSP batches at a much higher cost.
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Oct. 2010
FDA sends undisclosed letter 

to USP concerning BUDs
Apr. 16, 2018
FDA privately corresponds with USP regarding 
<797> prior to public commenting

May 22, 2017
Former FDA official Jane Axelrad 
named USP’s Expert Consultant

Sept. 20, 2016
FDA officials reviewing <797> comments 
weekly with USP

Sept. 9, 2015
USP permits FDA Government Liaisons to review FDA comments 
on <797>; FDA makes CEC a ‘priority,’ adds liaisons to CEC

May 5, 2015
USP closes meeting for <797> SubComm.

Oct. 30, 2014
USP closes meeting for 

<797> SubComm.

Apr. 3, 2014
FDA installs scientific writer 

on <797> SubComm.

Apr. 25, 2013
Eric Kastango, chair of <797> 

SubComm., resigns for conflicts of 
interest, but retained as advisor

Jan. 8, 2015
USP proclaims ‘consensus’ with FDA on standards; 

admits to weekly meetings with FDA

The	Coalition:		How	We	Got	Here

Jul. 31, 2019
Coalition appealed

Jun. 1, 2019
New Standards for Chapters 
<797> Published

Nov. 30, 2018
Comment period closed

Jul. 27, 2018
Revised Proposal to <797> 
Published on USP.org

Mid-July 2018
Secondary revisions to <797> completed

Jan. 31, 2016
Comment period closed

Sept. 25, 2015
Proposed Chapter <797> Revision 
published for public comment

Mid-Sept. 2015
Initial revisions to <797> completed

Oct. 2010
USP appoints Eric Kastango as 
<797> SubComm. Chair

Early 2010
USP begins revisions of <797>
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Jun. 13, 2018
FDA–USP Quarterly Meeting
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The	Coalition’s	Concerns	



Roadmap	of	the	Coalition’s	Appeal
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3 Problems with the Adequacy of this 
Appeal Hearing

2 Problems with USP’s Development 
of the Revised Chapters



Roadmap	of	the	Coalition’s	Appeal
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Threshold Legal Concerns1

4 Remand to New, Fairly Informed CEC

3 Problems with the Adequacy of this 
Appeal Hearing

2 Problems with USP’s Development 
of the Revised Chapters



USP’s Unique	Status	Under	Federal	Law

13

• USP is a private, non-governmental
organization that, among other things, revises
and drafts compendial standards, including the
official USP-NF compendium.

• The idea for USP developed in early colonial
America, as physicians and apothecaries largely
relied on pharmacopeias published in London and
Edinburgh for guidance.

• In 1818, Dr. Lyman Spalding invited medical
societies and schools to send delegates to
regional conferences, where delegates would
draft versions of a pharmacopeia for submission
to a national conference.



USP’s	Unique	Status	Under	Federal	Law
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• The first USP standards were published in
December 1820.

• The USP standardized the ways in which patients
obtained and used pharmaceuticals.

• The USP standards continued to be revised and
republished every 10 years.

• By the early 1900s, the USP standards gained
wide acceptance in the drug trade as an
authoritative reference work.

• The USP standards were incorporated into federal
law in 1906 in the Pure Food and Drug Act, and
subsequently amended in 1937 by the Food,
Drug, and Cosmetic Act (“FDCA”).



USP	Standards	Incorporated	into	Federal	Law
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• FDCA provides that when a drug is recognized by
the USP, “it shall be subject to the requirements
of the United States Pharmacopeia.” 21 U.S.C. § 351(b).

• FDCA incorporates all future revisions to USP’s
standards. 21 U.S.C. § 351(b).

• FDCA defines drug “adulteration” by reference to
USP standards. 21 U.S.C. § 351(b).

• FDCA defines when a drug is “misbranded” by
reference to USP standards. 21 U.S.C. §502(g).

• Because FDCA’s definition of “drug” incorporates
USP standards, it enables the USP to
fundamentally alter what items qualify as drugs
under federal law.



USP	Standards	Incorporated	into	Federal	Law

16Source Document: Compounding Animal Drugs from Bulk Drug Substances, U.S. Food & Drug Admin., Guidance for Industry, Draft Guidance, No. 256, dated Nov. 2019.

• Recently issued FDA Guidance expressly
recognizes that failure to adhere to USP
standards could lead to criminal prosecution:



The	Problem?		USP’s	Incorporation	into	Federal	Law	Is	Unconstitutional

17

• Article I, Section I of the U.S. Constitution
provides that “[a]ll legislative Powers
herein granted shall be vested in a
Congress of the United States[.]” U.S.
CONST. art. 1, § 1.

• From Article I, Section I of the U.S.
Constitution comes the non-delegation
doctrine, which prevents Congress from
farming its legislative power out to
anyone outside of the Legislature.



The	Non‐Delegation	Doctrine	and	Separation	of	Powers	

18Source Document: Bank One Chicago, N.A. v. Midwest Bank & Tr. Co., 516 U.S. 264, 280 (1996) (Scalia, J., concurring in pat and concurring in the judgment).



The	Non‐Delegation	Doctrine	and	the	“Intelligible	Principle”	

19Source Document: Whitman v. Am. Trucking Associations, 531 U.S. 457, 472 (2001).



Delegation	to	USP	Per	Se Unconstitutional?

