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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.




The Coalition: Why We Are Here

» 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 27; (ii) whether it was aseptically processed

b Low-risk in segregated compounding area b Category 1

12 hours at CRT* + <12 hours at CRT or terminally sterilized; (iii) whether it was sterility tested;
» Low-risk + =24 hoursin a refrigerator (iv) whether it was prepared from a sterile or nonsterile
oA  Cotagaly 2 starting component; and (v) its storage conditions.
14 days in a refrigerator = Aseptically processed, no sterility, only sterile
T L e i o - Thus, under this new system, all CSPs, regardless of
S s S R e the conditions under which they are prepared, are
9 days in a refrigerator + 45 days in a freezer presumed to have a high risk of nonsterility, and will
45 days in a freezer i AR IEnCRer RO S I ouR T mone therefore have drastically shorter BUDs; that, in turn,
b High-risk M T will force compounders to make smaller batch sizes,
' i"d::::zrc ;Lm 4 days in a refrigerator thereby increasing costs and effectively preventing many
frpa iy + 45 daysinafreezer 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.




The Coalition: Why We Are Here

BUD Provisions Chapter <795>

P SRS T Bavicad <TOES (midhlichad lnna1 2018)
- bl L e L h‘r;-'d:.:'\.'\--' Ly ke "..-\.—.\-'.l.'- ..-_-'_-;- _. . E.-n.-'.-'"h'J.:—-—'--.l-i.ﬂ';::q.'-'--.‘\-.- :.r.--_: TS R PP S S N '--,._,_:-,_J';.i. =, a
o Tir |
b Water containing oral formulations = 14 days b Mon-preserved agueous = 14 days
b Water-containing topical/dermal and mucosal b Preserved aqueous = 35 days

liquids and semisclid = 30 days | + Nonagueous dosage forms = 90 days

b Monagueous formulations = G months

-

Solid dosage forms = 180 days

* 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.




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.




The Coalition: How We Got Here

¢ Early 2010
USP begins revisions of <797>

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

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

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

Jan. 31, 2016
Comment period closed

Mid-July 2018
Secondary revisions to <797> completed Jul. 31, 2019

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

Nov. 30, 2018
Comment period closed

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

Coalition appealed

2010 2013 2014 2015 2016 2017 2018 2019

Oct. 20101
FDA sends undisclosed letter
to USP concerning BUDs

Apr. 25, 2013

Eric Kastango, chair of <797>
SubComm., resigns for conflicts of
interest, but retained as advisor

Apr. 3, 2014 ¢
FDA installs scientific writer
on <797> SubComm.

Oct. 30, 2014 «
USP closes meeting for
<797> SubComm.

Jan. 8, 2015 ¢
USP proclaims ‘consensus’ with FDA on standards;
admits to weekly meetings with FDA

® Sept. 20, 2016
weekly with USP

® Sept. 9, 2015

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

Jun. 13, 2018
FDA-USP Quarterly Meeting

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

FDA officials reviewing <797> comments

USP permits FDA Government Liaisons to review FDA comments
on <797>; FDA makes CEC a ‘priority,” adds liaisons to CEC




The Coalition’s Concerns
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USP’s Unique Status Under Federal Law

«- 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

- The first USP standards were published in
December 1820.

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

e 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

 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().

 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(0).

 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

 Recently issued FDA Guidance expressly
recognizes that failure to adhere to USP

Compounding Animal Drugs from Bulk standards could lead to criminal prosecution:
Drug Substances

#256

A. Compounding Pursuant to Patient-Specific Prescriptions for Nonfood-Producing

Guidance for Industry Animals
Draft Guidance At this time and based on our current understanding of the risks of animal drugs compounded from
This guidance document is for comment purpeses only bulk drug substances, FDA does not intend to take enforcement action against the compounding of

Subinst comments on ths craf pusdince by he date provided m the Federal Repersonce | aNiMal drugs from bulk drug substances for any nonfood-producing animal for violations of the new

announcing the availabiliry of the draft pwdance  Submut ¢k omment 0 o . .
g ;:' o Sk e et 0 Dckes o o6 animal drug approval requirements in sections 512 and 501(a)(5) of the FD&C Act, the adequate
comments should be identified wih the docket sumber FDA-2018-D-4533 directions for use requirements in section 502(f)(1) of the FD&C Act, and the cGMP requirements in
f:"‘quesuom regarding this docum( contact Enc Nelson (CVM) at 240.402-7001. ot by e section 501(3)(2)(B) of the FD&C Act’ ErOVIded:
O e Ay o 1. The drug is compounded by or under the direct supervision of a veterinarian or a
oy rlpatmbdrnrpele st febtctp b tgong i pharmacist in a State-licensed pharmacy or Federal facility;
2. The drug is compounded in accordance with the current United States Pharmacopeia and
U.S. Department of Heakh and Human Services National Formulary (USP-NF) Chapters <795> “Pharmaceutical Compounding —
Food and Drug Administran
oo for v ey Melchne Nonsterile Preparations’ or <797> “Pharmaceutical Compounding-Sterile Preparations™

November 2019

and complies with the standards of all applicable USP-NF monographs (e.g., a monograph
for a bulk drug substance or a monograph for a compounded finished product);

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



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

b \DC‘\\WCWQ\NQ\‘C - Article |, Section | of the U.S. Constitution

o ot A 75 St Sy provides that “[a]ll legislative Powers
herein granted shall be vested in a
’ R ST 1. R e ! A R Congress of the United States[.]” us.

o e s < CONST. art. 1, § 1.
e et & = « From Article |, Section | of the U.S.
e e . o 7 o Constitution comes the non-delegation
i & doctrine, which prevents Congress from
farming its legislative power out to
iy - anyone outside of the Legislature.
" ;” v ’ it L4 2 ,,’b;-“




The Non-Delegation Doctrine and Separation of Powers

264 OCTOEER TEEM, 1995

Cite as: 516 U. S, 264 (1996) 279

Opinion of SCALIA, J.
: Syllabus
however, that best sets forth the reasons for reversing the L
judgment of the Court of Appeals.
JUSTICE BREYER has authorized me to say that he agrees
with the foregoing views.

JUSTICE SCALIA, concurring in part and concurring in the BANK GNE CHIGAI}G" };; 'A“ v LIIIDWE ST BAKI{ &
judgment. TR [] ST C D.

I agree with the Court'’s opinion, except that portion of it
which enters into a discussion of “[tlhe drafting history of
§4010."  Ante, at 273. In my view a law means what its A a ] )
text most appropriately conveys, whatever the Congress CERTIORARI TO THE UNITED STATES COURT OF APPEALS FOR
that enacted it might have “intended.” The law is \\'h;‘ﬂ th‘n- THE SEVEMNTH CIRCLIIT
law says. and we should content ourselves with reading it
rather than psychoanalyzing those who enacted it. See - . . _ . - .
United States v. Public Util, Comm'n of Cal., 345 U. S. 295, No. 94-1175. Argued November 28, 1995 —Decided January 17, 1996
319 (1953) (Jackson, J., concurring). Moreover, even if sub-
jective intent rather than textually expressed intent were
the touchstone, it is a fiction of Jack-and-the-Beanstalk
proportions to assume that more than a handfull
Senators and Members of the House who voted fo

version of the Expedited Funds Availability Act Article I’ § 1, prov.ides that “[a]u

President who signed it, were, when they took thos|
aware of the drafting evolution that the Court dese 3 L3 . *
if they were, that their actions in voting for or si ],eglslatlve PO‘VerS hereln granted Sha,ll be vested ln a Con-
final bill show that they had the same “intent” W

volition sugeests was i the ot e dntvrt - oesS Of the United States, which shall consist of a Senate

JUSTICE STEVENS acknowledges that this is so, b
that the intent of a few committee members is nc - »
dispositive because legislators are “busy people,” i arnd a HOIlse Of RepresentatlveS. It haS al‘vays been
Members [of Congress] are content to endorse thej

the responsile commivees” e 2e 10| agsUmMed that these powers are nondelegable—or, as John

the factual basis for that assurance. Many cong

e tnd ot o e e o 08 Liocke put it, that legislative power consists of the power “to

but are disproportionately populated by .\lomir:- .
weiatane s e i e e 02K 1aws, . . . not to make legislators.” J. Locke, Second
nology, etc. think it quite unlikely that the Hous e

Treatise of Government 87 (R. Cox ed. 1982).

Source 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”

472 WHITMAN . AMERICAN TRUCKING ASSNS,, INC.

Opinion of the Court OCTOBER TERB{[? 2000 40‘
111
Section 109(b)(1) of the CAA instructs the EPA to set S‘\_-’llablls

“ambient air quality standards the attainment and main-
tenance of which in the judgment of the Administrator, based
on [the] criteria [documents of §108] and allowing an ade-

quate Tarf{in l')f_vsai:et_\}—are requisite to |trntect the public WHITMAN’ ADMINISTRATOR OF ENVIRONMENTAL

health.” 42 U.S8.C. §7409(b)1). The Court of Appeals

held that this section as interpreted by the Administrator PROTE CTION AGENCY ET AL. 7. AMERICAN
did not provide an “intelligible principle” to guide the EPA's 4
exercise of authority in setting NAAQS. “[The] EPA,” it TRUCKING ASSOCIATIONS, INC., ET AL.
said, “lackled] any determinate criteria for drawing lines.
It has failed to state intelligibly how much is too much.”

175 F. 3d, at 1034. The court hence found that the EPA's CERTIORARI TO THE UNITED STATES COURT OF APPEALS FOR
interpretation (but not the statute itself) violated the non- THE DISTRICT OF COLUMBIA CIRCUIT

delegation doetrine. Id., at 1038, We disagree.

In a delegation challenge, the constitutional question is
whether the statute has delegated legislative power to the No. 99-1257.  Argued November 7, 2000—Decided February 27, 2001*
agency. Article [, § 1, of the Constitution vests “[a]ll legisla- -
tive Powers herein granted . . . in a Congress of the United
States.” This text permits no delegation of those powers
Loving v. United States, 517 U. S, 748, 771 (1996); s
T76-777 (ScALlA, J, concurring in part and c

in judgment), and so we repeatedly have said t and SO we repeatedly have Said that When

lr'.nng'ress confet;s (lecisicl)nmn.king_ au(‘i'l-(n'it_\' upon - - . X
Congrens must sl dovn byl s o v Congress confers decisionmaking authority upon agencies
S e N o i N h | Comgress must “lay down by legislative act an intelligible
that an agency can cure an unlawful delegation ufl

pver by adopting in e dcreion s limiing o~ PRANCIPle to wWhich the person or body authorized to [act] is
the statute. oth Fahey v. Mallonee, : ! 5 ’

(1947), and Lichter v. United States, 534 U directed to conform.” J. W. Hampton, Jr., & Co. v. United
Congrene . meomporsed e repunom e ] Stavtes, 276 U. S. 394, 409 (1928).

mention agency regulations in the course of then’ n
version of the statute, ibid., and Fahey because th

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



Delegation to USP Per Se Unconstitutional?

8

1095, 1143 (D.C. Cir. 1984) (per curiam).® Even an
intelligible principle cannot rescue a statute empowering
private parties to wield regulatory authority. Such entities
may, however, help a government agency make its regulatory

Mol sotatek Gt ol et

FOR THE DISTRICT OF COLUMBIA CIRCUIT

Argued February 19, 2013 Decided July 2, 2013 decisions, for “[t]he Constitution has never been regarded as

denying to the Congress the necessary resources of flexibility

No. 12-5204 and practicality” that such schemes facilitate. Pan. Ref Co. v.

Ryan, 293 U.S. 388, 421 (1935). Yet precisely how much

ASSOCIATION OF AMERICAN RAILROADS, involvement may a private entity have in the administrative
APPELLANT process)
unconst

. hand. Even an

P

-

UNITED STATES DEPARTMENT OF TRANSPORTATION, ET AL, ,

{ Intelligible principle cannot rescue a statute cmpowering

APPELLEES e & 1 1 1
el private parties to wield regulatory authority.
Appeal from the United States District Court ?ﬁi‘,‘m Anthracite Coal Co. v. Adkins, 310 U.S. 381 (1940).

for the District of Columbia

In Currin Congress circumscribed its delegations of
(No. 1:11-cv-01499)

' At least one commentator has suggested that the “doctrine
forbidding delegation of public power to private groups is, in fact
Thomas H. Dupree, Jr. argued the cause for appellant. rooted in a prohibition against self-interested regulation that sounds
With him on the briefs was Louis P. Warchot. moee i the De Erocess Gl se D i 1 S raaon s TRc o
A. Michael Froomkin, Wrong Turn in Cyberspace: Using JCANN
To Route Around the APA and the Constitution, 50 DUKE L.J. 17,

Michael S. Raab, Attorney, U.S. Department of Justice, 153 (2000). Carter Coal offers some textual support for this
argued the cause for appellees. With him on the brief were position, describing the impermissible delegation there as “clearly a
Stuart F. Delery, Acting Assistant Attorney General, Ronald denial of rights safeguarded by the due process clause of the Fifth
C. Machen Jr., US. Attorney, Mark B. Stern and Daniel Amendment” 298 US. at 311. While the distinction evokes
Tenny, Attorneys, Paul M. Geier, Assistant General Counsel scholarly interest, neither party before us makes this point, and our

L. . own precedent describes the problem as ome of unconstitutional
for Litigation, U.S. Department of Transportation, Peter J. délegation. See NARUC, 737 F.2d st 1143 1. 41. And, in any event,

Plocki, Deputy Assistant General Counsel for Litigation, and neither court nor scholar has suggested a change in the label would
Joy Park, Attorney. effect a change in the inquiry.

Source 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).



Mol sotatek Gt ol et

FOR THE DISTRICT OF COLUMBIA CIRCUIT

Argued February 19, 2013 Decided July 2, 2013
No. 12-5204

ASSOCIATION OF AMERICAN RAILROADS,
APPELLANT

V.

UNITED STATES DEPARTMENT OF TRANSPORTATION, ET AL,,
APPELLEES

Appeal from the United States District Court
for the District of Columbia
(No. 1:11-cv-01499)

Thomas H. Dupree, Jr. argued the cause for appellant.
With him on the briefs was Louis P. Warchot.

Michael S. Raab, Attorney, U.S. Department of Justice,
argued the cause for appellees. With him on the brief were
Stuart F. Delerv, Acting Assistant Attorney General, Ronald
C. Machen Jr., US. Attorney, Mark B. Stern and Daniel
Tenny, Attorneys, Paul M. Geier, Assistant General Counsel
for Litigation, U.S. Department of Transportation, Peter J.
Plocki, Deputy Assistant General Counsel for Litigation, and
Joy Park, Attorney.

Delegation to USP Per Se Unconstitutional?

A

We open our discussion with a principle upon which both
sides agree: Federal lawmakers cannot delegate regulatory
authority to a private entity. To do so would be “legislative
delegation in its most obnoxious form.” Carter v. Carter Coal
Co., 208 U.S. 238, 311 (1936). This constitutional prohibition

is the . ik £~
cannot

Executi We open our discussion with a principle upon which both

Powers

wied | sides agree: Federal lawmakers cannot delegate regulatory

United

et authority to a private entity. To do so would be “legislative

because

e delegation in its most obnoxious form.” Carter v. Carter Coal

=l Co., 298 U.S. 238, 311 (1936).

require

agency is for Congress to prescribe an intelligible principle
governing the statute’s enforcement. See J.W. Hampton, Jr., &
Co. v. United States, 276 U.S. 394, 409 (1928).

Not so, however, in the case of private entities to whom
the Constitution commits no executive power. Although
objections to delegations are “typically presented in the
context of a transfer of legislative authority from the Congress
to agencies,” we have reaffirmed that “the difficulties sparked
by such allocations are even more prevalent in the context of
agency delegations to private individuals.” Naif'l Assn of
Regulatory Util. Comm'rs v. FCC ("NARUC™), 737 F.2d

Source 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”

* 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. at474 (emphasis added).




No “Intelligible Principle” Constrains USP

- 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...

r
JURISPRUDENCE

The Supreme Court’s
Conservatives Are Ready to
Take a Wrecking Ball to the

Entire Federal Bureaucracy

By MARK JOSEPH STERN JUNE 20, 20

REPUBLICAN-APPOINTEES TO THE U.S. SUPREME COURT

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

Gorsuch Thomas

The Supreme Court declined to upend the administrative state on Thursday in a split decision
that augurs coming earthquakes in constitutional law, Think executive agencies have too
much power tointerpret and enforce the law? Want courts to dismantle landmark statutes
protecting the environment, consumers, and employees? You may be in luck: The conservative
justices are eager to take a hatchet to the federal bureaucracy that governs much of modern

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




Non-Delegation Doctrine: Not if...but when...