20Source Document: Ass’n of Am. Railroads v. U.S. Dep’t of Transp., 721 F.3d 666, 668 (D.C. Cir. 2013), vacated and remanded sub nom. Dep’t of Transp. v. Ass’n of Am. Railroads, 135 S. Ct. 1225 (2015). 



Delegation	to	USP	Per	Se Unconstitutional?

21Source Document: Ass’n of Am. Railroads v. U.S. Dep’t of Transp., 721 F.3d 666, 668 (D.C. Cir. 2013), vacated and remanded sub nom. Dep’t of Transp. v. Ass’n of Am. Railroads, 135 S. Ct. 1225 (2015).



The	Non‐Delegation	Doctrine	and	the	“Intelligible	Principle”	

22

• When Congress wants to provide statutory authorization
for an agency within the Executive Branch to regulate,
Congress is constitutionally constrained to do so pursuant
to an “intelligible principle”—that is, a clear prescription
for how its delegated authority is to be used.
See Whitman v. Am. Trucking Ass’ns, 531 U.S. 457, 472 (2001) (emphasis added).

• When Congress fails to provide any “guidance for the
exercise of discretion,” it has failed to offer an “intelligible
principle,” and any attempted delegation of legislative
authority, even within the federal government, is
unconstitutional. Id. at 474 (emphasis added).



No	“Intelligible	Principle”	Constrains	USP

23

• FDCA’s sweeping delegation of power to the USP is not
accompanied by any statutory language to guide or constrain its
conduct.

• FDCA does not allow FDA (or any other governmental entity) to
modify or veto additions or revisions to the USP.

• Any additional articles added to the USP standards are
automatically incorporated in the definition of “drug,” and any
changes to drug standards are automatically incorporated into
law.



Non‐Delegation	Doctrine:		Not	if…but	when…

24Source Document: Mark Stern, The Supreme Court’s Conservatives Are Ready to Take a Wrecking Ball to the Entire Federal Bureaucracy, Slate (June 20, 2019).

• A majority of Supreme Court Justices
have signaled an inclination to enforce
the non-delegation doctrine.

REPUBLICAN-APPOINTEES TO THE U.S. SUPREME COURT



Non‐Delegation	Doctrine:		Not	if…but	when…

25Source Document: Gundy v. United States, 139 S. Ct. 2116, 2134 (2019) (Gorsuch, J., dissenting).



Non‐Delegation	Doctrine:		Not	if…but	when…

26Source Document: Gundy v. United States, 139 S. Ct. 2116, 2134 (2019) (Gorsuch, J., dissenting). 26



Non‐Delegation	Doctrine:		Not	if…but	when…

27Source Document: Gundy v. United States, 139 S. Ct. 2116, 2134 (2019) (Alito, J., concurring in judgment only).



Non‐Delegation	Doctrine:		Not	if…but	when…

28Source Document: Damon Root, Kavanaugh Joins Gorsuch in Fight To Revive Nondelegation Doctrine, Reason (Nov. 25, 2019).                Source Document: Paul v. United States, 589 U.S. _____ (2019) (statement of Kavanaugh, J., respecting the denial of certiorari). 28



What	Does	This	Mean	for	USP?

29Source Document: United States v. Cadden, WL 1948832 at *1 (D. Mass. 2016).

• Supreme Court likely to decide that USP’s standards violate the non-delegation doctrine.
• One lower court has essentially already decided as much.

United States v. Cadden



Implications	of Cadden and	Amtrak	for	USP	

30

• Threatens the entire USP system.

• System ripe for legal challenge.

• This would present a compelling test
case.

• Renewed emphasis on the non-
delegation doctrine from a majority of
the Supreme Court.



“With	Great	Power	Comes	Great	Responsibility”:		Due	Process	Concerns	

31



The	Due	Process	Clause	

32

• “No person shall be . . . deprived of life, liberty, or property, without due
process of law.” U.S. CONST. amend. V.

• Due process protects against deprivations by state actors.

• Private entities, such as USP, qualify as a state actor if the government
“participat[es]” in its activities, putting “its power, property and
prestige behind” the entity, or when there is “interdependence”
between the entity and the state. Burton v. Wilmington Parking Auth., 365 U.S. 715, 722, 725 (1961)
(emphasis added).

• The relationship between USP and the FDA answers to both criteria.



USP,	a	State	Actor,	Is	Bound	by	the	Due	Process	Clause	

33

• FDA’s relationship with USP is codified in federal law. See 21 U.S.C. § 377.

• The actual interdependence between FDA and USP confirms USP’s status as a state actor.
– “Five FDA centers and the Office of the Commissioner have established delegates at USP’s Convention, the

[USP’s] top leadership body” (United States Pharmacopeia, USP and FDA Working Together To Protect Public Health (2018));

– “USP staff maintain executive-level contacts with FDA leadership and routine contacts with FDA’s Compendial
Operations and Standards Branch through quarterly meetings” (Id.);

– “More than 100 FDA staff participate as government liaisons on USP’s Expert Committees and Expert Panels, the
scientific bodies that develop and revise USP’s written and physical standards” (Id.); and

– “FDA and USP work together to identify areas for monograph or general chapter development . . . .” Id.

• USP has gone so far as specifying that FDA officials work with it in their official capacities:
“Government liaisons represent FDA opinions and viewpoints (as opposed to other USP
volunteers, who represent their own opinions rather than their employers’) at public USP
meetings such as the Expert Committee Meetings, Expert Panels and Stakeholder Forums.” Id.