Cite as: 588 U. 8. (20149) 1 8 GUNDY v. UNITED STATES

GORSUCH, J., dissenting

GORSUCH, <., dissentin
. J of the majority.2® Restricting the task of legislating to one

SUPREME COURT OF THE UNITED STATES o o o :
R law, ensuring the people JUSTICE GORSUCH, Wlth Whom THE CHIEF JUSTICE and

Mo. 17-6086 stable and predictable <t JiaproE THOMAS join, dissenting.

legislating be done only |

; 8 =
public process, the Constitution sought to ensure that the
lines of accountability would be clear: The sovereign peo-

HERMAN AVERY GUNDY, PETITIONER uv. ple would know, without ambiguity, whom to hold ac-
UNI‘I‘ED STATES countahle for the laws thev wonld have to follaw 28

ON WRIT OF CERTIORARI TO THE UNITED STATES COURT OF If Congress could pass off its legislative power to the
APPEALS FOR THE SECOND CIRCUIT

[Jume 20, 2016] executive branch, the “[v]esting [c|lauses, and indeed the

JUSTICE GORSUCH, with whom THE CHIEF JUSTICE and entire structure of the Constitution,” would “make no
JUSTICE THOMAS join, dissenting. sense.”29

suffer too. Legislators might seek to take credit for ad-
dressing a pressing social problem by sending it to the
executive for resolution, while at the same time blaming
the executive for the problems that attend whatever
measures he chooses to pursue. In turn, the executive
might point to Congress as the source of the problem.
These opportunities for finger-pointing might prove tempt-

26The Federalist No. 51, at 322. See also id.. No. 84, at 515 (Hamil-
ton).
271d., No. 62, at 378-380.
choenbrod 99; see also The Federalist No. 50, at 316 (Madison).

9L awson, Delegation and Original Meaning, 88 Va. L. Rev. 327, 340
(2002).

#*The Federalist No. 47, at 303 (Madison): id.. No. 62, at 378 (same).

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




Non-Delegation Doctrine: Not if...but when...

Cite as: 588 U. 8 (2019) 1 0 GUNDZ v UNTTED ETATES

GORSUCH, o)., dissenting
GORSUCH, J., dissenting B

SUPREME COURT OF THE UNITED STATES g
whether “Oﬂ ress Aas un, .
— its lpgislativpgresponsil)ili JUSTICE GORSUCH, Wlth Whom THE CHIEF JUSTICE and

No. 17-6086 the tesi? - Madison ackn) Jrygprog THOMAS join, dissenting.

science of government he
and define, with sufficient certainty, its three great prov-
inces—the legislative, executive, and judiciary.” Chief

HERI‘!'IAN AVERY GUNDY1 PETITIONER . Justice Marshall agreed that policing the separation of
UNH\ED STATES o anhioad £ Al s Y P H 235
ON WRIT OF CERTIORARI TO THE UNITED STATES COURT OF Accepting’ then, that we have an obligation to decide
APPEALS FOR THE SECOND CIRCUIT : . 5 %
June 20, 2019] whether Congress has unconstitutionally divested itself of
JUSTICE GORSUCH. with whom THE CHIEF JUSTICE and its legislative responsibilities, the question follows: What’s
JUSTICE THOMAS join, dissenting. the test?

- -] Cd B

“those of less interest, in which a general provision may be
made, and power given to those who are to act . . . to fill up
the details.”® The Court upheld the statute before it
because Congress had announced the controlling general
policy when it ordered federal courts to follow state proce-
dures, and the residual authority to make “alterations and
additions” did no more than permit courts to fill up the
details.

Later cases built on Chief Justice Marshall's under-
standing. In In re Kollock, for example, the Court upheld

#Id., No. 37, at 228 (Madison).
% Wayman, 10 Wheat., at 46.
% ]d., at 31, 43.

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




Non-Delegation Doctrine: Not if...but when...

Cite as: 588 U. S. (2019) 1]
ALITO, J., concurring in judgment

SUPREME COURT OF THE UNITED STATES

No. 17-6086

HERMAN AVERY GUNDY, PETITIONER v.
UNITED STATES

ON WRIT OF CERTIORARI TO THE UNITED STATES COURT OF
APPEALS FOR THE SECOND CIRCUIT

[June 20, 2019
';‘[;STICE‘E AtL:T(t) concul;‘rlng mn t(l;e ]udgment.t —— UN 1:‘“RIT DF CERTI{}R :'RI TD TIIE '[]THTED STATES CDIIRT DF
e Constitution confers on Congress certain “legisla-
tive [plowers,” Art. I, §1, and does not permit Congress to APPEALS FOR THE SECOND CIRCUIT
delegate them to another branch of the Government. See
Whitman v. American Trucking Assns., Inc., 531 U. S. 457, [J'I.l]lE 2[]_1 2[]19]

472 (2001). Nevertheless, since 1935, the Court has uni-
formly rejected nondelegation arguments and has upheld

provisions that authorized agencies to adopt important JUBTICE _A_'LITD EDI]G‘LIITiIlg ]I]. -the Judgment
rules pursuant to extraordinarily capacious standards. ! )
See ibid.

If a majority of this Court were willing to reconsider the
approach we have taken for the past 84 years, I would

support that effort. But because a majority is not willing If a majority of this Court were willing to reconsider the
to do that, it would be freakish to single out the provision .

at issue here for special treatment.

tBecause 1 cannlc))t saytthatt thetstatute lacks a discern- approaCh we have taken for the paSt 84 years’ M
able standard that is adequate under the approach this

Court has taken foI' many ;lears, I vote to aﬂ’irl:lf. Sugport that effort'

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



Non-Delegation Doctrine: Not if...but when

Kavanaugh Joins Gorsuch in Fight To Revive Nondelegation LT AR, 1
Doctrine Statement of KavaNaucH, J.

An important development in the legal wrangling over the separation of powers. SUPREME COURT OF THE UNITED STATES
DAMON ROOT | 11.25.2019 1:10 PM RONALD W. PAUL v. UNITED STATES

ON PETITION FOR WRIT OF CERTIORARI TO THE UNITED
STATES COURT OF APPEALS FOR THE SIXTH CIRCUIT

No. 17-8830. Decided November 25, 2019
The petition for a writ of certiorari is denied.

Statement of JUSTICE KAVANAUGH respecting the denial
of certiorari.

I agree with the denial of certiorari because this case ul-
timately raises the same statutory interpretation issue that

133 m o 1 IT s 1o

Statement of JUSTICE KAVANAUGH respecting the denial
of certiorari.

built on views expressed by then-Justice Rehnquist some 40

[ write separately because JUSTICE
(GORSUCH’s scholarly analysis of the Constitution’s nondele-
gation doctrine in his Gundy dissent may warrant further
consideration in future cases.

agency to exercise regulatory authority over a major policy
question of great economic and political importance, Con-
gress must either: (i) expressly and specifically decide the
major policy question itself and delegate to the ageney the
authority to regulate and enforce; or (ii) expressly and spe-
cifically delegate to the agency the authority both to decide

The U.S. Supreme Court narrowly upheld a law in June that, in the dissenting words of Justice Neil Gorsuch, “ha

nation's chief prosecutor the power to write his own criminal code.” Today, Justice Brett Kavanaugh spoke up in support of

Gorsuch

The June ruling came in Gundy v_United States, a case that centered on a 2006 federal law known as the Sex Offender Registration
and Notification Act (SORNA). Among other things. SORNA required convicted sex offenders to register. check in periodically in

i
Source 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 ceniorari).m



What Does This Mean for USP?

Case 1:14-Cr-10363-RGS Document 573 Filed 05/03/16 Page 1 of 23

UNITED STATES DISTRICT ¢
DISTRICT OF MASSACHUS|

CRIMINAL ACTION NO. 14-1072

UNITED STATES OF AMER
.

BARRY J. CADDEN, et a/

MEMORANDUM AND ORDE
DEFENDANTS' MOTIONS TO [
COUNTS 1-2 AND 4-94 OF THE IN
BASED ON THE USE OF A PRIVATE IN
AS A STANDARD OF CRIMINAL ¢

May 3, 2016

STEARNS, D.J.

The defendants listed below seek to dismiss
and Corrupt Organizations Act (RICO) Counts 1-
indictment, and more specifically, the 78 incorpo

acts, of which 25 involve second-degree murder.

+ This motion is filed by defendants Barry ¢
Svirskiy, Christopher Leary, Joseph Evanosky,
Carter, and Alla Stepanets. Only Cadden and Chir
predicate acts. Robert Ronzio and Michelle Tha
neither is named in the challenged counts. Defer
motion (Dkt. #404) challenging the RICO counts
grounds. The court will address the second motior

United States v. Cadden

Case 1:14-cr-10363-RGS Document 573 Filed 05/03/16 Page 1|

This section identifies the criteria for adding a substance t
of the five schedules.

It is clear that in §§ 201(h) and 202(b) Congress has

multiple specific restrictions on the Attorney Ge

discretion to define criminal conduct. These restrictions
the constitutional requirements of the nondelegation doct
Id. at 165-167.

By contrast with the tight restrictions placed on the Attorn
exercise of penal discretion in Touby, defendants point out (acc
the references to the USP in the FDCA are “patchy” and unsyst
no guidance is provided directly by Congress (or indirectly throu|
and Drug Administration (FDA)) to the USP's Expert Committq
FDA has no discretion to accept or reject the revisions made in
the USPC, and that the FDA has no oversight authority over the|
permission from Congress to “cooperate” with it in the making
to the USP. See 21 U.S.C. § 377. Compare Sunshine Anthracite|
Adkins, 310 U.S. 381 (1940). In sum, defendants insist that]

absence of an “intelligible principle” renders any attempt by the

no guidance is provided directly by Congress (or indirectly through the Food

By contrast with the tight restrictions placed on the Attorney General’s
exercise of penal discretion in Touby, defendants point out (accurately) that

the references to the USP in the FDCA are “patchy” and unsystematic, that

and Drug Administration (FDA)) to the USP’s Expert Committees, that the
FDA has no discretion to accept or reject the revisions made in the USP by
the USPC, and that the FDA has no oversight authority over the USPC, only
permission from Congress to “cooperate” with it in the making of revisions

to the USP. See 21 U.S.C. § 377. Compare Sunshine Anthracite Coal Co. v.

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

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




Implications of Cadden and Amtrak for USP

* 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

WITH GREAT
POWER

COMES GREAT
RESPONSIBILITY




The Due Process Clause

* “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. suronv. wimington 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

* 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

 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”)

« 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

« USP does not offer sufficient reasons why

comments were adopted or rejected. 5 us.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

* 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

* 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.
As » 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 |
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e Problems with USP’s Development
of the Revised Chapters

Problems with the Adequacy of this
Appeal Hearing

Remand to New, Fairly Informed CEC




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

usp.org
Aﬁ =S

RULES AND PROCEDURES
OF THE
2015-2020 COUNCIL OF EXPERTS 6. GOVERN M ENT LIAISONS
APPROVED 2018-06-01
Sectens 6.01 Role in Standards-Setting Process
2 m"wmgﬁ Government Liaisons (GLs) are representatives from the United States (U.S.) Food and Drug
: neiemm Administration or other federal or state governmental agencies in the U.S., or from government
E G Booumanary Sandards agencies in other countries. GLs participate in the setting of USP compendial standards of a
9.  Advisory Stakehoider Forums and Project Teams Y » " P
0. Mestings USP Expert Committee or Expert Panel to which they are assigned and may offer opinions on
1. GENERAL all facets of the standards including content and implementation. GLs also may be tasked with
1N Commumcrmd Aoty ot of S and s Expet seeking infqrmation or opinions from the agency thgy represent, and with idgntifying ot.her

Eramacopet ot ottty (SENE) oo ik o ot iormaen 1 representatives of their agency who may have specific subject matter expertise that might be

may be published on behalf of the Council of Experts or an Expert Committee (including .

e helpful to the Expert Committee or Expert Panel.

Sectien 5 of the Bytaws to make such Rules and Procedures, not in conflict with the Bylaw

that are sufficient to ensure the accuracy and adequacy of the content of the USP-NF ar

other authorized publications, and to provide for adequate notice and opportunity for public
comment and full and impartial consideration of all proposed changes to such publications.
These Rules and Procedures of the Council of Experts (Rules) govem the activities of the
Council of Experts and those bodies related to the Council of Experts, including the Expert
Commitiees, Expert Panels, Joint Standard-Setting Subcommitiees, Stakeholder Forums and
Project Teams. USP staff may periodically also issue Guidelines publicly accessible on the

e e - FDA Government Liaisons have a guaranteed seat

= It at the table in the standard-setting process.

1.03 Adoption and Amendment
Prior 1o adoption by the Council of Expents, these Rules shall be submitted to the
Govemance Commitiee of the Convention (Governance Commitiee) and the Board of
Trustees (Board) for review and approval as provided in Adicle VI, Section 5 of the Bylaws.
These Rules may be amended at any time during the cycle, provided that any propesed

S S Comra o i e « FDA Government Liaisons’ role is to “offer opinions
s s i 0o on all facets of the standards including content and
implementation.”

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



FDA Operates Behind Closed Doors with USP

‘ﬁ‘ 6. GOVERNMENT LIAISONS
“
RULES AND PROCEDURES 6.01 Role in Standards-Setting Process
2015-2020 COOUFNTCFI'EOF EXPERTS * % %
APPROVED 2018-06-01
Soctons 6.02 Responsibilities and Confidentiality
2 ?:;gofmﬁ"m:ﬁ GLs generally receive briefing materials and are allowed to participate in confidential
4 Ex . . . . .
: neiemm discussions during an Expert Committee or Expert Panel meeting, but they do not vote on
: ﬁ%ﬁ“ﬁiﬁmﬁmmm USP standards. GLs are required to sign confidentiality agreements allowing them to share
T, Nesines information only within their agency as necessary to fulfill their GL responsibilities. Some
1. GENERAL information provided by USP to GLs may be proprietary, commercial, trade secret and
A UY Skt o v i, e G Ers s o confidential and not subject to public disclosure unless such information is already publicly
content of the United Stafes H * . -
Eacanon TN Py (5 i o s available. The chair of an Expert Committee or Expert Panel may ask a GL to excuse him or
oot R Tt rosporeiMios e Al o Eeoers & Aot s A herself during any discussion or deliberation in which the chairperson believes such GL'’s
e et o e e sty s o i coret o IS A rticipation would not be appropriate due to confidentiality, conflict, or other reasons
e e pRnielp PRap Y. ’ :

These Rules and Procedures of the Council of Experts (Rules) govem the activities of
Council of Experts and those bodies related to the Council of Experts, including the Expert
Commitiees, Expert Panels, Joint Standard-Setting Subcommitiees, Stakeholder Forums and
Project Teams. USP staff may penodmamy also issue Guidelines puu»ay accessible on the
USP website (e.9.. Guidelines for LSP-iVF Revisions. and others)
consistent with the Rules to promote transparency of USP's intemal processes and

T  Tellingly, while USP closes certain meetings to the

On procedural questions, the 117 Edition of Robert's Rules of Order, Newly Revised shall
prevail where the Rules are silent.

N SR il vt it s public, it nonetheless allows representatives of

Govemance Commitiee of the Convention (Governance Commitiee) and the Board of
Trustees (Board) for review and approval as provided in Article VII, Section 5 of the Bylaws.

L e o e i o e FDA “to participate in confidential discussions
st s s during an Expert Committee or Expert Panel
. meeting.”

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



FDA Operates Behind Closed Doors with USP

usp.org
Aﬁ =S

RULES AND PROCEDURES

2015-2020 COUNCIL OF EXPERTS
APPROVED 2018-06-01

Sectons 10. MEETINGS

;: ggﬂn?:ridsolcwnucl

I e

P e O 10.01 Expert Committee and Expert Panel Meetings

7 o ooy Sandarcs

?h mmmmwﬁwmaarﬂMTﬁm * % %

il (b) Closed Meetings. If the determination is made to close an official meeting, such

e e W St 1 oo e, e Cunclof s ra s S determination and the reason for closure shall be announced at the beginning of the meeting

&?ﬁﬁ%ﬁﬁ?%ﬁ%@?ﬁ;ﬂﬁzﬁﬁ or during the meeting and noted in the meeting minutes. Any non-member participants
Sacion .1 v Bk 1o ke Sich ket and Froseres. no i sonflc i s By (observers, invited guests, etc. described in section 10.03 (a) and (b) below) attending such

s btz ueaons, an o o kTt o coporuny meeting shall be excused from the meeting. Government Liaisons may participate in closed
comment ar and impariial consideration of all proposed changes o suchp}lbllcalbm & i - . .

Coonchof Erpots o e b e 1 e Coumel f o, hcing e S meetings unless excused by the chairperson for the reasons described in section 6.02

Committees, Expert Panels, Joint Standard-Setting Subcommittees, Stakeholder Forums i =

Prfetoane Use ek nes perrd oy el Gemilons s U 01 above. All ballot teleconferences held by an Expert Committee, Expert Panel or Joint

s OIS BAEC/CIUSTS MM poessses a0 Standard Setting Subcommittee are considered to be closed meetings to maintain the
O mmare e, the 117 E:tion of Roper Rukes o O, New Rk sha confidentiality of the information discussed. Meetings of the Council of Experts shall be

prevail where the Rules are silent. . . .

R e closed unless otherwise indicated.
Prior 1o adoption by the Council of Expents, these Rules shall be submitted to the
Goverance Committee of the Convention (Gavernance Commitiee) and the Board of
Trustees (Board) for review and approval as provided in Article VII, Section 5 of the Bylaws.
These Rules may be amended at any time during the cycle, provided that any proposed
amendment aiso shall be submitted to the Govemance Committee and the Board for review
and approval prior to adoption.

RULES & PROCEDURES OF THE 2015-2020 CoE, Approved Juné 1, 2018 Page 1

Empowering a healthy tomorrow

Source 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

Document Disclosure

USP provides disclosure of information and records regarding
USP standards-setting activities consistent with:

e The rights of individuals to privacy

e USP’s need to protect the confidentiality of trade secrets
and other proprietary commercial or financial information

¢ USP’s need to promote frank internal deliberations and
to pursue standards-setting activities without disruption

* % %

In addition, communications between USP and third parties relating to standards-setting
activities will be made available upon specific written request, including copies of written
SOREEE ETH ICS correspondence to and from third parties and memoranda of telephone conversations
and meetings with third parties. Such third-party communications do not include
communications of any kind among or between USP staff and members of the Board of
Trustees, Council of Experts, or Expert Committees. Furthermore, unless required by law,
USP will not disclose documents containing any trade secrets or confidential commercial

Source Document: USP Code of Ethics (2015), p.8.
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FDA Secretly Scripted USP’s Changes to the Revised Chapters




FDA Secretly Scripted USP’s Changes to the Revised Chapters

use

US. Pharmacopeal
Conventon

C Expert C ittee (CMP EC)
Wednesday, September 9, 2015
USP-U.S., Rockville, MD

Chair: Gigi Davidson
Scientific Liaisons: Rick Schnatz, Jeanne Sun
Expert Committee Manager: Emily Ann Meyer
Executive Secretariat Liaison: Marie Temple

Minutes~Final
Goals and Anticipated Outcomes

The primary goals of this meeting are to introduce the Expert Committee (EQ
work of the C EC and develop a strategy for addressir]

s Rewview the 2010-2015 EC activities and legacy document
* Discuss the 2015-2020 Work Plan

« Discuss compounding-related General Chapiers

« Discuss subcommittee activities and membership

c. U.S. Food and Drug Administration (FDA) Introduction
Ms. Jane Axelrad, the FDA lead on compounding, explained that 90 FDA liaisons serve
on 24 USP ECs. As a result of the 2012 New England Compounding Center (NECC)
fungal meningitis outbreak, FDA expanded its participation on the CMP EC, specifically
on the subcommittee working on General Chapter <797> Pharmacettical
Compounding-Sterile Preparations Subcommittee.

s Rewview and sample the balloting process
Attendees

Expert Committee Members

1 Lisa Ashworth (Chair pro tem) 9 William Mixon

2 Gus Bassani 10 John Musil

3 Ruth Ebiasah 11 Alan Parr

4. Edmund Elder 12. Abby Roth

5 Ryan Forrey 13. Robert Shrewsbury
6 Deborah Houston 14 Connie Sullivan

7 Brenda Jensen 15 James Wagner

8 Patricia Kienle

Unable to Attend
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

Government Liaisons

Jane Axelrad, FDA (via WebEx), Jonathan Bray, FDA, lan Deveau, FDA, Susan Homire, FDA;

John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

« 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

Observers
Mark Compo. Veltek Associates. Inc.. Keith St. John, Wolters Kluwer: Mohamed Sarg, Johns
Hopkins, on rotation with the 1 Society of Health-System Pharmacists

USP Staff

General Chapter <797>.

Shawn Becker, Donna Bohannon, Jami Earnest, Emily Ann Meyer, Rick Schnatz. Jeanne Sun,

Marie Temple, Radhaknishna Tiumalai, Jaap Venema, Andrzej Wilk

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



FDA Secretly Scripted USP’s Changes to the Revised Chapters

use

US. Pharmacopeal
Conventon

C Expert C ittee (CMP EC)
Wednesday, September 9, 2015
USP-U.S., Rockville, MD

Chair;
Scientific Liaisons)

werniel  Compounding—Sterile Preparations Subcommittee. <797> is critically important for the

" safe compounding of sterile preparations as regulated by the federal government and
Thaguiman o s oo e .w the states. B B

* Rewviewthe 2010-2015 EC activitieg
* Discuss the 2015-2020 Work Plan
« Discuss compounding-related General Chapiers
* Discuss tivities and ip
s Rewview and sample the balloting process

Attendees
Expert Committee Members
1 Lisa Ashworth (Chair pro tem) 9 William Mixon
2 Gus Bassani 10 John Musil
3 Ruth Ebiasah 11 Alan Parr . y "
g el * According to FDA's then-lead on compound Jane
5 Ryan Forrey 13. Robert Shrewsbury r I n n = n u n I n L) n
6 Deborah Houston 14 Connie Sullivan

7 Brenda Jensen 15 James Wagner

Axelrad, “<797> is critically important for the safe

Unable to Attend
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

s compounding of sterile preparations as regulated by

Jane Axelrad, FDA (via WebEx); Jonathan Bray, FDA, lan Deveau, FDA; Susan Homire, FDA;
John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

the federal government and the states.”

Mark Compo. Veltek Associates. Inc.. Keith St. John, Wolters Kluwer: Mohamed Sarg, Johns
Hopkins, on rotation with the 1 Society of Health-System Pharmacists

USP Staff
Shawn Becker, Donna Bohannon, Jami Earnest, Emily Ann Meyer, Rick Schnatz, Jeanne Sun,
Marie Temple, Radhakrishna Tirumalai, Jaap Venema, Andrze) Wilk

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



FDA Secretly Scripted USP’s Changes to the Revised Chapters

Ms. Susan de Mars summarized USP’s dialog with the U.S. Food and Drug
USp Administration (FDA) regarding General Chapter <797> revisions. She noted the

i following:
CompoSBa S CE b o0 ) e Section 503A in the Drug Quality and Security Act (DQSA) heightened the
s e, ke D importance of <797> at the federal and state level.
Sntc e S S, e S e FDA and USP want to ensure that the revised General Chapter is as clear as
T possible.
Senie i i N o FDA has offered an experienced medical writer to assist in revising General
g Chapter <797>. The FDA medical writer and the USP scientific writer will support
. the <797> Subcommittee in organizing and drafting the chapter.
§ b oo -

7 e s * In April 2014, “FDA . . . offered an experienced medical

Unable to Attend
Regina Peacock

oo writer to assist in revising General Chapter <797>. The

r
15. David Schuck, Monographs—Small Monographs 1 EC

?;:\::mr:r;‘;#ge’;:?mr Veterinary Medicine (CVM); lan DeVeau, Center for Drug Evaluation F DA m e d i Ca I W ri te r a n d th e U S P S Ci e n t i fi C W ri te r Wi I I

and Research (CDER); John Metcalfe, CDER; Kristina Peters, CDER; Melissa Schaefer (via
WebEx), Centers for Disease Control and Prevention (CDC); Nadine Shehab, CDC (via

e Yo e cien support the <797> Subcommittee in organizing and

Unable to Attend
Edisa Gozun, CDER; Pamela Lee, CDER; Sanja Modric, CVM

cxi drafting the chapter.”

Richard Friedman, CDER; Jennifer Lamb, Pharmaceutic Labs; Alexander Pytlarz, The
Compounding Center; Daire Reese, National Community Pharmacists Association (NCPA);
Anne Rogers, NCPA; Elizabeth Russell, National Association of Boards of Pharmacy; Emesto

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

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



FDA Secretly Scripted USP’s Changes to the Revised Chapters

[r—

USe

mite,

Comimtion
Expert (¢
2010-2015 Council of Experts L
Revision Date: 01/08
Introduction
The 2010-2015 Compounding Expert Committee is composed of 15
expertise varied pharmacy envis such as hospi

private practice, and industry. This Expert Committee had the follow
preparation monographs that can be used by practitioners to prepal
drug therapy, and 2) to develop and revise General Chapters that de|
Compounding Expert Committee works closely with the FDA, CDC, p)
representatives. This Expert Committee faced remendous challeng
outbreak caused by vials of lone acet3
Compounding Center (NECC) that resulted in over 64 deaths and 75!
compounding standards by Congress and regulatory bodies includin
Committee, under the leadership of compounding pharmacist Gigi D}
compounded preparation monographs, two new general chapters, &
Expert Committee has also made major strides in revising USP Gener
The G ing Expert Committee received the A
Standards-Setting Process in 2013 for its development and revision

Overview

*  Expert Committee Members
© GigiS. Davidson, R.Ph., DICVP, Chair, Director of I

Feedback from stakeholders (e.g., industry, regulators, etc.)
o Public comments on <800> were in excess of 3000 for the initial publication in PF and continue to
stream in following the second publication in PF 41(2).
o The CEC also received requests from professional organizations to exempt their stakeholders from
standard practices established in <797> and <800>.
o FDA expressed appreciation for the weekly meetings with USP and collegial working relationship in
setting compounding standards.

Veterinary Medicine, Raleigh, NC

e

5 Lisa D. Ashworth, B.S.Pharm., R.Ph., Vice Chair, Clinical Pharmacist, Center for Cancer and Blood

Disorders, Children's Medical Center, Dallas TX

& GusS. Bassani, Pharm.D., Professional Compounding Centers of America, Houston, TX
o Edmund ). Elder, Jr., Ph.D. Director, Zeeh Pharmaceutical Experiment Station School of Pharmacy,

Madison, WI

o Maria do Carmo M. Garcez, 8.5.Pharm. CEO, ANFARMAG, Sao Leopoldo, Brazil
o Deborah R. Houston, Pharm.D. Pharmacy Manager Kernersville Medical Center, Kernersville, NC

o Patricia C. Kienle, M.P.A. Director, Accreditation and Medication Safety Cardinal Health Performance

and Outcomes, Cardinal Health, Laflin, PA
© Keisha D. Lovoi, B.S.Pharm. The Woodlands C:

Inc. Pharmacy, Mooresville, IN

5 William A. Mixon, M.5., President, The Compounding Pharmacy, Hickory, NC
o David W, Newton, Ph.D, Professor, Shenandoah University, Winchester, VA

@ AlanF. Parr, Pharm.D., Ph.D. Director, Bi

ling Pharmacy, Woodlands, TX
o Linda F. McElhiney, Pharm.D. Compounding Pharmacy Operations Coordinator, Clarian Health Partners,

- Beginning in the 2010-2015 cycle, FDA and USP
started having undisclosed private weekly meetings

al

Research Triangle Park, NC

o Regina F. Peacack, Ph.D., Associate Professor, Shenandoah University School of Pharmacy
o Robert P. Shrewsbury, Ph.D. Associate Professor, University of North Carolina at Chapel Hill Eshelman

School of Pharmacy, Chapel Hill, NC

to discuss “setting compounding standards.”

o Keith St. John, M.S. Director Wolters Kluwer Health Clinical Epidemiology.Sentri 7 Surveillance Software

Solutions, Newark DE

o Ken Hughes, RPh. (2010-12) GreenPark Compounding Pharmacy, Houston, TX

Page 1

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

Phamscopes
o
Compounding Expert Col
2010-2015 Council of Experts L
Revision Date: 01/08

dbvv

Success Stories:

o Rewarding relationship with FDA and CDC: In spite of a rough start, the relationship between FDA
liaisons and the Compounding Expert Committee members has evolved to a very strong and
collaborative partnership. The NECC tragedy and subsequent compounding legislation spotlighted the
complementary roles that USP standards and FDA regulations have in ensuring that patients have access

vise Gener: a(chaple uh.n de
tompo d sE pert tomm ittee worl ksc\om\, wuwl \he FDA, CDC, p|
Thi e faced tremendous chal || g

o
Compounding C: in over 64 dealhs an (l 75

to compounds of known high quality. To that end, CEC members and FDA liaisons have worked diligently
and congenially to reach consensus on proposed revisions and new standards prior to the public

The € Expert ttee received the A
Standards-Setting Process in 2013 for “develnpmema nd revision

addition of two liaisons from the CDC.

compound comment period in PF. A similarly positive relationship with CDC is also evolving on the CEC following

Overview
v Exg pe rt Committee Members
o Gigis. Dlvidxon R.Ph., DICVP, Chalr, Director of Clinical Pharmacy, NC State University, College of
Ralei

e During the 2010-2015 cycle,

.Pha
Disorders, Ch Ide scha\Ce nter, Dallas TX
& GusS. Bas al Compous d ing Centers of America, Houston, TX
¢ Edmus dl!ld J Ph.IJ,D ﬂo Z eh Pharmaceutic IEp (S( tion School of Pharmacy,

- to a very strong and collaborative partnership.”

5 Linda F. McElhiney, Pharm.D. Compounding Pharmacy Operat K Gl ator, Clarian Health Partners,

USP’s and FDA's
relationship started out “rough,” but ultimately “evolved

I<Phamcy Moores ille, IN

o William A. Mixon, M.S., Pre: dt1h[mpo d;Ph ma:kavNC

e M « By January 2015, CEC members and FDA Government
Alan. Par, Phan i al D I

Res: ang

o Regina IFa:otk Ph.D., Associate Professor, Shenandoah University School of Pharmacy

© Robert P. Shrewsbury, Ph.D. Associate Professor, University of Noﬂh Carolina at Chapel Hill Eshelman
School of Pharmacy, Chapel Hill, NC

o Keith St. John, M.S. Director Wolters Kluwer Health Clinical Epidemiology,Sentri 7 Surveillance Software
Solutions, Newark DE

o Ken Hughes, RPh. (2010-12) GreenPark Compounding Pharmacy, Houston, TX

Page 1

Liaisons had already

public comment period.”

‘reach[ed] consensus on
proposed revisions and new standards prior to the

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

 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.
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use

US. Pharmacopeal
Conventon

. comcommeweq | C+ U:S. Food and Drug Administration (FDA) Introduction
M S Ms. Jane Axelrad, the FDA lead on compounding, explained that 90 FDA liaisons serve
Chair: Gigl Davidson on 24 USP ECs. As aresult of the 2012 New England Compounding Center (NECC)

Scientific Liaisons: Rick Schnatz, Jeanne Sun|

Eresutive Socrearet otoon: Morle Tammss| fungal meningitis outbreak, FDA expanded its participation on the CMP EC, specifically

b on the subcommittee working on General Chapter <797> Pharmacedutical
ommamichmaoues - eemcoms]  COMpoUNding—Sterile Preparations Subcommittee. <797>is critically important for the
E aowina 2010 20 EC st g docent | safe compounding of sterile preparations as regulated by the federal govemmentand

e T the states. FDA is making the CMP EC a priority in this cycle and is expanding its

i participation by adding two FDA liaisons to identify cross-cutting policy issues that affect
ipeiionmitiog Boniinn multiple subcommittees. Ms. Edisa Gozun will be the CMP EC’s central point of contact.
4. Edmund Elder 12. Abby Roth
5 Ryan Forrey 13 Robert Shrewsbury
6 Deborah Houston 14 Connie Sullivan

7 Brenda Jensen 15 James Wagner

- By September 2015, FDA had “expanded its

Unable to Attend
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

A, participation” on the CEC and announced that it was

Jane Axelrad, FDA (via WebEx), Jonathan Bray, FDA, lan Deveau, FDA, Susan Homire, FDA;
John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

unilaterally “adding two FDA liaisons” to the

Mark Compo. Veltek Associates. Inc.. Keith St. John, Wolters Kluwer: Mohamed Sarg, Johns
Hopkins, on rotation with the 1 Society of Health-System Pharmacists

glf:v\f\tg?mxe! Donna Bohannon, Jami Earnest, Emily Ann Meyer, Rick Schnatz, Jeanne Sun, CO m m ittee ’ b ri n g i n g th e tOtal n u m be r Of F DA
Government Liaisons to eight.

Marie Temple, Radhaknishna Tiumalai, Jaap Venema, Andrzej Wilk

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



FDA Secretly Scripted USP’s Changes to the Revised Chapters

Q§f9 b. Creation of Subcommittees
- Dr. Sun reported that EC members and FDA liaisons volunteered to serve on EC
s Sopiomte R A Subcommittees as follows:

USP-U.S., Rockville, MD

Chair: Gigi Davidson

i;nﬁ'éoﬂémgz;"s;&“{rm 1) <795> Pharmaceutical Compounding—Nonsterile Preparations
:xecutive Secretariat Liaison: Marie Temple .
i . Chair: Bob Shrewsbury
EC Members: Gus Bassani, Gigi Davidson, John Musil, David Newton, Alan Parr,
T eimary Gosi ot mwetig o o e e Coraniion () martdr Brenda Yuzdepski
work of the C EC and develop a strategy for addressing it G Z,
= Fion e 015 2015 0 ol il el e FDA Liaisons: Jane Axelrad, Jonathan Bray, lan Deveau , Susan Homire, John
D e S Metcalfe, Erika Pfeiler
s Rewview and sample the balloting process
Attendees - - - -
binii o e 2) <79'_I> Pha_rmac_:e utical Compounding-Sterile Preparations
2 Gugasin 10 o ss Chair: Gigi Davidson
4 BNniEe 12 fininom EC Members: Deb Houston, Patti Kienle, Bill Mixon, Dave Newton, Abby Roth,
7 Bonda o 35 s Waghe? Connie Sullivan, Jim Wagner
I FDA Liaisons: Jane Axelrad, Jonathan Bray, lan Deveau, Susan Homire, John
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski Metcalfe’ Erlka Pfeller

Government Liaisons
Jane Axelrad, FDA (via WebEx), Jonathan Bray, FDA, lan Deveau, FDA; Susan Homire, FDA-
John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

e st s, o O s, 1 * In September 2015, USP created the <797> and

%E;E\Egc':sRg?jr;‘r;[l?::na:??mn;‘d‘:::lI‘E,::;ejgnin:g.»:nnr;:r:’y&rllﬁckScnna!z,.ieanneSun‘ <795> SchommitteeS for 2015-2020 CyCIe_bOth Of
which were overrun by FDA Government Liaisons.

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

¢ epercommiee e | RE SPONAiNG to Public Comments

Wednesday, September 9, 2015

USP-U.S., Rockville, MD USP Staff Cla”f]ed the fOIIOVVlng

Chair: Gigi Davidson

B rmens e ok o e Due to the high volume of comments expected, USP staff will distribute the
Executive Secretariat Liaison: Marie Temple o =
— comments to EC members and government liaisons throughout the comment

Goals and Anticipated Outcomes pe riOd -

The primary goals of this meeting are to introduce the Expert Committee|
work of the C:

By e USP staff will compile all comments received in a spreadsheet to facilitate EC

s Rewview the 2010-2015 EC activities and legacy document
* Discuss the 2015-2020 Work Plan

- D compoundng ks Canel Cropers review after the comment period closes.
—— e USP staff will ask commenters who do not provide line numbers to provide
Expert Committes Members the line numbers relevant to their comments.