USP	Has	Violated	Its	Due	Process	Obligations	

34

• The U.S. Supreme Court has emphasized that the “fundamental requirement of due
process is the opportunity to be heard ‘at a meaningful time and in a meaningful
manner.’” Mathews v. Eldridge, 424 U.S. 319, 333 (1976).

• Here, USP’s efforts to revise Chapters <795> and <797> failed to provide the
Coalition’s members and the public with a fair opportunity to be heard in a
meaningful manner, free from arbitrary decision-making or bias.

– USP ignored scientific authority and reasoned comments and concerns submitted by
Coalition-members.

– USP’s crucial standard-setting operations and procedures are shrouded in secrecy.

– Neither USP’s Bylaws nor its Rules and Procedures of the Council of Experts commit definitively to
what procedures or standards USP must follow when revising its General Chapters.



The	Administrative	Procedure	Act	(“APA”)	

35

• USP’s standard-setting procedures fail to satisfy
important, well-established strictures of the APA.

• The APA governs how “agencies” of the United
States are to develop and issue regulations, rules,
and guidance, including through the notice-and-
comment process that traditionally defines public
rulemaking.

• Because USP is directly and uniquely shaping
federal law and policy concerning the use,
development, and distribution of pharmaceuticals—a
role that is reserved for the government—it is subject
to the same constraints imposed upon the
government.



USP	Has	Violated	the	APA

36

• USP does not offer sufficient reasons why
comments were adopted or rejected. 5 U.S.C. §
553(c).

• USP does not publish the comments that it
receives from interested parties or otherwise
make them readily available to the public or other
interested stakeholders.

• USP’s standards are not based on a record
demonstrating rational, evidence-based scientific
justifications. 5 U.S.C. § 706(2)(A).

• USP has not publicly articulated its rationales for
the revised standards. 5 U.S.C. § 552(a).



Conflicts	of	Interest	and	the	APA

37

• Under the APA, an unmitigated conflict of interest will render
resultant agency action “arbitrary and capricious” in violation of
the APA.

• Courts routinely overturn agency action that is tainted by
unmitigated conflicts: Am. Safety Council, Inc. v. U.S., 122 Fed.
Cl. 426, 443 (2015) (Department of Labor’s failure to consider
conflicts of interest in taking official agency action was arbitrary
and capricious under the APA); Jacobs Tech. Inc. v. United
States, 100 Fed. Cl. 198, 210 (2011) (Department of Defense
subsidiary’s failure to account for known conflict of interest issues
rendered agency’s action arbitrary and capricious under the APA).

• This precise scenario happened recently within the FDA context,
and FDA’s action was declared to be a violation of the APA.

– “FDA erred in determining that the three Challenged Members of the
TPSAC did not have financial and appearance conflicts of interest, and
second, that therefore the FDA’s appointment of those members
was arbitrary and capricious, in violation of the APA, and fatally tainted the
composition of the TPSAC and its work product, including the Menthol
Report.” Lorillard, Inc. v. United States Food & Drug Admin., 56 F. Supp. 3d 37,
40 (D.D.C. 2014), vacated sub nom. on other grounds R.J. Reynolds Tobacco
Co. v. U.S. Food & Drug Admin., 810 F.3d 827 (D.C. Cir. 2016).



USP	Cannot	Regulate	as	FDA’s	Proxy	

38

• FDA has dispatched USP to serve as its proxy,
regulating on FDA’s behalf while circumventing
the APA and requirements of notice-and-
comment rulemaking that constrain FDA.

• FDA cannot deputize USP to effect what amount
to seismic changes in the rules governing the
compounding industry, without providing any
reasoned justification for doing so or otherwise
complying with the most basic and essential
requirements of the APA, or adhering to basic
principles of due process.

• Congress decides what the law is; FDA cannot
use USP to back-channel changes in the law so
as to circumvent statutory constraints, as well as
public and judicial scrutiny.



Roadmap	of	the	Coalition’s	Appeal

39

Threshold Legal Concerns1

4 Remand to New, Fairly Informed CEC

3 Problems with the Adequacy of this 
Appeal Hearing

2 Problems with USP’s Development 
of the Revised Chapters
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Problems	with	USP’s	Process:	USP	Allowed	FDA	to	Pull	its	
Strings	in	Arriving	at	the	Revised	Chapters	



FDA	Is	Actively	Involved	in	USP	Standard‐Setting

41Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 6.01.

• FDA Government Liaisons have a guaranteed seat
at the table in the standard-setting process.

• FDA Government Liaisons’ role is to “offer opinions
on all facets of the standards including content and
implementation.”



FDA	Operates	Behind	Closed	Doors	with	USP

42Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 6.02.

• Tellingly, while USP closes certain meetings to the
public, it nonetheless allows representatives of
FDA “to participate in confidential discussions
during an Expert Committee or Expert Panel
meeting.”

* * *



FDA	Operates	Behind	Closed	Doors	with	USP

43Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 10.01(b).

* * *



FDA’s	Communications	with	USP	Are	Shielded	from	Public	Disclosure

44Source Document: USP Code of Ethics (2015), p.8.

* * *



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

45



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

46Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.3.

• As a result of the 2012 New England Compounding
Center (“NECC”) fungal meningitis outbreak, FDA
expanded its participation on the CEC,
specifically on the Subcommittee working on
General Chapter <797>.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

47Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.3.