1 Lisa Ashworth (Chair pro tem) 9 William Mixon|

2 Gus Bassani 10 John Musil

3 Ruth Ebiasah 11 Alan Parr

4. Edmund Elder 12. Abby Roth

5 Ryan Forrey 13. Robert Shrewsbury
6 Deborah Houston 14 Connie Sullivan

7 Brenda Jensen 15 James Wagner

* During the 2015-2020 cycle, the FDA Government

Unable to Attend
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

s Liaisons’ core role on the Chapter <797>

Jane Axelrad, FDA (via WebEx), Jonathan Bray, FDA, lan Deveau, FDA, Susan Homire, FDA;
John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

Subcommittee was seemingly to push the 2010-2015

Mark Compo. Veltek Associates. Inc.. Keith St. John, Wolters Kluwer: Mohamed Sarg, Johns
Hopkins, on rotation with the 1 Society of Health-System Pharmacists

o Subcommittee’s revisions through to completion,
including by reviewing public comments.

Marie Temple, Radhaknishna Tiumalai, Jaap Venema, Andrzej Wilk

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

US. Pharmacopeal
Conventon

C Expert C ittee (CMP EC)
Wednesday, September 9, 2015

USP-U.S., Rockville. MD a. Overview of Revision Process Timeline
Chair: Gigi Davidson

SciendticLiasens: RickSchnaz Jeanne Sun The Chair explained that she and the Vice Chair were in the process of reviewing the

R over 8,000 public comments received on <797>, and they have taken a first pass at
— incorporating the comments by section. EC members and Government Liaisons are
by et o eyt e reviewing the comments and proposed responses, section by section, in weekly

s Rewview the 2010-2015 EC activities and legacy document

2 Dsouss tho 2015-2020 Work Plan teleconferences. USP will convene roundtables with allergists and radiopharmacists

Discuss compounding-related General Chaplers
Discuss subcommittee activities and membership

§ Pt sl s i bl in 2017 to address their unique concerns. The EC has not discussed whether the
g general chapter will be republished in PF.

Expert Committee Members

Minutes-Final

1 Lisa Ashworth (Chair pro tem) 9 William Mixo

2 Gus Bassani 10 John Musil

3 Ruth Ebiasah 11 Alan Parr

4. Edmund Elder 12. Abby Roth

5 Ryan Forrey 13. Robert Shrewsbury
6 Deborah Houston 14 Connie Sullivan

7 Brenda Jensen 15 James Wagner

8

« By September 2016, the Chapter <797> Chair, Vice-

Unable to Attend
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

S———— Chair, <797> Subcommittee members, and FDA

Jane Axelrad, FDA (via WebEx), Jonathan Bray, FDA, lan Deveau, FDA, Susan Homire, FDA;
John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

Government Liaisons were having weekly

Mark Compo. Veltek Associates. Inc.. Keith St. John, Wolters Kluwer: Mohamed Sarg, Johns
Hopkins, on rotation with the 1 Society of Health-System Pharmacists

B teleconferences to determine which comments to
il incorporate, how to incorporate them, and how to
respond to commenters.

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

C Expert C ittee (CMP EC)
Wednesday, September 9, 2015
USP-U.S., Rockville, MD

B b. New Revision Process Instituted

Scientific Liaisons: Rick Schnatz, Jeanne Sun|

Expert Commitee Mansger Emiy Ann eye| A new process for revision was adopted to improve efficiency which involved the EC

Executive Secretariat Liaison: Marie Temple

Minutes-Fina leadership (i.e., Chair, Vice Chair, and USP staff) incorporating public comment
Goals and Antcpated Outcomes suggestions into a redline draft, which is sent to EC members for review and

The primary goals of this meeting are to introduce the Expert Committee|

S Rovow ho 20103015 EC activios and togoes dosument | comment. EC members were given 2 weeks to provide comments and feedback on

* Discuss the 2015-2020 Work Plan

p it dic bt ki the redline draft to EC leadership. EC member feedback and comments are
M incorporated into the draft and sent to the Scientific Writer for cleanup and editing.

Attendees

Expert Committee Members

1 Lisa Ashworth (Chair pro tem) 9 William Mixon

2 Gus Bassani 10 John Musil

3 Ruth Ebiasah 11 Alan Parr

4. Edmund Elder 12. Abby Roth

5 Ryan Forrey 13. Robert Shrewsbury
6 Deborah Houston 14 Connie Sullivan

7 Brenda Jensen 15 James Wagner

8 Patricia Kienle

ot  Although the weekly conference calls were seemingly
o abandoned by September 2017, the FDA

Jane Axelrad, FDA (via WebEx), Jonathan Bray, FDA, lan Deveau, FDA; Susan Homire, FDA;
John Melcatfe. FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

Government Liaisons apparently still had the

Mark Compo. Veltek Associates. Inc.. Keith St. John, Wolters Kluwer: Mohamed Sarg, Johns
Hopkins, on rotation with the 1 Society of Health-System Pharmacists

g::v\f\tg:ckel Donna Bohannon, Jami Earnest, Emily Ann Meyer, Rick Schnatz, Jeanne Sun, O p p O rt u n ity to rev i eW an d C O m m ent On the pu bl iC
comments received.

Unable to Attend

Marie Temple, Radhaknishna Tiumalai, Jaap Venema, Andrzej Wilk

Source Document: Compounding Expert Committee Meeting Minutes (May 22, 2017), at p.5.
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usp.org
o et | @. Public Comments
e Ms. Tiffany Chan noted that as of August 23, 2018, USP received 217 comments on the
e buin ne <797> revision proposal. Dr. Sun noted that she will send five sets of public comments
T | to EC members. The comments will be organized into Excel spreadsheets based on
Goss and Aricoaed Outcomas _ when the comments were received. The Chair and Vice Chair will review the comments
E,,n?m;'.""fflf,i“"""‘““"" e and propose how to address them. Then the entire EC will discuss specific topics. EC
“wj;w WM members may download the <797 revision proposal from USP.org.
Hudmiot « The FDA Government Liaisons’ involvement in the

Unable to Attend

SR e s comment review process for Chapter <797>

G overnment Liai
th Bra) FDA Joh Mek:alf FDA: Erika Pfeifer, FDA: Sara Rothman, FDA: Nadine

continued into the second round of comments, when

U able l Attend
n Deveau, FDA; Julie Dohm, FDA: Ediza Gozun, FDA: Melissa Schaefer. CDC
£ (13 : : ”
USP clarified that “the entire [Expert Committee]—
Courtney Beauchemin, CVS; Bonna Benjamin, National Institutes of Health Pharmacy (via
teleconference). Mark Compo, Veltek Associates. Inc.; Elizabeth D liman, OhioHealth (via
teleconference). Ronald Dewalt, Univ llynl Pittsburgh Med |c | Presbyterian/ . . .
e e T e includin ostensibly, the FDA Government
Glogovsky, ValSour ceLLCE !yGahaertH Ithk{eges( verocnle nt.e)K stin y y
Hellquist, American Saciety for Di 1l Surgery (via tel f ): Keith St. John, PDI
Healthcare (via teleconference) .

Liaisons—would “discuss specific topics” raised

Source Document: Compounding Expert Committee Meeting Minutes (Aug. 30, 2018), at p.16.
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Sterility Testing of Aqueous Solutions
Aﬁ usp.org FDA Liaisons noted the following:
. ¢ A nonsterile drug could have a microbial contamination in the short term.

S o 208 If the microbial load is capable of growth, it could become dangerous the
Chair: Gigi Davidson longer the drug is held.
Scientific Liaisons: Jeanne Sun, Brian Serumaga . " 3 "
ot Comins Hasiis” Koout s v o |If a preservative is used and <51> testing is not conducted, the
Minutes-oratt compounder would not know if the preservative will be effective for the
Goals and Anticipated Outcomes Stab]llty period.
+ Review and discuss Subcommittee activities and Expert Committee Work Plan . 3
it e Mohery e Toextend the BUD of an FDA-approved aqueous solution, a preservative
1. Gigi Davidson (Chair) 9. William Mixon . .
2. Gone Rae Sulvan (Vice Ghar) 10.Jom Mosi or self-preserving APl and <51> testing would be needed.
2 Simun e 15 Ay o v ecoterence) e The 14-day BUD for non-preserved aqueous dosage forms should be
)eborah Houston . Rol rewsbury
7. Brenda Jensen 15. James Wagner reta|ned
8. Patricia Kienle 16. Brenda Yuzdepski .

USP Expert Consultants
17. Dennis Doherty
18. Andrew Murphy

19. Elizabeth Rebello

* FDA Government Liaisons were also heavily involved in the

Jane Axelrad, Allison Vidimos

var o oo etae, FOA Erk it FOA:Sra R, FOA Nadee revisions to Chapter <795>, most of which came during the

Shehab, CDC (Via WebEx)

Unable to Attend
lan Deveau, FDA; Julie Dohm. FDA: Ediza Gozun, FDA; Melissa Schaefer, CDC 2 O 1 5 -2 O 2 O CyCI e .

Observers
Courtney Beauchemin, CVS; Bonna Benjamin, National Institutes of Health Pharmacy (via
teleconference). Mark Compo, Veltek Associates. Inc.; Elizabeth Dallman. OhioHealth (via

. .
teleconference): Ronald Dewalt, University of Pittsburgh Medical Center Presbyterian/ F m I A 2 1 E m F D A
Shadyside Hospital: Michael Ganio, American Society of Health-System Pharmacists: Marc b O r exa p e 3 I n a n u g u S e e I n g )
Glogovsky, ValSource, LLC; Emily Graham, Hart Health Strategies (via teleconference); Kristin
Hellquist, American Society for Di I Surgery (via tel f Keith St. John, PDI

b Government Liaisons provided extensive input on the
e sterility testing of aqueous solutions—one of the key

issues in this appeal.

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



USP Broke Its Purported Commitment to “Independence”

USP Publishes Notice of Intent to Revise
Compounding Standards

Rockville, Md., September 23, 2019 — USP published a Notice of Intent To Revise
(NITR) (https:/www.uspnf.com/notices/compounding-chapters-postponement) for the
new and revised compounding standards released on lune 1, 2019 —<795>

Pharmaceutic
chapter-795), About USP
(/compoundin
Preparation,

medicines/ger|

meveonsn | JSP is an independent scientific organization that collaborates with the world’s top experts in

(http://go.usp)

o Nealth and science to develop quality standards for medicines, dietary supplements, and food

Hazardous Dr|

hazardous-dr

remains comn ingredie nts.

compounded

transparency

About USP

USP is an independent scientific organization that collaborates with the world’s top
experts in health and science to develop quality standards for medicines, dietary
supplements, and food ingredients. Through our standards, advocacy and education,
USP helps increase the availability of quality medicines, supplements and food for

billions of people worldwide. For more information about USP, visit www.usp.org

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



USP Broke Its Purported Commitment to “Independence”

Working with our partners

(" Living a legacy of trust

Working with
our partners

Our impact grows exponentially as
we enable and support the work of
the global health community.

In This Section:
Build bridges
Avold conflicts of int
Accept donations with care

Be prudent about travel, gifts
and entertainment

Comply with all government contract
rules and regulations

Ensure fair competition

Do not engage in bribery and uption
Respect and abide by international

trade requirements

Working with our partners

Avoid conflicts of interest

USP's reputation depends on our indepen-
dence. As an organization, we must avaid
conflicts of interest that interfere or appear
to interfere with our impartiality and objec-
tivity. As individuals, we must avoid conflicts
of interest that affect or appear to affect
our ability to make objective decisions on
behalf of USP. Additionally, we must also
avoid conflicts that undermine USP's rale

as an independent standards-setting orga-
nization. Conflicts of interest are situations
inwhich an employee’s personal interest is
competing with USPs interests.

Itis important to be open and disclose con-
flicts so we can manage them and ensure we
make decisions in the best interest of USP.

What's my role?

Itisn't possible to address every situation
that could present a conflict, but there
are certain situations where conflicts are

» MNever solicit contributions for any charity or for any
political candidate from any person or entity that
does business or seeks to do business with USP.
Do not take personal advantage of USP assets or
business opportunities.

Obtain approval before conducting USP business
transactions with a family member.

If you exercise supervisory or other authority

on behalf of USP over a coworker who is also a
family member or with whom you are remantically
involved be sure to disclose the situation so that
appropriate steps can be taken.

-

Sy Learn from the experience
of your colleagues

Organizational

' Think it through -
_managing conflicts

In many instances, conflicts
can be avoided or managed if
disclosed. Be proactive and,
whenever possible, avoid
situations that can lead to even
the appearance of a conflict.
If you find yourssIf in a potential
conflict of interest, talk with
YOUT SUPErVisor, You may

also be reguired to disclose
the situstion to USP's Vice
President, Global Compliance
and Ethics.

Annually, emplovess and
volunteers must provide written
conflict of interest and financial
disclosure statements in
accordance with the respective

slae and SOBs that

USP’s reputation depends on our indepen-
dence. As an organization, we must avoid
conflicts of interest that interfere or appear
to interfere with our impartiality and objec-
tivity. As individuals, we must avoid conflicts

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



Case Study: Jane Axelrad’s Secretive Dealings with USP

* 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
Jane Axelrad Drug Evaluation and Research (“CDER”).

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

S
/ —




Case Study: Jane Axelrad’s Secretive Dealings with USP

b. General Chapter <797> Pharmaceutical Compounding-Sterile Preparations

Subcommittee
Q§P Chair: Gigi Davidson
Compounding Expert Commite (CP EC) Members: Deborah Houston, Patricia Kienle, Keisha Lovoi, Linda McElhiney, William
MR esdauariers, ok, WD Mixon, Dave Newton, Keith St. John
Sceninc s Rk Schnacs Jeoresun FDA Liaisons: Jonathan Bray, Pamela Lee, John Metcalfe, Kristina Peters

Executive Secretariat Liaison: Marie Temple

CDC Liaisons: Nadine Shaw, Melissa Shaffer (via WebEX)
Invited quest: Jane Axelrad, FDA

Minutes—Final

Goals and Anticipated Outcomes
* Discuss compounding policy topics
« Receive Subcommittee reports

Attendees CMP EC Official Meeting 7 Minutes Page 4 of 21
R Gt Davidacn (Chaly 5. Linda McEThiney

2. Lisa Ashworth (Vice Chair) 10. William Mixon

& Eimuna tder e : A :

3. Marsdo Camo Garcez iramreas | The Chair convened the open meeting of the General Chapter <797> Subcommittee at

& KeinaLovo premseen 1 2:35 p.m. She welcomed Ms. Axelrad, Associate Director for Policy, Center for Drug
AL o o Evaluation and Research (CDER) at FDA. Ms. Axelrad is the FDA lead on pharmacy

Unable to Attend

a2 ko Losne s weesin ssma esie vern s | COMPOUNAinG. Ms. Axelrad thanked the EC for inviting her to attend and explained that

€DC Liaisons

Nioista Scnaeer (1 WebEs), Nadine Shebab <797> is used by many states to regulate sterile compounding.

Invited Guest
Jane Axelrad (FDA)

Observers
Hank Rahe (Containment Technologies Group, Inc.), Elizabeth Scott Russell (National

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

CMP EC Official Meeting 7 Minutes Poge 10121

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



Case Study: Jane Axelrad’s Secretive Dealings with USP

1] 3

! The Chair noted that the EC would conduct a closed session to discuss General Chapter
I I <797> Pharmaceutical Compounding—Sterile Preparations. Observers would leave the
' meeting at that time. Only USP staff, EC members, and government liaisons would attend
‘ this portion of the meeting.
I
'!
‘i

Y s
L

« After Ms. Axelrad began
attending CEC meetings,
the Chapter <797>

Subcommittee began to

hold closed sessions.

=
7

i3 29,

Vinctes

Mesting 53

Vinfes

Source 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.



Case Study: Jane Axelrad’s Secretive Dealings with USP

use

us Mamacspest

P S c. U.S. Food and Drug Administration (FDA) Introduction
RSt Ms. Jane Axelrad, the FDA lead on compounding, explained that 90 FDA liaisons serve
A on 24 USP ECs. As a result of the 2012 New England Compounding Center (NECC)
B fungal meningitis outbreak, FDA expanded its participation on the CMP EC, specifically
s 7 on the subcommittee working on General Chapter <797> Pharmacettical
Pk o o oo £ s ey e Compounding—Sterile Preparations Subcommittee. <797 is critically important for the

« Reviewthe 2010-2015 EC activities and legacy document
Discuss the 2015-2020 Work Pian

¢ Dsss compoundng«eate General Crapers safe compounding of sterile preparations as regulated by the federal govemmentand

+  Discuss subcommittee activities and membership

e the states. FDA is making the CMP_EC a priority in this cycle and is expanding its

Minutes—Final

SxpertcommicasMembers — participation by adding two FDA liaisons to identify cross-cutting policy issues that affect
3 R chan A multiple subcommittees. Ms. Edisa Gozun will be the CMP EC’s central point of contact.
5. Ryan Forrey 13. Robert Shrewsbury
6. Deborah Houston 14. Connie Sullivan

7. Brenda Jensen 15. James Wagner
8. Patricia Kienle

Unable to Attend
Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

e et e * Over time, Ms. Axelrad gained more influence in the

e LT Chapter <795> and <797> Subcommittees, and her

USP Staff

B e e i 7 e amplified role curiously coincided with FDA’s
increased focus on the CEC.

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



Case Study: Jane Axelrad’s Secretive Dealings with USP

b. Creation of Subcommittees

Dr. Sun reported that EC members and FDA liaisons volunteered to serve on EC
Uuse Subcommittees as follows:
©

us Mamacspest

Compounding ExpertCommitee CMP EC) 1) <795> Pharmaceutical Compounding—Nonsterile Preparations

‘Wednesday, September9, 2015

USP_U.S., Rockville, \D Ch air: Bob Sh rewsbu ry

Chair: Gigi Davidson

SclenttcLssons: ick Schnatz Jeanne Sun EC Members: Gus Bassani, Gigi Davidson, John Musil, David Newton, Alan Parr,
Executive Secretariat Liaison: Marie Temple Br e n d a YU Zd ep Skl
sl FDA Liaisons: Jane Axelrad, Jonathan Bray, lan Deveau , Susan Homire, John

The primary goals of this meeting are to introduce the Expert Committee (EC) members to the 1 i
proposed &gk of the Cnmpoun:ﬁng EC and develop a strategy for addressing it. Met Ca |fe ] E rl ka Pfe I Ie r
« Reviewthe 2010-2015 EC activities and legacy document
* Discuss the 2015-2020 Work Plan
+ Discuss compounding-related General Chapters
« Discuss subcommittee activities and membership 2
* Reviewand sample the balloting process

Minutes—Final

<797> Pharmace utical Compounding-Sterile Preparations
Mo Chair: Gigi Davidson

Experl Committee Members

1. Lisashorh (Chalr protem) 9. Wikam Moo EC Members: Deb Houston, Patti Kienle, Bill Mixon, Dave Newton, Abby Roth,

3 EimndEle Thnmn Connie Sullivan, Jim Wagner
g g;‘:’d':%::;“;"" sk FDA Liaisons: Jane Axelrad, Jonathan Bray, lan Deveau, Susan Homire, John
bt it Metcalfe, Erika Pfeiler

Gigi Davidson (Chair), David Newton, Brenda Yuzdepski

‘Government Liaisons
Jane Axelrad, FDA (via WebEx): Jonathan Bray, FDA, lan Deveau, FDA; Susan Homire, FDA:
John Metcalfe, FDA; Erika Pfeiler, FDA: Sara Rothman, FDA

e LT * For the 2015-2020 cycle, Ms. Axelrad became an

USP Staff

B R S R T e e official FDA Liaison to the Chapter <795> and <797>
Subcommittees.

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



Case Study: Jane Axelrad’s Secretive Dealings with USP

Use

Compounding Expert Committee (CMP EC)
Monday, April 11, 2016
USP-U.S., Rockville, MD

Chair: Gigl Davidson
Scientific Liaisons: Rick Schnatz, Jeanne Sun
Eppilse s Al

™™ Action Items
e i i ot et s e Ms. Jane Axelrad will work with FDA colleagues to explore product labeling related to
o St : water used for reconstitution of nonsterile products and send an update to the EC.
= e EC members will send comments on proposed <795> revisions to Dr. Shrewsbury.
& Dlorah rauston i

Alan Parr, Brenda Yuzdepski

Volunteer Observers
17. Eric Kastango, Compounding with Hazardous Drugs Expert Panel

A8 e o s 1 st ok - USP dispatched Ms. Axelrad to liaise directly with her

othman, FDA; Edisa Gozun, FDA Nad Shhb

ine Ax
FDA; Sara

observ 111 11 " [ " .
S R, G et nSaes,GE Hetrcr S S, Amstan Sty FDA colleagues” in order obtain information
fH alth-Syste: mPhirmac ists; William Claunch, Cardinal Health; Luis Garcia, Cardinal Health;;

in Loveless, University of Teni ‘ennessee Cclleg oiPhrmﬂth el Moné, Cardinal Health:
Jeﬂtey National Michael Storey, Ohio State

relevant to Chapter <795> from FDA and to report

USP Staff
Shawn Becker, Susan de Mars, nd Hunt, Emily Ann Meyer, Ravi

, Jami Earnest, Desmor unt, o
Ravichandran, Rick Schnatz, Jeanne Sun, Marie Temple, Radhakrishna Tirumalai, Jaap b k t
ack to the
.

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



Case Study: Jane Axelrad’s Secretive Dealings with USP

When it enacted the CQA in 2013, Congress created the new voluntary
Congress, prevent another outbreak category of outsourcing facilities. Instead of requiring compounders that
— Don't roll back drug want to supply compounded drugs without obtaining prescriptions to
HILL contamination protections become outsourcing facilities and adhere to higher standards, Congress
decided to rely on market forces to encourage pharmacies to adopt this
business model. More than 70 facilities have voluntarily registered with

st 50 ' FDA as outsourcing facilities, providing millions of units of medications to
:‘ﬁg‘éﬁl{g}s - > A —_— healthcare facilities, doctors offices, and clinics. If Congress eliminates
e " }J the prescription requirement, it would remove any incentive for

yocormereset M‘ 2, compounders to register as outsourcing facilities and comply with the
simiiem e » standards that are necessary for the safety of higher volume, non-

CAMPRION - 1M 488 400

individualized compounding.

Steyer calls for cuts to
defense spending

CAMPRION - 1M 505 450

Biden, Sanders tangle

B i ot s s pasrsnn While serving as an FDA Government Liaison to the

Trump touts killing of licensed compounding pharmacy, the New England Compounding

‘son of a be---' Soleimani Center, caused a fungal meningitis outbreak that killed more than 70 - - -
Teacl b et S e o e T CEC. Ms. Axelrad retired from the FDA in April 2016
patients), Tennessee (153), Indiana (93), Virginia (56), Florida (25) and y .

Ohio (20),

Flynn moves to

.

:",:‘.’ﬂ':;’i"“'::"":ﬁ; On June 26, Barry Cadden, the owner of the New England Compounding afte r 2 5 e a rS Of Se rVI Ce

i e Center, was sentenced to nine years in prison for crimes he committed =
related to the outbreak.

Tennessee Lawmakers In 2013, Congress enacted bipartisan legislation 1o prevent such an

m:‘j:::;?n o outbreak from happening again. Now. after heavy lobbying from

. .

ST IR e « Ms. Axelrad then launched a consulting firm called

with same-sex couples of those protections. the Agriculture Subcommittee of the House .

STATEATON - 3204 198 AGO Appropriations Committee this week included report language and
Congress is considering legislation that would gut the law and place

oy L Axelrad Solutions, LLC and started calling for

can't win
presidency

— T mSem e Sremad o changes of law and tighter restrictions against the
entire compounding industry.

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



Case Study: Jane Axelrad’s Secretive Dealings with USP

* 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

L

Compounding Expert Committee (CMP EC)
Monday, May 22, 2017
USP-U.S., Rockville, MD

Chair: Gigi Davidson
Scientific Liaisons: Rick Schnatz, Jeanne Sun
Expert C Abbey
: Nicole Palmer

Goals and Anticipated Outcomes

i b, USP Expert Consultant
el The Chair welcomed Jane Axelrad in her new role as USP Expert Consultant. In this

2. Patricia Kienle (Vice Chair)

¢ Gt role, Ms. Axelrad will serve as a volunteer, participate in discussion and document

5. Edmund Elder
6. Ryan Forrey

7 Daborh usin review, and provide expertise not otherwise represented in the EC membership. Ms.
K itk Axelrad played a key role in assisting the CMP EC in revising <797> during her work
e e as an FDA liaison.

FDA; Nadine Shehab, CDC, Melissa Schaefer, CDC (vig

Observers
Shannon Curtis, J.D., American Medical Association; H.A. Tillmann Hein, M.D., American
Society of Anesthesiologists; Sheila Heilzig, J.D., American Academy of Allergy, Asthma &
Immunology (AAAAI); Nowshin Islam, USP Intem; Marc Minkus, M.B.A., Baxter Healthcare;
Elizabeth Rebello,MD., UT MD Anderson Cancer Center, Hank Rahe, Containment
Technologies Group, Inc.; Emma Tillman, Pharm.D., Ph.D., Nutrishare

USP Staff
Abbey Ammerman, Shawn Becker, Jami Eamest, Steve Emrick, Diana Kwan, Loredana Jinga,
Nicole Palmer, Rick Schnatz, Brian Serumaga, Jeanne Sun,

1. Opening and Procedural Matters
a. Welcome, Opening Remarks, Introductions

Ms. Gigi Davidson, Chair, welcomed yone to the C: Expert Ci
(CMP EC) meeting.

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




Case Study: Jane Axelrad’s Secretive Dealings with USP

« 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
A acting on behalf of USP despite acknowledging
L

her “key role” in assisting the Chapter <797>
revisions as a representative of FDA.




Case Study: Jane Axelrad’s Secretive Dealings with USP

should be base
recommendatic USP sta"
END ¢ Nicole A, .
LOSED sgss)op Tiffany Ci?.: Asl:fa“’“mennan o
; ra D " Shawn ge,
Boha,

Brian Sen @ DAm, cker,
Umaga, ore, Jami « Donng
293, Jeanne gyn Marie Tooomest, Celiy hl°WarahnnEu £ _’Car et Cavena,g,
Mily ),
e,

An EC membe
BEG) Temple i
N CLosgp SESsion Kneeream, Rick Sohnaty

studies on dru,
noted that the
with FDA guid

usp
Staff invited e Observers and gy,

8. usp Standards.: Education &I
. Education Updates f
Mr_Steya Emrick Qave af
Made iny education ang L
10 Generg) Chapter « 80g

Web 10 encoyrang

' ' ' ' d in a closed session.
The Chair announced that the following topic would be discusse .
Observers and government liaisons were asked to leave the meeting room. Observers and

government liaisons were disconnected from the WebEX.

EC members
the <1168> S

6. Overview of GCF
Dr. Sun gave a brif
Calculations in Ph
mean kinetic temp
revision, that was
<1079> Good Sta
Chapter <1160> {

MKT examples to
comment. An upc
Balances and Vo
provide guidance
electronic balang
for public commy

TS Giscussed

The Chair announced ti
Observers and governn
govemment liaisons we

Goal of Applicy
USP staff noteq
knowledge amg
slakem)krars 1o,

10 determing yy

Mmembers wapr, ¢

helpfyl foq

srag ety

« After Ms. Axelrad
arrived as USP’s “Expert

Consultant,” the CEC

BEGIN CLOSED SES!

Beta Testing
For beta fesin

END CLOsgp SESsion

test for the Pun

whether the apJ USP stafr invited opge, e

Outlined Bejg ( S and Goven,

i 8 2 Open; Ment Liaisans

 son 19 and Proceqyry Matter 101oin the meeing i

S | returned to holding

9
< Sbdstecn Compounding__ 2. Welcome
occurred earher 1o acy The Chajr ,
Dr Rayi Rawhm%amxm r welcomeg everyone ¢
Radiopharmac, 7 sharg b. A Stothe CMp gc, . .
x ArMaceutica) £ - Announce Mestin
COMpounding_ pac ~*Pett Ms. Arnc® Changes g At g .
chall i Ahophary,, Merman ot Ndee L jsp
rr allenges in the space sucl = ted that Mg & 'yGi:d c“ﬂﬁrm Qunru,-n

< fadiopharmace ygica e he Chai aham oy, 1 S eS S

Al i co uld partie, .
addressed in Genera| UHD% themsayes Pate vi o

Nfirmed the
Presen,
Ce of 3 quorum ang the attende,
8 introducey

CMP EC Mnatiog sapegey

CMP £C Mosting struges

CMP EC Mesting Minutes

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




Problems with USP’s Development of the Revised Chapters:

Conflicts of Interest Infected the Process




USP’s Definition of “Conflict of Interest”

RULES AND PROCEDURES

OF THE
2015-2020 COUNCIL OF EXPERTS

T 2.03 Conflict of Interest

= (a) General. Pursuant to Article VIII, Section 1, of the Bylaws and the Conflicts of Interest Policy
PSS in the Code of Ethics, all CoE/EC Expert members shall adhere to the Conflicts of Interest
— provisions set forth in this section. Expert Panel members are subject to the Conflict of

e co Interest requirements contained in Section 5.05(a) of these Rules. As used in these Rules,

rity
As set forth in Article VII, Section 1 of the Bylaws, the Cou
Committ for nd

Eramacos e ol ey (U5 o “Conflict of Interest” includes, but is not limited to, any matter in which an Expert has a direct

be published on behalf of the Council of Experts or an Expj
and line extensions of the USP-NF) and any associated re|

o e B T or indirect financial interest or any other personal interest of any kind which would preclude

ensure the accuracy and adequacy of the content of the U

o o o or appear to preclude such individual from exercising impartial judgment or otherwise acting
e e e in the best interest of USP.

1.02 Procedural Questions
On procedural questions, the 71” Edition of Robert's Rules of Order, Newily Revised shail prevail
where the Rules are silent,

103 Adoption and Amendment
Prior to adoption by the Council of Experts, these Rules shall be submitted to the Governance
Committee of the Convention (Governance Committee) and the Board of Trustees. (Board) for
review and approval as provided in Article VIl, Section 5 of the Bylaws. These Rules may be
‘amended at any time during the cycle, provided that any proposed amendment also shall be
‘submitted to the Governance Committee and the Board for review and approval prior to
adoption

RULES & THE 2015 £, Appr oy 1. 2016 Page 1

Source 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

usp.org
h

Date: August 18, 2019
To: Derek L. Shaffer, Partner, Quinn Emanuel Urquhart & Sullivan, LLP (*Quinn
Emanuel”)
Ce: Barry Siegel. General Counsel, Wedgewood
Shawn E. Hodges, President, CEQ, Innovati
Scott Brunner, Executive Vice President, Intg
Pharmacists (IACP") us or
)
From Mario Sindaco, Vice President, Science—Op| p g
Council of Experts, USP
Regarding: Appeal of Revisions of Beyond-Use Date Sta .
and <797>
Dear Mr. Shaffer:
* % %
This sets forth the C: Expert

in response to Quinn Emanuel's appeal, submitted pursud
Bylaws of the United States Ce (]
Rules and Procedures of the 2015-2020 Council of Experf

ssmcen sosn o meeend 2 | gccordance with USP’s rules and policies regarding conflicts of interest, all members of the CMP

or standards being appealed shall work with a sense of ur]
and issue a decision. In light of the significant work that th|

s ndenaren o e o e evon o s el E G Were invited to discuss the appeal. However, members with conflicts of interest related to the

review of a combined total of more than 6.400 public comi
Committee was prepared to evaluate the materials Quinn

mersecsenans e s neces el (General Chapters under appeal recused themselves prior to final discussion and voting.
s © See Loyd Allen Jr, Gus S Bassani, Edmund J Elder Jr, and Alan F Parr, Strength And Stability Testing

the chapters so as to provide additional time to work with

use asnoeages cum emanun s semssin 300 | [FOF Compounded Preparations, U.S. PHARMACOPEIAL CONVENTION (Jan. 13, 2014),

The Shelf Life of Sterile Medical Devices, 13 S. AFR. ORTH
(hereinafter “Exhibit A") and Frances W. Bowman, The S
J. PHARMACEUTICAL SCI. 1301 (1969) (hereinafter "Exhibit|

Upon careful consideration, the Compounding Expert Con|
decided to:*

' We recognize that your submission included points related to USP's standards-setting authority and
process. The appeals provisions set forth in USP's Bylaws contemplate chalienges to standards
adopted by the Council of Experts. This response is limited in scope 10 addressing your scientific and
substantive chalienges to the standards themseives.

Empowering a healthy tomorrow

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



Conflicted CEC Members Participated in the Development of the New Standards

usp.org
Aﬁ k.

RULES AND PROCEDURES
OF THE

2015-2020 COUNCIL OF EXPERTS
APPROVED 2018-06-01

P Irimaeton 2.03 Conflict of Interest
5. Expert Paneis

Commman Lases (a) General. Pursuant to Article VIII, Section 1, of the Bylaws and the Conflicts of Interest

USP-NF Standards
Other Documentary Standards

"t ey s ks T Policy in the Code of Ethics, all CoE/EC Expert members shall adhere to the Conflicts of
1. GENERAL Interest provisions set forth in this section.

1.01 Governance and Authority
As set forth in Article VII, Section 1 of the Bylaws, * % %
Ci ar for ining and

e
Phamacopeia and National Formulary (USP-NF)
may be published on behalf of the Council of Expf

ol e sporstes o o o (b) Recusal. No CoE/EC Expert shall vote nor take part in the final discussion or deliberation

of the Bylaws to make such Rules and
that are sufficient to ensure the accuracy and adej

e of any matter in which he or she has a Conflict of Interest. An Expert Panel member may

These Rules and Procedures of the Council of Ex

e B e o participate in deliberations or recommendations regarding matters in which he or she has

Project Teams. USP staff may periodically also i

ot i 5 s o o s a Conflict of Interest provided disclosure of a Conflict of Interest is made pursuant to

procedures.

e e rd Section 5.05(a) of these Rules.

prevail where the Rules are silent

5

1.03  Adoption and Amendment
Prior to adoption by the Council of Experts, these Rules shall be submitied to the
Committee of the Convention Committee) and the Board of
Trustees (Board) for review and approval as provided in Article VI, Section 5 of the Bylaws.
These Rules may be amended at any time during the cycle, provided that any proposed
:amendment also shall be submitted to the Govemance Committee and the Board for review
and approval prior to adoption.