• According to FDA’s then-lead on compounding, Jane
Axelrad, “<797> is critically important for the safe
compounding of sterile preparations as regulated by
the federal government and the states.”



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

48Source Document: Compounding Expert Committee Meeting Minutes (April 3, 2014), at p.2.

• In April 2014, “FDA . . . offered an experienced medical
writer to assist in revising General Chapter <797>. The
FDA medical writer and the USP scientific writer will
support the <797> Subcommittee in organizing and
drafting the chapter.”

• That writer would ultimately hold a pen in helping draft the
final language of Chapter <797>.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

49Source Document: 2010-2015 Compounding Expert Committee Legacy Document (Jan. 8, 2015), at p.9.

• Beginning in the 2010-2015 cycle, FDA and USP
started having undisclosed private weekly meetings
to discuss “setting compounding standards.”



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

50Source Document: 2010-2015 Compounding Expert Committee Legacy Document (Jan. 8, 2015), at p.8.

• During the 2010-2015 cycle, USP’s and FDA’s
relationship started out “rough,” but ultimately “evolved
to a very strong and collaborative partnership.”

• By January 2015, CEC members and FDA Government
Liaisons had already “reach[ed] consensus on
proposed revisions and new standards prior to the
public comment period.”



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

51

• Thus, long before the standards for <797> were even
released to the public for comment, FDA and USP had
already come to an agreement, after years of weekly
meetings, on what those precise standards should be.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

52Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.3.

• By September 2015, FDA had “expanded its
participation” on the CEC and announced that it was
unilaterally “adding two FDA liaisons” to the
committee, bringing the total number of FDA
Government Liaisons to eight.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

53Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.12.

• In September 2015, USP created the <797> and
<795> Subcommittees for 2015-2020 cycle—both of
which were overrun by FDA Government Liaisons.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

54Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.5.

• During the 2015-2020 cycle, the FDA Government
Liaisons’ core role on the Chapter <797>
Subcommittee was seemingly to push the 2010-2015
Subcommittee’s revisions through to completion,
including by reviewing public comments.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

55Source Document: Compounding Expert Committee Meeting Minutes (Sept. 20, 2016), at p.12.

• By September 2016, the Chapter <797> Chair, Vice-
Chair, <797> Subcommittee members, and FDA
Government Liaisons were having weekly
teleconferences to determine which comments to
incorporate, how to incorporate them, and how to
respond to commenters.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

56Source Document: Compounding Expert Committee Meeting Minutes (May 22, 2017), at p.5.

• Although the weekly conference calls were seemingly
abandoned by September 2017, the FDA
Government Liaisons apparently still had the
opportunity to review and comment on the public
comments received.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

57Source Document: Compounding Expert Committee Meeting Minutes (Aug. 30, 2018), at p.16.

• The FDA Government Liaisons’ involvement in the
comment review process for Chapter <797>
continued into the second round of comments, when
USP clarified that “the entire [Expert Committee]”—
including, ostensibly, the FDA Government
Liaisons—would “discuss specific topics” raised in
the comments.



FDA	Secretly	Scripted	USP’s	Changes	to	the	Revised	Chapters

58Source Document: Compounding Expert Committee Meeting Minutes (Aug. 30, 2018), at p.15.

• FDA Government Liaisons were also heavily involved in the
revisions to Chapter <795>, most of which came during the
2015-2020 cycle.

• For example, in an August 2018 CEC meeting, FDA
Government Liaisons provided extensive input on the
sterility testing of aqueous solutions—one of the key
issues in this appeal.



USP	Broke	Its	Purported	Commitment	to	“Independence”

59Source Document: USP Publishes Notice of Intent to Revise Compounding Standards, USP.org (Sept. 23, 2019). 



USP	Broke	Its	Purported	Commitment	to	“Independence”

60Source Document: Working With Our Partners, USP.org, at p.3.



61

• Long-time FDA employee.
• Joined FDA in 1991.
• From 1995-2012, served as the Director of the

Office of Regulatory Policy in FDA’s Center for
Drug Evaluation and Research (“CDER”).

• In 2012, became the Associate Director for
Policy in CDER.

Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

Jane Axelrad



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

62Source Document: Compounding Expert Committee Meeting Minutes (Oct. 23-24, 2013), at p.4-5.

• On behalf of FDA, Ms. Axelrad begins consulting for
the CEC from October 2013 forward in connection
with the revisions for <797> as an “invited guest.”



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

63Source Documents: Compounding Expert Committee Meeting Minutes (Oct. 30, 2014), at p.15-21; Compounding Expert Committee Meeting Minutes (May 5, 2015), at p.11-13.

• After Ms. Axelrad began 
attending CEC meetings, 
the Chapter <797> 
Subcommittee began to 
hold closed sessions.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

64Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.3.

• Over time, Ms. Axelrad gained more influence in the 
Chapter <795> and <797> Subcommittees, and her 
amplified role curiously coincided with FDA’s 
increased focus on the CEC.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

65Source Document: Compounding Expert Committee Meeting Minutes (Sept. 9, 2015), at p.12.

• For the 2015-2020 cycle, Ms. Axelrad became an
official FDA Liaison to the Chapter <795> and <797>
Subcommittees.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

66Source Document: Compounding Expert Committee Meeting Minutes (April 11, 2016), at p.8.

• USP dispatched Ms. Axelrad to liaise directly with her
“FDA colleagues” in order obtain information
relevant to Chapter <795> from FDA and to report
back to the CEC.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

67Source Document: Jane Axelrad, Congress, prevent another outbreak – Don’t roll back drug contamination protections, The Hill (July 10, 2017).

• While serving as an FDA Government Liaison to the
CEC, Ms. Axelrad retired from the FDA in April 2016
after 25 years of service.

• Ms. Axelrad then launched a consulting firm called
Axelrad Solutions, LLC and started calling for
changes of law and tighter restrictions against the
entire compounding industry.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

68

• In May 2017, USP hires a new “USP Expert Consultant” to finalize 
the <797> and <795> revisions:

Jane Axelrad



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

69Source Document: Compounding Expert Committee Meeting Minutes (May 22, 2017), at p.3.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

70

• Other than announcing her new role, USP’s
meeting minutes do not reflect any discussion
of the propriety of Ms. Axelrad’s new position,
nor do they show any votes/approvals of the new
“expert consultant” position.

• Nor is it clear whether Ms. Axelrad had voting
power or whether she was actually a formal
member of the CEC.

• USP evidently saw no impediment to Ms. Axelrad
acting on behalf of USP despite acknowledging
her “key role” in assisting the Chapter <797>
revisions as a representative of FDA.



Case	Study:		Jane	Axelrad’s	Secretive	Dealings	with	USP

71Source Document: Compounding Expert Committee Meeting Minutes (Sept. 29, 2017), at p.2-6; Compounding Expert Committee Meeting Minutes (April 11, 2018), at p.2-3.

• After Ms. Axelrad 
arrived as USP’s “Expert 
Consultant,” the CEC 
returned to holding 
closed sessions.
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Problems	with	USP’s	Development	of	the	Revised	Chapters:		
Conflicts	of	Interest	Infected	the	Process



USP’s Definition	of	“Conflict	of	Interest”

73Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 2.03.



USP	Belatedly	Discloses	that	Certain	Unidentified	CEC	Members	Had	
Conflicts	of	Interest

74Source Document: Letter from Mario Sindaco to Derek Shaffer (Aug. 16, 2019).

* * *



Conflicted	CEC	Members	Participated	in	the	Development	of	the	New	Standards

75Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 2.03.

* * *



Disclosure	of	Conflicts	Is	Limited	to	USP

76Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 2.05; 5.05.

* * *



The	Coalition	Requests	Basic	Information	About	these	Conflicts

77Source Document: Letter from Derek Shaffer to Mario Sindaco (Nov. 7, 2019).



USP	Refuses	to	Provide	Information	Related	to	these	Conflicts

78Source Document: Letter from Mario Sindaco to Derek Shaffer (Nov. 20, 2019). 78

* * *



Section	2	of	the	Rules	&	Procedures	Does	Not	Prevent	Disclosure	

79Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 2.05.



Section	2	of	the	Rules	&	Procedures	Does	Not	Prevent	Disclosure	

80Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 2.04.



Section	2	of	the	Rules	&	Procedures	Does	Not	Prevent	Disclosure

81Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 06/01/2018), Sec. 2.06.



The	Coalition	Requests	USP	Reconsider	Its	Refusal	to	Provide	
Conflicts	Information

82Source Document: Letter from Derek Shaffer to Mario Sindaco (Dec. 6, 2019).



The	Coalition	Requests	USP	Reconsider	Its	Refusal	to	Provide	
Conflicts	Information

83Source Document: Letter from Derek Shaffer to Mario Sindaco (Dec. 6, 2019).



The	Coalition	Requests	USP	Reconsider	Its	Refusal	to	Provide	
Conflicts	Information

84Source Document: Letter from Derek Shaffer to Mario Sindaco (Dec. 6, 2019).

“[The Coalition] cannot conceive of a legitimate reason why USP
would keep secret basic information that stands to benefit all
interested parties . . . about identified conflicts of interest that may
bear directly and profoundly upon the revisions proposed by
the Expert Committee. For USP to persist in its stance is to say . . .
that certain members of the Expert Committee did in fact face
conflicts of interest while working and deliberating on the
revisions . . . but that USP is sworn to cover up those conflicts and
its handling of same so as to thwart full and fair examination of
these particulars on appeal.”



The	Coalition	Requests	USP	Reconsider	Its	Refusal	to	Provide	
Conflicts	Information

85Source Document: Letter from Derek Shaffer to Mario Sindaco (Dec. 6, 2019).

“If USP is nonetheless claiming the ability to shield from
external scrutiny its official handling of an acknowledged
conflict and its minutes reflecting same, then
something is seriously amiss not only with USP’s
reading of Section 2, but with its overall approach
to conflicts and/or transparency.”



The	Coalition	Requests	USP	Reconsider	Its	Refusal	to	Provide	
Conflicts	Information

86Source Document: Letter from Derek Shaffer to Mario Sindaco (Dec. 6, 2019).

“To the contrary, the Rules call for the disclosure of
this information, and so does due process, basic
fairness, and the ability of USP to claim public
legitimacy as it makes pivotal judgments upon which
industries, professions, and public health depend.”



USP’s Response

87



Conflicts	of	Interest:		Why	It	Matters	to	the	Coalition?	

88

• Conflicts information is critical to assessing the
legitimacy of the revisions to Chapters <795>
and <797> and the extent to which these
revisions were propelled by undisclosed
influence(s).