RULES & PROCEDURES OF THE 2013-2020 CoE. Approved June 1, 2018 Page 1

Empowering a healthy tomorrow

Source 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

usp.org

RULES AND PROCI

OF THE
2015-2020 COUNCIL O
APPROVED 2018-(

ener:
Standards of Conduct
The Council of Experts
Expert Commitiees
Expert Panels
Government Liaisons
USP-NF Standards
Other Documentary Standards
Advisory Stakeholder Forums and Project Teams
Mestings

RULES & PROCEDURES OF THE 2013-2020 CoE. Approved Jund

GENERAL

1.01 Govemance and Authority
As set forth in Article VII, Section 1 of the Bylaws,
5 e

are for
Phamacopeia and National Formulary (USP-NF)
may be published on behalf of the Council of Expf
translations and line exiensions of the LSP-NF) 3
order to fuffill these responsibilities, the Council of
of the Bylaws to make such Rules and
that are sufficient to ensure the accuracy and adej
other authorized publications, and o provide for 4

2.05 Identification and Resolution of Conflict Issues.
(a) USP Responsibility. USP staff, together with the chairperson of an Expert Committee or
Expert Panel shall review Disclosure Statements on a periodic basis

* * %

(b) Expert Responsibility. Any CoE/EC Expert or Expert Panel member who believes or
should have reason to believe that he or she may have an apparent or potential Conflict
of Interest shall notify USP staff and the chairperson of the Expert Committee or Expert
Panel, as applicable, prior to any work on or discussion of the matter in question. Conflict
of Interest issues identified by a CoE/EC Expert shall be resolved as described in Section
2.05(a) above.

ccomment and full and impartial

of arproposes
These Rules and Procedures of the Council of Experts

o =
(Rules) govern the activities of the

Council of Experts and those bodies related o the Council of Experts, including the Expert

‘Committees, Expert Panels, Joint Standard
Project Teams. USP staff may periodically also i
USP website (e.g., Guidelines for USP-NF Subm
consistent with the Rules to promote transparency
procedures.

1.0

5

Procedural Questions
On procedural questions, the 11” Edition of Robe]
prevail where the Rules are silent.

1.03  Adoption and Amendment
Prior to adoption by the Council of Experts, these|
Govemance Committee of the Convention (Goved
Trustees (Board) for review and approval as pros
These Rules may be amended at any time during)
:amendment also shall be submitted to the Goven]
and approval prior to adoption.

5.05 Conflict of Interest and Confidentiality.

(a) Conflicts. Conflicts of Interest, as defined in Section 2.03(a), will not be a bar to participation
on an Expert Panel or in any deliberations or recommendations of the Expert Panel,
including voting, provided the Expert Panel member timely and adequately discloses any
Conflict of Interest as required by Sections 2.03, 2.04 and 2.05 of these Rules to other
members of the Expert Panel including the chairperson.

NG a healthy Womorrow

Source 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

quinn emanuel iailawyers | washington, de
o0 [ Steeet NW, Suite g1 Wa ngton, District of Columw

November 7, 2019

Mario P. Sindaco, M.S., MBA

Vice President, Science-Operations

Executive Secretariat to the Council of Experts
United States Pharmacopeia

12601 Twinbrook Parkway

Rockville, MD 20852-1790

Re:  Appeal of New Standard for USP General Chapters <794
Dear Mr. Sindaco:

I write on behalf of International Academy of Compound
Compounding, and Wedgewood Village Pharmacy (collectively, *
your October 30, 2019 correspondence reporting additional inform
the Coalition’s appeal of the United States Pharmacopeia’s (“USP|
General Chapter <797> Phar Ci ing—Sterile Pre|
Chapter <795> Phar ical Comp i Ni ile Prepard
detail below, your letter raises new, additional concerns about USP's|
we had already conveyed. As such, the Coalition is respectfully
address the concerns raised herein before scheduling an appeal. wif
the current record—would threaten to waste everyone’s time,

First, your letter does not shine light on the relevant proceq
As you know, the Coalition previously requested that it be provided
enable a i ion and consi ion of the merits o
Shaffer to M. Sindaco, dated Sept. 13, 2019. The appeals proces|
recent correspondence, however, affords the Coalition no such rf
contrary, the process outlined in your letter appears designed to |
make such a meaningful presentation. For example, USP is limitin,
at the hearing to a mere |-hour presentation. Such a strict, tight
opportunity for the Coalition to present and examine witnesses, as Wi
can present live testimonial evidence to the Appeals Panel, the Coali
in its ability to make a complete record of the procedural and subg
standards. As such, the Coalition respectfully requests that USP recy

auinn smanus| urquhart & sullivan. lip

Fourth, the Coalition also requests additional information from USP concerning the
unspecified conflicts of interests USP acknowledged in its August 16, 2019 initial denial of the
Coalition’s appeal. See Appeal of Revisions of Beyond-Use Date Standards in General Chapters
<795> and <797>, dated Aug. 16, 2019 at 2, fn. 2. In particular, USP acknowledged in that letter
that various CEC members had conflicts of interest yet participated in the discussion of the merits
of the Coalition’s appeal. To date, USP has not provided any information about the nature of these
conflicts, the conflicted members, their involvement in the Coalition’s appeal, or the dates on
which they ceased further participation in the new standards. To the extent the Appeals Panel is
focusing, as you write, on addressing “the sufficiency of the process used by the responsible Expert
Committee to develop and approve the standards under appeal,” it is incumbent upon USP, at a
minimum, to provide information about these conflicts well in advance of any hearing. The
Coalition therefore respectfully requests that USP promptly (i) identify all CMC members with
conflicts of interests who may or may not have recused themselves prior to final discussion and

voting on the new standards; (ii) the precise nature of those conflicts of interests; (iii) the date(s)
upon which those conflicts of interests were disclosed to USP and/or the CMC: (iv) a full
accounting of the conflicted members’ involvement in the Coalition’s appeal and/or their
mvolvement in the creation of the new standards; (v) the dates on which their participation
concluded: and (vi) all internal USP documents and communications concerning these conflicts of

._= “
interests and the conflicted members.

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




USP Refuses to Provide Information Related to these Conflicts

Bi0'aen | G990-88-L0C1+
o

W81 2980T QN SIAYO!

Via Email (gerekshaffer@quinnemanuel.com)
November 20, 2018
Dear Mr, Shaffer:

We write in response to your November 7 lefter and|
letter concemning the Coalition's further appeal of thd
General Chaplers <795> and <797>. We have the |

Hearing Dates. USP’'s Appeals Panel would like to
on Tuesday, January 21 and Wednesday, January

advance notice, the Coalition will be able to particip
your earliest convenience about the Coalition's avai
come basis, as we are trying to accommodate a nur
cannot participate in person on either January 21 or|
hearing on another date in January. We intend to cq
January.

Hearing Procedures. USP is eslablishing procedurg
will include the following features:

Time Allotted for Each Appellant. After consi
appellants, the Appeals Panel will offer each appelid
presentation with 30 minutes for the Appeals Panel
when you confirm your hearing dale avallability whe
of its hearing be treated as confidential and conduct
hearings as open meetings unless we are nolified of

Hearing Record. USP intends to relain a cou
will make the transcript available to each appellant

Compasition of the Appeals Panel, Consiste
is constituted specifically for the appeals cancerning|
chapters. None of the members of the Appeals Pand
developed and approved the standards under apped
include relevant scienlific and USP process expertis|
information and arguments presented by the Coalitid
the development and approval of the provisions bei

The members of the Appeals Panel are:

Jesse L Goodman, M.D., M.P H_, President, USP ¢
Mary Foster, Pharm.D., Council of Experls
Dennis K.J. Gorecki, B.S.P., Ph.D., Cauncil of Expeq
Amy J. Karren, B.Sc., Council of Experts
Timothy R. Franson, B.S Phamm.. M.D., Board of Try
Marilyn K. Speedie, Ph.D., Board of Trustees

Thomas R. Temple, B.S.Pharm., M.S., FAPhA, Boal

Inquiry concerning Conflicts of Interest. The Coalition requests information concerning conflicts
of interest for certain Expert Committee members, as referenced in a footnote of our August 16
response to the Coalition’s first-level appeal. Under Section 2 of the Rules and Procedures of
the Council of Experts, USP is required to maintain confidentiality relating to the conflict-of-
interest disclosures of its Expert Committee and Expert Panel members, who themselves have
obligations to maintain confidentiality of information gained in the course of their participation in
USP activities.

* % %

Kind regards,

e

Mario Sindaco
Vice President, Science—Operations and Executive Secretariat, Council of Experts

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




Section 2 of the Rules & Procedures Does Not Prevent Disclosure

usp.org
N

RULES AND PROCEDURES
OF THE
2015-2020 COUNCIL OF EXPERTS

APPROVED 2018-06-01

2 S o 2.05 Identification and Resolution of Conflict Issues.
S (a) USP Responsibility. USP staff, together with the chairperson of an Expert Committee or
T Expert Panel shall review Disclosure Statements on a periodic basis identify potential
yre— Conflicts of Interest and to ensure that all interests disclosed on the Disclosure
e Statements are disclosed to the other members of the Expert Committee or Expert Panel.
P e oy (VS 1 Where an apparent or potential Conflict of Interest is identified by a CoE/EC Expert and
o N et e b G cannot be resolved through voluntary recusal and/or intervention by the EC chair, the
S matter shall be referred to the Chair of the Council of Experts (CoE Chairperson) and the
e USP Executive Secretariat for resolution. The CoE Chairperson shall have final authority
o o T R o amen for resolving matters involving Conflicts of Interest. The minutes of any meeting at which
2 BRSNS v et a Conflict of Interest issue has been identified shall reflect disclosure and resolution of
Z&fﬁ B | such issue, including any recusal of a CoE/EC Expert due to Conflict of Interest.
mmmmm e o o

These Rules may be amemied a\any(me during the cycle, provided that any proposed
amendment also shall be submitted to the Govemance Committee and the Board for review
and approval prior to adoption.

RULES & PROCEDURES OF THE 2015-2020 CoE. Approved June 1, 2018 Page 1

Empowering a healthy tomorrow

Source 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

usp.org
Aﬁ N

RULES AND PROCEDURES
OF THE
2015-2020 COUNCIL OF EXPERTS

APPROVED 2018-06-01

Sections

1. General

2. Standards of Conduct
3 The Council of Experts.
5

6.

7t

Expert Commitiees

: Camailosns 2.04 Disclosure Statements

by iy o e o o (a) Requirement. Each COE/EC Expert and Expert Panel member shall submit to USP a

1. GENERAL Disclosure Statement disclosing all employment, professional research, organizational
R e e W Sacin ot memberships, and other relevant interests. The Disclosure Statement, shall be updated
Eﬁﬁﬁw”ﬂm:m@”&”&“gé by the member as necessary to keep it current or as requested periodically by USP, and

order to fuffill these responsibilities, the Council of

S o o e e s o the member is also obligated to advise the Expert Committee or Expert Panel chair and

that are sufficient to ensure the accuracy and adej

T USP staff of changing or emerging interests. Except as specified in Section 2.05 below
B o St s (e.g., periodic disclosure to fellow Expert Committee or Expert Panel members), the

USP wehswe (e.g., Guldehnes for USP-NF Submi
s to promote transparenc]

o information provided in Disclosure Statements shall be kept confidential.

1.02 Procedural Questions
On procedural questions, the 117 Edition of Rol
prevail where the Rules are silent

1.03  Adoption and Amendment
Pnor 10 adoption by the Council of Experts, these Rules shall be submitted to the
mmmmm Committee of the Convention (Govemance Commitiee) and the Beard of
Tms!ees (Board) for review and approval as bfcum in Article VII, Section 5 of the Bylaws.
These Rules may be amended at any time during the cycle, provided that any proposed
amendment also shall be submitted to the Govemance Committee and the Board for review
and approval prior to adoption.

RULES & PROCEDURES OF THE 2015-2020 CoE. Approved June 1, 2018 Page 1

Empowering a healthy tomorrow

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



Section 2 of the Rules & Procedures Does Not Prevent Disclosure

usp.org
N

RULES AND PROCEDURES
OF THE
2015-2020 COUNCIL OF EXPERTS

APPROVED 2018-06-01

ctions
. General
Standards of Conduct

3 2.06 Confidentiality

P Bt (a) Obligation to Maintain Confidentiality. Each CoE/EC Expert member shall maintain the
P e confidentiality of all information gained in the course of his or her activities as a CoE/EC
Expert, and shall not use or disclose such information for any purpose, unless such

. USP-NF Standards
8. Other Documentary Standards
9. Advisory Stakehoider Forums and Project Teams
10, Meetings

1. GENERAL

RULES & PROCEDURES OF THE 2015-2020 CoE. Approved June 1, 2018

1.01 Govemnance and

Authority
As set forth m Aﬂlcie Vil Semon 1.of the EMaws

Phannacma and National Fwwﬁarr {USP -NF)
may be published on behalf of the Council of Expf
translations and line extensions of the USP-NF) 3
order to fuffill these responsibilities, the Council of
of the Bylaws to make such Rules and
that are sufficient to ensure the accuracy and adej
other authorized publications, and {o provide for
comment and full and impartial consideration of 3
These Rules and Procedures of the Council of Ex
‘Council of Experts and those bodies related 1o th
‘Committees, Expert Panels, Joint Standard-Settir
Project Teams. USP staff may periodically also
USP wel)s«e (e.g. Gulde\mes for USP-NF Submi
with the Rules fo promoe transparenc|
ofocedu es
1.02 Procedural Questions
On procedural questions, the 117 Edition of Robel
prevail where the Rules are silent

1.03 Adoption and Amendment

Pnor to adoption by the Council of Experts, these|

information is already publicly available. In case of doubt as to whether information is
deemed confidential, the information shall be treated as confidential until otherwise
indicated by the USP Executive Secretariat or USP Secretary. Expert Panel members are
obligated to maintain confidentiality of materials in accordance with Section 5.05(b) of
these Rules. CoE/EC Experts and Expert Panel members should receive and send any
confidential electronic communications (i.e. all communications in the case of Expert
Committee members) from a private email address, not shared with or accessible to their
employer or any other 8~ party.

mmmmm Committee of the Convention (Govemance Commitiee) and the Board of
Tms!ees (Board) for review and approval as bfcum In Article VIl Section 5 of the Bylaws.
roposed

These Rules may be amended at any time during th

e cycle, provided that any pi

amendment also shall be submitted to the Govemance Committee and the Board for review

and approval prior to adoption.

Page 1

Empowering a healthy tomorrow

Source 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

quinn emanuel wial lawyers | washington, dc
yoo1 Street NW., Suite poo, Wa n, District of Colum|

WRITER's DIRECT DAL No.
(202) 538-8123

WRITER'S EMAIL ADDRESS
derckshaffer@quinnemanuel.com

December 6, 2019

Mario P. Sindaco, M.S, MBA

Vice President, Science-Operations

Executive Secretariat to the Council of Experts
United States Pharmacopeia

12601 Twinbrook Parkway

Rockville, MD 20852-1790

OB | Please understand that USP’s refusal to provide this information to the Coalition is

Dear Mr. Sindaco: . . . . . . .. . .
e ol PYODIEMAtiC and concerning. For one, this information is critical to assessing the legitimacy of the

20 comeontine s e s o CECS proposed revisions to Chapters <795> and <797> and the extent to which these revisions

Coalition’s appeal of the United States Pharmacopeia

General Chapter <797> Pharmaceutical Compounding— h b 11 d b d 2 1 d + = ﬂ

G e Comsenant . Ay have been propelled by undisclosed, improper influences.
additional dates for the Appeals Hearing. The Coalition
January 22, 2020 and i USP’'s 10 p!
present its case, as well as to broaden the scope of the hearing. At the same time, the Coalition is
disappointed that USP will not be making its employees or agents available 1o testify, which we
continue 1o believe would properly aid the Coalition’s presentation and inform the Appeals Panel’s
evaluation of the merits of the Coalition’s appeal. We respectfully urge USP to reconsider its
position and we incorporate by reference the concerns we have raised about the absence of due
process, while also respectfully reserving rights for the reasons we have previously stated.

That noted, one point requires further treatment. Specifically, the Coalition is perplexed
by USP’s refusal to disclose key information that would shine light on conflicts that may have
afflicted of the Compounding Expert C i (“CEC") while those members
developed, di d, and idered the revisions to General Chapters <795> and <797>, We
fail to understand why USP is declining the Coalition's request for basic information about these

' International Academy of Compounding Pharmacists changed its name 1o Alliance for
Pharmacy Compounding in December 2019,

quinn emanuel urguhart & sullivan.lip

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



The Coalition Requests USP Reconsider Its Refusal to Provide

Conflicts Information

quinn emanuel wial lawyers | washington, dc
youl Street NW, Suite pos, Washington, District of Colur

WRITER's DIRECT DAL No.
(202) 538-8123

WRITER'S EMAIL ADDRESS
derckshaffer@quinnemanuel.com

December 6, 2019

Mario P. Sindaco, M.S., MBA
Vice President, Science-Operations
Executive Secretariat to the Council of Experts

V2601 ok Py Separately, this information is
st essential to ensuring that the Coalition receives a full and fair hearing before a duly informed
i Appeals Panel. Indeed, absent this information, the Coalition as well as the Appeals Panel will be

Re:  Appeal of New Standard for USP General Chy
weont e e e e ol |@ft in the dark as to whether and to what extent the revisions under appeal may have been tainted
ot o heecicoonare | DY conflicts at the Expert Committee stage, and as to how, when, and to what extent USP sought
“ld“"“’&wcm to rpitigate or obviate the conflicts it ultimately acknowledged (albeit while withholding
Sinenmgnamy particulars).

position and we incorporate by reference the concerns we have raised about the absence of due
process, while also respectfully reserving rights for the reasons we have previously stated.

That noted, one point requires further treatment. Specifically, the Coalition is perplexed
by USP’s refusal to disclose key information that would shine light on conflicts that may have
afflicted of the Compounding Expert C i (“CEC") while those members
developed, discussed, and considered the revisions to General Chaplers <795> and <797>, We
fail to understand why USP is declining the Coalition's request for basic information about these

' International Academy of Compounding Pharmacists changed its name 1o Alliance for
Pharmacy Compounding in December 2019,

quinn emanuel urquhart & sullivan. lip

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



Conflicts Information

The Coalition Requests USP Reconsider Its Refusal to Provide

wuinn emanuel vutawes astgnse information that stands to benefit all interested parties—including appellants, stakeholders, public

We cannot conceive of a legitimate reason why USP would keep secret basic

WRITER'S DIRECT

WRITER'S EMAIL

wannesamen  STANCE 1S 1O SAY, 1IN essence, that certain members of the Expert Committee did in fact face conflicts

observers, and the Appeals Panel itself—about identified conflicts of interest that may bear directly
w¢ and profoundly upon the revisions proposed by the Expert Committee. For USP to persist in its

December6,2019 of interest while working and deliberating on the revisions, potentially right up until the point the
Mo P Sseo, M5, MBA__ revisions were put to a vote, but that USP is sworn to cover up those conflicts and its handling of
b rmrlete Al same so as to thwart full and fair examination of these particulars on appeal. Needless to say, we
12601 Twinbrook Parkway o

Rockville, MD 20852-1790 are troubled by that stance and believe others should be too.

Re:  Appeal of New Standard for USP General Chapters <795> and <797>

Dear Mr. Sindaco:

1 write on behalf of Alliance for Pharmacy Compounding', Innovation Compounding, and
Wedgewood Village Pharmacy (collectively, “the Coalition™) in response to your November 20,
2019 correspondence regarding the revised procedures and contemplated schedule for the
Coalition’s appeal of the United States Pharnm:opcn 5 (& USP ) proposed revisions to USP

General Chapter <797> Ph.arm aceutical C -ations and to USP General
Chapter <795> Pharma 1 Ci s Ili: i Thank you for providing
additional dates for the Appc lls HNI’IIL_ The Coahuon looks forward to presenting its appeal on
January 22, 2020 and USP’'s 1o provide addii time for the Coalition to

present its case, as well as to broaden the scopc of the hearing. At the same time, the Coalition is
disappointed that USP will not be making its employees or agents available 1o testify, which we
continue to believe would properly aid the Coalition's presemtation and inform the Appeals Panel’s
evaluation of the merits of the Coalition’s appeal. We respectfully urge USP to reconsider its
position and we incorporate by reference the concerns we have raised about the absence of due
process, while also respectfully reserving rights for the reasons we have previously stated.

That noted, one point requires further treatment. Specifically. the Coalition is perplexed
by USP’s refusal to disclose key information that would shine light on conflicts that may have
afflicied bers of the Compounding Expert C [CE(‘ ") while those members
developed, discussed, and considered the revisions to General Chapters <795> and <797>. We
fail 10 understand why USP is declining the Coalitions request for basic information about these

! International Academy of Compounding Pharmacists changed its name to Alliance for
Pharmacy Compounding in December 2019,

quinn emanuel urquhart & sullivan. lip

“[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 isto 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.”

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



Conflicts Information

The Coalition Requests USP Reconsider Its Refusal to Provide

quinn emanuel wial lawyers | washington, dc

WRITER'S DIRECT
(202)

WRITER'S EMAIL
derckshaffer@quinncman

December 6, 2019

Mario P. Sindaco, M.S., MBA

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
Exceuie Sececitn e Gl of Espers with USP’s reading of Section 2, but with its overall approach to conflicts and/or transparency.

If

United States Pharmacopeia

12601 Twinbrook Parkway
Rockville, MD 20852-1790

Re:  Appeal of New Standard for USP General Chapters <795> and <797>
Dear Mr. Sindaco:

1 write on behalf of Alliance for Pharmacy Compounding', Innovation Compounding, and
Wedgewood Village Pharmacy (collectively, “the Coalition™) in response to your November 20,

2019 correspondence regarding the revised procedures and contemplated schedule for the
Coalition’s appeal of the United States Phammcopcn s (“USP") proposed revisions to USP

General Chapter <797> Ph.:rm aceutical C Sterile Pr ations and to USP General
Chapter <795> Pharma 1 Ci onsterile P i Thank you for providing
additional dates for the Appc’l]s He.u'llL_ Thc Coahuon looks forward to presenting its appeal on
January 22, 2020 and iates USP’s 1o provide addii time for the Coalition to

present its case, as well as to broaden the scope of the hearing. At the same time, the Coalition is
disappointed that USP will not be making its employees or agents available 1o testify, which we
continue 1o believe would properly aid the Coalition’s presentation and inform the Appeals Panel’s
evaluation of the merits of the Coalition’s appeal. We respectfully urge USP to reconsider its
position and we incorporate by reference the concerns we have raised about the absence of due
process, while also respectfully reserving rights for the reasons we have previously stated.

That noted, one point requires further treatment. Specifically. the Coalition is perplexed
by USP’s refusal to disclose key information that would shine light on conflicts that may have
afflicied bers of the Compounding Expert C (“CEC") while those members
developed, discussed, and considered the revisions to General Chapters <795> and <797>, We
fail 10 understand why USP is declining the Coalitions request for basic information about these

! International Academy of Compounding Pharmacists changed its name to Alliance for
Pharmacy Compounding in December 2019,

quinn emanuel urquhart & sullivan. lip

“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.”

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




The Coalition Requests USP Reconsider Its Refusal to Provide

Conflicts Information

quinn emanuel wial lawyers | washington, dc

WRITER's DIRECT DAL No.
(202) 5388123

WRITER'S EMAIL

tehm b In sum, nothing in USP’s Rules (or Bylaws) disables, limits, or otherwise inhibits USP’s
December 6 2019 disclosure of information about how it has addressed conflicts of interests among its Expert

Vi ottt S Comlins Committee. To the contrary, the Rules call for the disclosure of this information, and so does due

Executive Secretariat 1o the Council of Experts

United Sats Pharmacopeia process, basic fairness, and the ability of USP to claim public legitimacy as it makes pivotal

12601 Twinbrook Parkway

Bkl MDA SR judgments upon which industries, professions, and public health depend. We thank you for
Re:  Appeal of New Standard for USP General Chapters <795> and <797> 0 . . 0 G
considering this one further submission and look forward to your prompt response. As always, we

Dear Mr. Sindaco:

1 write on behalf of Alliance for Pharmacy Compounding', Innovation Compoundis Wi ll be at your diSpOSﬂl if you WiSh IO diSCuSS.

Wedgewood Village Pharmacy (collectively, “the Coalition™) in response to your Noveml
2019 correspondence regarding the revised procedures and contemplated schedule (67 The
Coalition’s appeal of the United States Pharmacopeia’s (“USP”) proposed revisions to USP

General Chapter <797> Ph.:rm aceutical C Sterile Pr ations and to USP General

Chapter <795> Pharma 1 Ci onsterile P i Thank you for providing

additional dates for the Appc’l]s He.u'llL_ Thc Coahuon looks forward to presenting its appeal on “ .

January 22, 2020 and iates USP’s 10 provide addii time for the Coalition to T th t t h e R I es C al I fo th e d S C I 0 S e Of
present its case, as well as to broaden the scope of the hearing. At the same time, the Coalition is 0 e CO n ra ry, u r I u r

disappointed that USP will not be making its employees or agents available 1o testify, which we

continue to believe would properly aid the Coalition’s presentation and inform the Appeals Panel’s . . . -
evaluation of the merits of the Coalition’s appeal. \‘:ﬁ: respectfully urge USP loprgcunsidcr its t h I S I n fo r I I I at I O n a n d SO d OeS d u e p ro CeSS baS I C
position and we incorporate by reference the concerns we have raised about the absence of due ) ]

process, while also respectfully reserving rights for the reasons we have previously stated.

That noted, one point requires further treatment. Specifically, the Coalition is perplexed fa i rn eSS y a n d th e a b i | ity Of U S P tO CI a i m p U bI i C

by USP’s refusal to disclose key information that would shine light on conflicts that may have
afflicied bers of the Compounding Expert C (“CEC") while those members

it et b emieriit o i e i G T legitimacy as it makes pivotal judgments upon which
MR T industries, professions, and public health depend.”

quinn emanuel urquhart & sullivan. lip

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



USP’s Response




Conflicts of Interest: Why It Matters to the Coalition?

« 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?

1. GENERAL
US . 1.01 Governance and Authority
wmp As set forth in Article VII, Section 1 of the Bylaws, the Council of Experts and its Expert
EULES AND PR CEGURES Committees are responsible for determining and approving content of the United States
OF THE Pharmacopeia and National Formulary (USP-NF) and other compendia and information that may
2013-2020 COUNCIL OF EXPERTS: be published on behalf of the Council of Experts or an Expert Committee (including translations
ARRRAVED 2016020 and line extensions of the USP-NF) and any associated reference standards. In order to fulfill
i these responsibilities, the Council of Experts is authorized under Article VIl Section 5 of the
7 Smcaorciel Bylaws to make such Rules and Procedures, not in conflict with the Bylaws, that are sufficient to
e ensure the accuracy and adequacy of the content of the USP-NF and other authorized
& o Uanons publications, and to provide for adequate notice and opportunity for public comment and full and
e o impartial consideration of all proposed changes to such publications. These Rules and
e Bl L i R Procedures of the Council of Experts (Rules) govern the actwltles of the Council of Experts and
LSOENERA Joint Standard- Settlng Suboommlﬂees Stakeholder Forums and Prolect Teams. USP staff may
il Gl B S e periodically also issue Guidelines publicly accessible on the USP website (e.g., Guidelines for
Pharmocapess nd asanat ey USPAL) o oot Gompercie o icrmaton ety USP-NF Submissions; Accelerated Revisions, and others) consistent with the Rules to promote
ancin eenions o 1o USPAND nd an assocled Geronce samids, I cuer 1ol transparency of USP's internal processes and procedures.
these responsibilites, the Council of Experts is authorized under Articie VIl Section 5 of the

Bylaws to make such Rules and Procedures, not in conflict with the Bylaws, that are sufficient to
ensure the accuracy and adequacy of the content of the USP-NF and other authorized

publications, and to pmv!de for adequate natice and o
impartial

Procedures of the (}ounc»l of Experts (Rules) govern the activities

those bodies related to the Council of Experts, including the Expert] U S P t ff m

Jaint Forums and Py S a a

periodically aiso issue Guidelines publicly accessible on the USP ]
PoNF

e e pErlOdically also issue Guidelines publicly accessible on the USP website (e.g., Guidelines for

oo ve s miesiosd - (JSP-NF Submissions; Accelerated Revisions, and others) consistent with the Rules to promote
e e e fTANSPArENCY of USP’s internal processes and procedures.

Committee of the Convention (Governance Commitiee) and the

review and approval as provided in Article VI, Section 5 of the Byl
amended at any time during the cycle, provided that
submitted to the Governance Committee and the Board for review and approval prior to
adoption.

SRR o R - « USP’s refusal to provide this information is contrary to USP’s
oft-stated commitment to transparency in standard-setting.

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



USP’s Purported Commitment to “Collaboration and Transparency”

H Dear Colleagues,
\ 3

As we set the course for 2020 and beyond, it is important that we remain true to the
principles that have made us a trusted and respected standards-setting organization

for nearly 200 years.

e ] | (A

Py s

Ronald T. Piervincenzi, Ph.D.
Chief Executive Officer

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




USP’s Purported Commitment to “Collaboration and Transparency”

H Dear Colleagues,
\ 3

Our impact and achievements are deeply rooted in the rigorous
evaluation of scientific data, collaboration and transparency in the standards-setting

process, and the honest reporting of results.

e ] | (A

Sy L.
Ronald T. Piervincenzi, Ph.D.

Ronald T. Piervincenzi, Ph.D.
Chief Executive Officer

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




USP’s Purported Commitment to “Collaboration and Transparency”

H Dear Colleagues,
\ 3

This Code of Ethics reflects our continued commitment to integrity and includes
resources we are all expected to use when faced with ethical questions or if we observe
illegal or unethical conduct.

e ] | (A

Py s

Ronald T. Piervincenzi, Ph.D.
Chief Executive Officer

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




Conflict of Interest Case Study: Eric Kastango

* 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

Transition: Mr. Eric Kastango announced that he has resigned from the CMP EC to protect

LJS,P the integrity of USP and its processes. His consulting work directly involves General Chapter
e <797>; he is involved with the application and enforcement of this General Chapter by state
o regulatory agencies. Although he will no longer be an EC member, USP will continue to
Chai:Gig Davidson engage him as an advisor on General Chapter <797> in accordance with Section 5.06 of the
Scientific Liaisons: Rick Schnatz, Jeanne Sun -
Scmomull /i I e Rules and Procedures of the CoE, excerpted as follows:
Minutes—Final
Goss masncpusgoucanes An Expert Committee may also request assistance from an individual who is not
¥ Paelie g et a CoE/EC Expert to participate in discussion or review documents where such
Attendees . . . . - - . .
S _ individual provides necessary expertise not available within the Council of
£ G s (e o 10 Unda ke Experts or Expert Committees. Such individual shall be required to sign a
3 Cimong B 18 danpar confidentiality agreement requiring that the confidentiality of all information
6. Maria do Carmo Garcez 14, Regina Peacock 3 L e 5 Y
5 Pavakiane bt provided to such individual be maintained.
Unable to Attend
Keith St. John
Ichaan Ery o . Wecale, S o, Tarancs s, Y Sun The Chair, EC members, and USP staff recognized Mr. Kastango’s extensive contributions
Soonmen to the CMP EC and General Chapter <797>.

Nadine Shebab (via WebEx)
Unable to Attend
Melissa Schaefer

Observers

e btk b oo * After working on the <797> Subcommittee for nearly two
B e e e and a half years, Mr. Kastango resigned as its Chairman in

Sun, Marie Temple, Matthew Van Hook, Andrzej Wilk

April 2013 for undisclosed conflict-of-interest reasons.

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



Conflict of Interest Case Study: Eric Kastango

.

2010-2015 Compounding (CMP) Expert Committee
Meeting #2
Tuesday-Wednesday, April 26-27, 2011
USP Headquarters, Rockville, Maryland
Briggs-Parker / Marshall / Wiley Rooms

Final Meeting Minutes
Ci Internal C Only
Not for Public Disclosure

Goals and Anticipated Outcomes

1. Discuss compaunding policy topics

2. To convene subcommittee individual working sessions
3. Toreceive reports from subcommittees

Attendance
Expert Committee Members: Gigi S. Davidson, B.S. Pharm., DICVP, Chair; Lisa D.
Ashworth, B.S. Pharm, R.Ph., Vice-Cha}r: Loyd V. Allen, Ph.D.; Gus S. Bassani,

The Chair announced that Mr. Kastango was conducting a <797> Compliance survey to

establish the gaps in the Chapter and she asked him to inform the Committee of his efforts.

= Mr. Kastango reported that he is working on a project that will survey pharmacy facilities on
the compliance of GC <797>. This project will be led from his consulting group, Clinical 1Q.
He said the survey asks pharmacists if they comply with all of <797> or not. The intent is to
capture feedback and all problems associated with the compliance of <797>; the survey is
an anonymous web-based gap analysis tool.

= Mr. Kastango said the survey will close in June or July and will be shared with the
Committee and FDA. The goal is to publish the first-set of findings in the journal, Pharmacy,

Purchasing & Products, by fall of this year. Dr. Allen said he would also be happy to

b. <797> Subcommittee

v Mr. Kastango explained that this subcommittee is revising <797> Pharmaceutical

""" Compounding—Sterile Preparations to make the chapter more user friendly, incorporate
— frequently asked questions, and address the continuum of practitioners that practice
vy sterile compounding. He emphasized the following key points discussed at the working

meeting:
e * The chapter should include the best science and procedures to ensure patient
safety.

Quality needs to be built into the process.

The CDC has found that microbes can penetrate filters (e.g. Serratia). If
oy microorganisms enter a clean room, they can contaminate a compounded
e preparation Human and environmental factors must be controlled

e standards.

consider publication of the results in his journal.

« 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

oy

<797> revisions and freely shared
USP data with FDA.

Source 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.



Conflict of Interest Case Study: Eric Kastango

2010-2015 Compounding Expert Committee (CMP EC)
Meeting #6
April 25, 2013
USP Headquarters, Rockville, MD

Chair: Gigi Davidson
Scientific Liaisons: Rick Schnatz, Jeanne Sun
‘Compendial Project Manager: Donna Goldberg
Execultive Secretariat Liaison: Marie Temple

Minutes—Final
Goals and Anticipated Outcomes
+ Discuss compounding policy topics
+ Receive Subcommittee reponts

Attendees

Expert Committee Members
1. Gigi Davidson (Chair) 9. Keisha Lovoi
2. Lisa Ashworth (Vice Chair) 10. Linda McElhiney
3. Loyd Allen 11. William Mixon
4. Gus Bassani 12. David Newton
5. Edmund Eider 13, Alan Parr
6. Maria do Carmo Garcez 14, Regina Peacock
7. Deborah Houston 15. Robert Shrewsbury
8. Patricia Kienle

Unable to Attend

Keith St. John

FDA Liaisons.