• There is no way for the Panel to evaluate “the
sufficiency of the process used by the
responsible Expert Committee to develop and
approve the standards under appeal” without
knowing this information and the extent to which
CEC members worked to push private and
undisclosed interests. E-mail from M. Sindaco to
S. Lerner (Oct. 30, 2019).



Conflicts	of	Interest:		Why	It	Matters	to	USP?	

89Source Document: Rules and Procedures of the 2015-2020 USP Council of Experts (approved 02/01/2016), Sec. 1.01.

• USP’s refusal to provide this information is contrary to USP’s
oft-stated commitment to transparency in standard-setting.



USP’s	Purported	Commitment	to	“Collaboration	and	Transparency”

90Source Document: USP Code of Ethics (2015), p.iii.



USP’s	Purported	Commitment	to	“Collaboration	and	Transparency”

91Source Document: USP Code of Ethics (2015), p.iii. 91



USP’s	Purported	Commitment	to	“Collaboration	and	Transparency”

92Source Document: USP Code of Ethics (2015), p.iii.



Conflict	of	Interest	Case	Study:	Eric	Kastango

93

• In October 2010, Eric Kastango was appointed
by USP to chair the Chapter <797>
Subcommittee.

• Mr. Kastango led the Chapter <797>
Subcommittee’s efforts to revise the Chapter for
nearly two and a half years, until April 2013.

Eric Kastango



Conflict	of	Interest	Case	Study:	Eric	Kastango

94Source Document: Compounding Expert Committee Meeting Minutes (April 25, 2013), at p.3.

• After working on the <797> Subcommittee for nearly two
and a half years, Mr. Kastango resigned as its Chairman in
April 2013 for undisclosed conflict-of-interest reasons.



Conflict	of	Interest	Case	Study:	Eric	Kastango

95Source Document: Compounding Expert Committee Meeting Minutes (April 26-27, 2011), at p.7; Compounding Expert Committee Meeting Minutes (Nov. 27-28, 2012), at p.7.

• Although the precise nature of
Mr. Kastango’s conflicts were never
revealed, he had previously been
a strong advocate for importing
FDA guidelines into the Chapter
<797> revisions and freely shared
USP data with FDA.



Conflict	of	Interest	Case	Study:	Eric	Kastango

96Source Document: Compounding Expert Committee Meeting Minutes (April 25, 2013), at p.3.

• Despite acknowledging Mr. Kastango’s “extensive
contributions” to Chapter <797>, there is no
indication USP ever reviewed Mr. Kastango’s work
through April 2013 to determine whether it was
tainted or otherwise influenced by his acknowledged
conflicts.



Conflict	of	Interest	Case	Study:	Eric	Kastango

97Source Document: Compounding Expert Committee Meeting Minutes (April 25, 2013), at p.3.

• Incredibly, USP continued to retain Mr. Kastango
as an advisor on Chapter <797> despite his
conflicts!!!



Conflict	of	Interest	Case	Study:	Eric	Kastango

98Source Document: Compounding Expert Committee Meeting Minutes (April 11, 2016), at p.1.

• Indeed, Mr. Kastango continued to attend CEC
meetings until at least September 2016 in his
capacity as an expert for another USP Expert
Committee.
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Problems	with	USP’s	Development	of	the	Revised	Chapters:
Key	Input	from	FDA	Withheld	from	the	Public	and	the	Coalition	



The	Coalition	Appeals	the	Revised	Standards

100Source Document: Appeal Letter from the Coalition to Compounding Expert Committee (July 31, 2019).

• The Coalition submitted its 25
single-spaced page appeal of
the revised Chapters <795>
and <797> to USP on July 31,
2019.

• The appeal set forth extensive
factual and legal arguments
as to how and why the revised
standards are unsound
scientifically, procedurally, and
legally.

• Attached to the appeal were
several exhibits supporting the
Coalition’s arguments.



The	Compounding	Expert	Committee	Holds	a	Meeting	on	August	8,	2019

101Source Document: Compounding Expert Committee Meeting Minutes (Aug. 8, 2019), at p.1.



The	Compounding	Expert	Committee	Discloses,	for	the	First	Time,	a	
Key	FDA	Input	

102Source Document: Letter from FDA to Shawn Becker, Senior Director, Healthcare Quality Standards, USP (April 16, 2018).

• At the August 8, 2019 meeting, Ms. Gigi Davidson, the
Chair of USP’s CEC, disclosed for the first time, that in
April 2018 it received a letter from the FDA that was
described as a critical input that USP relied upon in
developing the revised <797> standards.



USP’s	Reliance	on	the	April	2018	FDA	Letter	Was	Misguided	

103

• For one, the FDA’s letter actually supports the arguments made in the 
Coalition’s Appeal that sterility testing does not ensure sterility of CSPs. 

Source Document: Letter from FDA to Shawn Becker, USP (April 16, 2018); Appeal Letter from the Coalition to Compounding Expert Committee (July 31, 2019).



USP’s Reliance	on	the	April	2018	FDA	Letter	Was	Misguided	

104Source Document: Letter from FDA to Shawn Becker, USP (April 16, 2018). 104

• FDA’s enlistment of <797> is misplaced.

• The problem is not that <797> is not up to
the task.

• The problem is that a limited number of
facilities were not complying with <797>, and
the States do not, according to FDA, “have
the expertise” needed to ensure compliance.

• The stated concerns do not hold for a facility
like Wedgewood, which has not shown any
contamination in any of the thousands of
batches it has tested since 2014.



USP’s	Reliance	on	the	April	2018	FDA	Letter	Was	Misguided	

105Source Document: Letter from FDA to Shawn Becker, USP (April 16, 2018). 105

• FDA’s focus on “numerous outbreaks”
involving patients who received
contaminated CSPs “labeled with a long
BUD” is unsupported.

• FDA does not identify (i) what outbreaks it is
referring to; (ii) what facilities were at issue;
(iii) whether these facilities were complying
with <797>; or (iv) what products were at
issue.

• USP needs specific information to evaluate
FDA’s reliance on these “numerous
outbreaks.”



USP’s	Reliance	on	the	April	2018	FDA	Letter	Was	Misguided	

106106Source Document: Letter from FDA to Shawn Becker, USP (April 16, 2018); Appeal Letter from the Coalition to Compounding Expert Committee (July 31, 2019).

* * *



Problem	with	USP’s	Reliance	on	the	April	2018	FDA	Letter

107107

• All interested and relevant parties must be
involved in the standard-setting process.

• USP cannot rely upon FDA’s private, unilateral
submissions (sent outside official notice and
comment channels) without informing the
public of those submissions or making them
available to the public for comment.

• The withholding of the FDA letter renders the
notice and comment period deficient and
unreliable as it prevents USP from obtaining a
balanced set of inputs.
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Problems	with	USP’s	Development	of	the	Revised	Chapters:
USP	Overlooked	Scientific	Evidence	and	Practical	Realities		



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

109Source Document: USP General Chapter <797> (June 2019).

• By revising Chapter <797> so as to
incorporate substantially shortened BUDs
with no allowance to extend BUDs, USP
ignored overwhelming scientific
evidence and consensus to the contrary.



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

110

• USP decided inexplicably that compounders are
unlikely to achieve or maintain sterility when
preparing CSPs in accordance with Chapter
<797> unless they also perform unnecessary and
expensive sterility testing.

Source Document: USP General Chapter <797> (June 2019), Sec. 12.2.



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

111Source Document: T.A. du Plessis, The Shelf Life of Sterile Medical Devices, 13 S. AFR. ORTHOPAEDIC J. 32, 33–34 (2014).

• Whether or not sterility testing has been performed
does not determine the compounder’s ability to
achieve or maintain sterility of a CSP.



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

112Source Document: Food and Drug Admin., Guidance for Industry: Container and Closure System Integrity Testing in Lieu of Sterility Testing as a Component of the Stability Protocol for Sterile Products (2008), at p.2.

• Even FDA guidance casts doubt on the need for
sterility testing to ensure sterility: “sterility tests are
not recommended as a component of a stability
program for confirming the continued
sterility throughout a product’s shelf life or dating
period.”



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

113Source Document: USP General Chapter <1211> Sterility Assurance (“Chapter<1211>”) 8008.

• Instead, what matters most is whether a
compounder strictly adheres to best practices for
establishing and maintaining a sterile
environment, as other provisions of the USP
standards recognize.



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

114Source Document: Letter from Mario Sindaco to Derek Shaffer (Aug. 16, 2019).

• USP casually dismisses the
Coalition’s arguments as to:
– the lack of scientific consensus for

shortening the BUD for CSPs that have
not undergone sterility testing;

– the illogical differences between the
maximum BUDs for room temperature,
refrigerated, and frozen BUDs;

– the internal inconsistency between the
revised BUD standards in Chapters <795>
and <797> and sterility assurance
protocols in other USP General Chapters;

– why sterility testing is preferable to policing
the actual sterilization processes and
methods used to prepare the CSPs.



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

115

• Practiced compounding pharmaceuticals in the community and
hospital settings.

• As a professor, taught courses in compounding pharmacy as well
as formulations, physical chemistry, pharmaceutical analysis, and
dispensing.

• Published extensively on compounding topics, including
authoring The Art, Science, and Technology of Pharmaceutical
Compounding (5 editions) and Allen’s Compounded Formulations:
A Complete U.S. Pharmacist Collection.

• Editor-in-Chief, International Journal of Pharmaceutical
Compounding (1996-Present).

• Extensive experience on USP’s compounding pharmaceutical
committees. See, e.g., Pharmacy Compounding Practice Advisory
Panel (1990-2000); USP Expert Committee on Nonsterile
Compounding (2000-2013).

Dr. Loyd Allen



USP’s	Revisions	Depart	from	and	Ignore	Scientific	Consensus

116Source Document: Letter from L. Allen to USP Appeals Panel (Jan. 21, 2020).

• “My view of the revised Chapters <795> and <797> is that they are generally
not scientifically supported by any evidence, but rather by ‘opinions’ and
what some individuals think ‘should be done.’ It seems that in many cases the
new requirements for compounding activities are similar or the same as the
requirements for manufacturing facilities. Thus, there is only a threshold level of
compliance and not a graduated hierarchy to allow lower-risk facilities some
leeway to serve their patients safely and effectively. The risk factors are different,
but are not addressed in the standards. There is, evidently, no scientific data
showing that the previous Chapters <795> and <797> were problematic and
required revisions—only opinions.” Letter from L. Allen to USP Appeals Panel
(Jan. 21, 2020), at 4.

• “[T]he issue of greatest concern regarding the revised compounding
chapters is their failure to account for the differences in small- versus
large-scale compounding. In the past, these chapters have been fairly
reasonable and achievable with the goal of enhancing the quality of
compounded preparations. . . However, the standards recently published by USP
are far more onerous, cost-prohibitive, and appear to be patterned after industry
standards where tens of thousands of dosage units are made.” Id.

• “In particular, a serious problem is that there are no graduated levels for
nonsterile or sterile compounding based upon the number of preparations
compounded daily. In other words, there is no relationship between the USP
standards and the level of compounding activity a pharmacy does. For
example, if a compounding pharmacy does one (1) compounded prescription per
day— whether sterile or nonsterile or hazardous, etc.—it is required to be
completely compliant with the Chapters the same as if they do five hundred
compounded prescriptions a day, whether sterile or nonsterile or hazardous, etc.
This does not seem rational, as the risk levels are considerably different for the
pharmacies and personnel involved.” Id. at 5.

Dr. Loyd Allen



USP’s	Revisions	Overlook	Practical	Realities	

117

• USP’s revisions to Chapters <795> and <797> will have a number of harmful
consequences that will severely impact patients and compounders alike, including:

1. Making essential compounds more difficult to obtain or altogether unavailable, thereby
disrupting the continuity of care for various patient groups, including pregnant women,
patients undergoing fertility treatments, cancer patients, elderly patients, and pets, and the list
goes on…;

2. Raising unit costs to a degree that imposes extreme financial hardship on patients,
particularly those who are socio-economically disadvantaged;

3. Forcing compounders to make smaller batches that introduce greater risk of error and
reduce overall safety; and

4. Disrupting the entire compounding industry and throwing it into upheaval.

• In denying the Coalition’s appeal, USP did not even purport to address these
arguments raised by the Coalition (and others).



Roadmap	of	the	Coalition’s	Appeal

118

Threshold Legal Concerns1

4 Remand to New, Fairly Informed CEC

3 Problems with the Adequacy of this 
Appeal Hearing

2 Problems with USP’s Development 
of the Revised Chapters



USP	Has	Not	Issued	Formal	“Rules	and	Procedures”	for	this	Appeal

119Source Document: 2015-2020 USP Bylaws (adopted April 25, 2015), Art. VII, Sec. 7.



The	Panel	Is	Resolving	this	Appeal	on	an	Incomplete	and	Inadequate	Record

120Source Document: Email from Mario Sindaco to Scott Lerner (Oct. 30, 2019).

• Despite purporting to address the “sufficiency of the
process,” USP has refused to provide the Coalition
and this Panel with critical information relevant
thereto, including:

– Information concerning known and undisclosed
conflicts of interest;

– Key witness testimony; and

– Communications with FDA.

• USP has made it impossible for this Panel to fulfill
its mandate.



The	Panel	Was	Not	Permitted	to	Review	Information	Related	to	
Conflicts	of	Interest

121Source Document: Letter from Mario Sindaco to Derek Shaffer (Aug. 16, 2019).



The	Panel	Was	Not	Permitted	to	Hear	Testimony	from	USP	or	FDA	

122Source Document: Letter from Derek Shaffer to Mario Sindaco (Nov. 7, 2019).



The	Panel	Was	Not	Permitted	to	Hear	Testimony	from	USP	or	FDA	

123Source Document: Letter from Mario Sindaco to Derek Shaffer (Nov. 20, 2019).



The	Panel	Does	Not	Have	Key	Documents	Relevant	to	the	Appeal	

124Source Document: USP Code of Ethics (2015), p.7.



The	Panel	Does	Not	Have	Key	Documents	Relevant	to	the	Appeal	

125Source Document: Letter from Derek Shaffer to USP (Aug. 1, 2019).



The	Panel	Does	Not	Have	Key	Documents	Relevant	to	the	Appeal	

126Source Document: Letter from Derek Shaffer to USP (Aug. 1, 2019).



The	Panel	Does	Not	Include	Compounding	Pharmacy	Experts

127Source Document: Letter from Derek Shaffer to Mario Sindaco (Nov. 7, 2019).



The	Panel	Does	Not	Include	Compounding	Pharmacy	Experts

128Source Document: Letter from Mario Sindaco to Derek Shaffer (Nov. 20, 2019).



The	Panel	Does	Not	Include	Compounding	Pharmacy	Experts

129Source Document: 2015-2020 USP Bylaws (adopted April 25, 2015), Art. VII, Sec. 7(c).



In	Addition	to	No	Subject	Matter	Experts,	the	Panel	Is	Not	Fully	Assembled		

130

• Seven members on the Appeals Panel;

• Two not present today;

• One Panel Member, Tim Franson, is not 
participating in today’s hearing; and

• Another Panel Member, Mary Foster, is 
participating remotely. 

?



Roadmap	of	the	Coalition’s	Appeal
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Threshold Legal Concerns1

4 Remand to New, Fairly Informed CEC

3 Problems with the Adequacy of this 
Appeal Hearing

2 Problems with USP’s Development 
of the Revised Chapters
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Conclusion		



Where	Do	We	Go	from	Here?

133

• Cannot defer to “expertise” of prior
CEC on the current record;

• Remand to newly constituted CEC
that is fairly informed; and

• Start anew with full transparency
and public participation.
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Questions?