Jonathan Bray, John W. Metcalfe, Sanja Modric, Terrance Ocheltree, Yichun Sun
Unable to Attend

lan DeVeau, Edisa Gozun, Pamela Lee, Judith McMeekin,

CDC Liaisons

Nadine Shebab (via WebEx)
Unable to Attend

Melissa Schaefer

Observers
Ryan Forrey, The Ohio State University Wexner Medical Center; Cynthia Thomas, Becton
Dickinson Medical

USP Staff

Shawn Becker, Arline Bilbo, Donna Bohannon, Ben Firschein, Sharon Germann, Donna
Goldberg, Desmond Hunt, Angela Long, Lyndsay Meyer, Laura Provan, Rick Schnatz, Jeanne
Sun, Marie Temple, Matthew Van Hook, Andrzej Wilk

Transition: Mr. Eric Kastango announced that he has resigned from the CMP EC to protect
the integrity of USP and its processes. His consulting work directly involves General Chapter
<797>; he is involved with the application and enforcement of this General Chapter by state
regulatory agencies. Although he will no longer be an EC member, USP will continue to
engage him as an advisor on General Chapter <797> in accordance with Section 5.06 of the
Rules and Procedures of the CoE, excerpted as follows:

An Expert Committee may also request assistance from an individual who is not
a CoE/EC Expert to participate in discussion or review documents where such
individual provides necessary expertise not available within the Council of
Experts or Expert Committees. Such individual shall be required to sign a
confidentiality agreement requiring that the confidentiality of all information
provided to such individual be maintained.

The Chair, EC members, and USP staff recognized Mr. Kastango’s extensive contributions
to the CMP EC and General Chapter <797>.

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.

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




Conflict of Interest Case Study: Eric Kastango

Transition: Mr. Eric Kastango announced that he has resigned from the CMP EC to protect
the integrity of USP and its processes. His consulting work directly involves General Chapter

LJS_Q <797>; he is involved with the application and enforcement of this General Chapter by state
o regulatory agencies. Although he will no longer be an EC member, USP will continue to
AR AR engage him as an advisor on General Chapter <797> in accordance with Section 5.06 of the
USP Headavarers. Rockvile MO Rules and Procedures of the CoE, excerpted as follows:

Chair: Gigi Davidson
Scientific Liaisons: Rick Schnatz, Jeanne Sun
‘Compendial Project Manager: Donna Goldberg

Execuve Secretaiat Liaison: Marie Temple An Expert Committee may also request assistance from an individual who is not
Minutes-Final a CoE/EC Expert to participate in discussion or review documents where such

Goals and Anticipated Outcomes individual provides necessary expertise not available within the Council of

+ Discuss compoundit licy topics P . « . o,

. Rocis S oTHS s Experts or Expert Committees. Such individual shall be required to sign a
Attendees confidentiality agreement requiring that the confidentiality of all information
AP Gl Davdson (et 0. KelshaLowl provided to such individual be maintained.

2. Lisa Ashworth (Vice Chair) 10. Linda McElhiney

% Ba tagse 12 Davit Newton

§ Brafge e e 1% Bugka Pessck The Chair, EC members, and USP staff recognized Mr. Kastango'’s extensive contributions

Deborah Houston 15. Robert Shrewsbul

.3, P e " to the CMP EC and General Chapter <797>.
Kelth St domn "
FDA Liaisons
Jonathan Bray, John W. Metcalfe, Sanja Modric, Terrance Ocheltree, Yichun Sun
Unable to Attend
lan DeVeau, Edisa Gozun, Pamela Lee, Judith McMeekin, . . .
* Incredibly, USP continued to retain Mr. Kastango
Unable to Attend
Melissa Schaefer - . .
as an advisor on Chapter <797> despite his
Ryan Forrey, The Ohio State University Wexner Medical Center; Cynthia Thomas, Becton

Dickinson Medical

conflicts!!!

Shawn Becker, Arline Bilbo, Donna Bohannon, Ben Firschein, Sharon Germann, Donna
Goldberg, Desmond Hunt, Angela Long, Lyndsay Meyer, Laura Provan, Rick Schnatz, Jeanne
Sun, Marie Temple, Matthew Van Hook, Andrzej Wilk

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



Conflict of Interest Case Study: Eric Kastango

use

US Pharmacopesl
Convention

Compounding Expert Committee (CMP EC)
Monday, April 11, 2016

USP-U.S., Rockville, MD Unable to Attend

Chair: Gigi Davidson
Scientific Liaisons: Rick Schnatz, Jeanne Sun -
Expert Commitee Manager: Emiy nn Heyer Alan Parr, Brenda Yuzdepski

Marie Temple

Minutes-Final

Goals and Anticipated Outcomes vo' u nteer Observers
« Discuss and review Subcommittee activities and Work Plan

" Docusscompounin ki 17. Eric Kastango, Compounding with Hazardous Drugs Expert Panel

Expert Committee Members

1. Gigi Davidson (Chair) 9. Brenda Jensen
2, P;:'id:iﬁ;nle(\fioe(}hair) :?iﬁirl‘li‘anxﬁmn L.
g: 5;12;5“:[ 12 B aven Government Liaisons
3 asal 5 y Rot o -
i ot P o Jane Axelrad, FDA; Jonathan Bray, FDA; lan Deveau, FDA; John Metcalfe, FDA; Erika Pfeiler,
8. Deborah Houston 16. James Wagner

i FDA; Sara Rothman, FDA; Edisa Gozun, FDA; Nadine Shehab, CDC

Alan Parr, Brenda Yuzdepski

Volunteer Observers
17. Eric , Ci with Drugs Expert Panel

Government Liaisons
Jane Axelrad, FDA; Jonathan Bray, FDA: lan Deveau, FDA: John Metcalfe, FDA; Erika Pfeiler,

i « Indeed, Mr. Kastango continued to attend CEC

Observers
Jay Ashworth, GE Healthcare: David Barnes, GE Healthcare; Bona Benjamin, American Society

of Health-System Pharmacists; William Claunch, Cardinal Health; Luis Garcia, Cardinal Health;; T : : :
Vivian Loveless, University of Tennessee College of Pharmacy: Michael Moné, Cardinal Health: l I I e e I n S u n I a e a S e e l I I e r I n I S
Jeffrey National iation of Nuclear F ies: Michael Storey, Ohio State

University

e e capacity as an expert for another USP Expert
Committee.

Venema

GMP EC Meeting RAW NOTES Poge 10012

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



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

1390 T Steeet NW

July 31. 2019

Compounding E;
United States Ph
12601 Twinbrog
Rockville. MD ]
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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 argumfents
as to how and why the revised
standards are unsound
scientifically, procedurally, and

legally.

Attached to the appeall were
several exhibits supporting the

Coalition’s arguments.

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

usp.org
-

Compounding Expert Committee (CMP EC)
Thursday, August 8, 2019

USP.US
Rockville, Maryland
Preliminary Agenda

Goals and Anticipated Outcomes
+  Discuss and review Subcommitiee activities and Workpian

Attendees
Aftendee list provided on the day of the meeting

R ) 10:15am. 3. Requests for Postponement/Appeals Ms. Davidson
CLOSED TO ALL OBSERVERS AND GOVERNMENT LIAISONS .
W00, 1. Procedural Wailers and Standards of Conduct a. Owerview of the requests
The meeting will be called to order, and procedural matters addressed.

a. Call Meeting to Order ) b. SUDNI’III’IQ |I'ITBFITIE.HEH

b. Establish Quorum

¢. Identffication of Observers and Confidential Information
a. Conflicts of Interest

e Review of Appeals and Postponement Procedures

END CLOSED SESSION

— 12230 p.m. LUNCH

10:00 am. 2. Open Procedural Matters
a Welcome

b. Meetings Center Announcements

€. Announce Changes to Attendee List, Confirm Quorum ;
:;: Wﬁf&"" Pievious Mesfing's Minites 1:00 pom. 4. Requests for Postponement/ Appeals Ms. Davidson
9. Procedual Announcements a. Owerview of the requests

HA e e e b. Supporting Information

b, Supporting Information

1230p.m LUNCH

1:.00 pm. 4. Requests for PostponementAppeals Ms. Davidson
a. Overview of the requests
b. Supporting Information

2:30 p.m. Break

Empowering a healthy tomorrow

Source 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

ADMINISTRATION

{ 4 U.S. FOOD & DRUG

April 16,2018

Ms. Shawn Becker

Senior Director, Healthcare Quality Standards

The United States Pharmacopeial Convention, Inc.
12601 Twinbrook Parkway

Rockville, MD 20852

S « At the August 8, 2019 meeting, Ms. Gigi Davidson, the

FDA is writing 1o reiterate our concems about the United States Pharmacopocia (USP)'s

proposal in the draft <797> for the assigr of beyond. dates (BUDs) to P d . y . . - ]
sterile preparations (CSPs) hased on the dating in the applicable USP monograph, if such a C h f U S P C E C d I d f th f t t m th t
monograph exists. FDA is similarly concerned about the proposal to assign BUDs based on a a I r O S y I S C Ose 0 r e I r S I e y a I n
stability study. Stability studics are not sufficient to model the risk of microbiological

S S s A o S e April 2018 it received a letter from the FDA that was

flicient] by h ical data, and that are not

et e e i described as a critical input that USP relied upon in

could significantly exacerbate the harm caused by ofa

drug.

PR — developing the revised <797> standards.
For the following reasons, FDA Is that the c ding USP I fi

table 8 in the draft <797> for assigning the BUD. The BUD for a CSP should not exceed that
which is specified in Table 8, and the BUD may be shorter if there are stability concems that, as
reflected in the monograph, necessitate a shorter date. This approach would recognize that a CSP
with a monograph that demonstrates physical and chemical stability at a longer date is not any
less prone to sterility assurance concerns than a different substance that is not the subject of a
monograph.

FDA recognizes that USP develops the dating in monographs based on robust stability studies
that demonstrate the physical and chemical stability of the substance through the BUD. FDA also
recognizes that the studies demonstrate that the container is appropriate such that it does not
leach into or otherwise react with the drug product. However, stability studies do not sufficiently
model the risk of microbiological ination during produetion. For example, USP
monographs do not specify manufacturing stenlization details, such as autoclave time and

U.S. Food & Drug Administration
10803 New Hampshire Avenue
Silver Spring. MD 20803

www. {010 gov

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



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

* 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.

INNOVATION
COMPOUNDING

SRV
e e
1,

y Alli f
ﬁ/((' B\ U.S. FOOD & DRUG Aliance for (), wedgeuwod

ADMINISTRATION Compounding P HARMATCY

WEALTy,
o .
%

A

Sterility Testing First, scientific consensus does not suggest any need to shorten BUDs for CSPs that are

not sterility tested. Whether or not sterility testing has been performed does not determine the
During a recent teleconference, USP suggested that performing a sterility test may mitigate compounder’s ability to achieve or maintain sterility of a CSP. Indeed, relying upon “end-product
FDA’s concern with CSPs being labeled with BUDs that exceed the default BUDs in table 8. sterility testing” over and above the “sterilization process” itself is “without scientific foundation
However, merely passing a sterility test does not indicate that a CSP batch is, in fact, sterile; and can lead to erroneous conclusions.” T.A. du Plessis, The Shelf Life of Sterile Medical Devices,
rather, adequate sterility assurance is a result of all activities that take place in a facility, 13 S. AFR. ORTHOPAEDIC J. 32, 33-34 (2014) ("It clearly follows that end-product sterility testing
including robust environmental and personnel monitoring.! We note that the newest revision of of a few medical devices following sterilization to *demonstrate’ or *prove’ that the entire batch is
the chapter has significantly decreased monitoring activities as compared to the initial draft sterile, without a proper prior process validation, is without scientific foundation and can lead to
chapter that appeared in the PF. Since not all these sterility assurance activities are accounted for erroneous conclusions with regard to the sterility of the batch as a whole. . .. Previded a properly
in the monographs or in the newest revision of the chapter, BUDs unsupported by validated sterilization process is used, and the integrity of the packaging is maintained, there is
microbiological contamination risk data should be set conservatively, as reflected in table 8. no reason to limit the shelf life of a sterile medical device—especially so in the case of radiation
The table 8 BUDs reflect a compromise that balance the quality risks associated with CSPs and sterilization” (emphasis added)) (attached hereto as Exhibit A): see also Frances W. Bowman, T/e
the need for patient access to CSPs. Longer BUDs would require scientific support currently not Sterility Testing of Pharmaceuticals, 58 J. PHARMACEUTICAL ScL 1301 (1969) (attached hereto as
required under the new revision to the chapter. Exhibit B).

Source Document: Letter from FDA to Shawn Becker, USP (April 16, 2018); Appeal Letter from the Coalition to Compounding Expert Committee (July 31, 2019). 103




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

INNOVATION
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* FDA's enlistment of <797> is misplaced.

Further, it is FDA’s understanding that a concern that prompted USP to initiate the process of
revising chapter <797> was that the standards in the current chapter can be interpreted in a

variety of ways and have, therefore, presented difficulties both for compounders that seek to ¢ The prObIem iS nOt that <797> iS nOt Up tO

comply with them and states that seek to enforce them. For the standards that USP is developing the task
to have a meaningful public health impact, it is critical that they be specific enough for :
compounders and regulatory authorities to understand what is expected. A provision for stability

studies, without any guidance on what that entails, would likely be difficult to interpret and * The prOblem is that a limited number of
ik facilities were not complying with <797>, and
the States do not, according to FDA, “have
the expertise” needed to ensure compliance.

Further, as USP is aware, FDA does not conduct inspections of the vast majority of -
compounding pharmacies in the United States. States have primary day-to-day oversight over * The stated concerns do not hold for a faC|||ty
such pharmacies and may not have the expertise to review stability studies, which are not : :

typically required by states’ laws. As noted above, long BUDs based on flawed stability studies Ilke WedgeWOOd’ WhICh haS not Shown any
could have significant public health implications. Contam | natlon In any Of the thousands Of

batches it has tested since 2014.

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




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

LSERVICRy
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Conclusion

As USP is aware, once a drug intended to be sterile is contaminated and the longer it is held
before administration, the greater the potential for microbial proliferation. FDA has investigated
numerous outbreaks associated with patients who received contaminated compounded drug
products labeled with a long BUD.

FDA’s concerns associated with the proposals to assign BUDs based on the dating in the
monograph or a stability study are rooted in our experience responding to outbreaks associated
with compounded drugs. Pharmacies, federal facilities, and physicians that compound sterile
drug products look to USP standards to understand the practices and conditions that must be met
to produce a sterile and otherwise high quality product. Many states similarly look to USP
standards for inspections and enforcement. The revisions pertaining to BUDs would send a
concerning signal to these entities that assigning a BUD based on monograph dating that is
divorced from sterility assurance, or based on any stability study that they conduct no matter its
content or rigor, is acceptable. This would constitute a significant loosening of the standards that
USP initially proposed to raise the bar for sterile compounding broadly and decrease the
potential for serious patient harm associated with contaminated compounded drug products.

INNOVATION
COMPOUNDING

Alliance for

Pharmacy wedqewood
Compounding C?/ 9

P HARMATCY

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.”

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




USP’s Reliance on the April 2018 FDA Letter Was Misguided
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However, even if USP did provide detailed standards for conducting stability studies, concerns
would remain. For example, FDA is concerned about the quality of the stability studies that
compounders not subject to current good manufacturing practice requirements may conduct. To
conduct a meaningful study that demonstrates that a drug product is sterile and stable through its
BUD, an entity must conduct a number of tests that, in FDA’s experience, state-licensed
pharmacies, federal facilities, and physicians do not typically perform and are beyond their
capabilities. When FDA has reviewed or become aware of stability studies conducted by
compounding pharmacies, they have been deficient. For example, during a recent inspection,
FDA noted that although a compounding pharmacy assigned a BUD to a drug product based on a
stability study, FDA laboratory analysis of the drug product, which was within its BUD, revealed
that it was 1% of its labeled potency.

July 31, 2019

Compounding Expert Committee
United States Pharmacopeia
12601 Twinbrook Parkway
Rockville, MD 20852-1790

Re:  Appeal of Revisions of Bevond-Use Date Standards in General Chapters <795> and
<797>

Dear Compounding Expert Committee:

I write respectfully to appeal on behalf of a coalition of compounding pharmacies and
professional associations (“Coalition™) pursuant to Article VII, Section 7 of the Bylaws of the
United States Pharmacopeia Convention (“USPC™).

* * *

At the same time, the Coalition
stands ready, willing, and able to assist the Expert Committee in arriving at appropriate BUD dates
along with other protocols that both protect the interests of the public and ensure patient access to
needed medications.

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

<!y « All interested and relevant parties must be

-
\ .'o) '2. d" QN f\/ involved in the standard-setting process.

‘ 7\ | ‘)7 ® :\ .43 « USP cannot rely upon FDA's private, unilateral
\ q ® ) - A 4 submissions (sent outside official notice and
¢ ) — N G | comment channels) without informing the
o d "o £ i\ ? W | ‘ public of those submissions or making them
)’ 7 \ b "‘é 2 f 7/¢ available to the public for comment.
/ O @ ™ < . ' '
Hﬁ. | ((‘/‘ e '_L.:, ~J Dy 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

it
et OUNDABCAAAE S703 44BA 4418 09103CHOTD,

(797) PHARMACEUTICAL COMPOUNDING—STERILE PREPARATIONS

Change 1o read:

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

Source Document: USP General Chapter <797> (June 2019).
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(797) PHARMACEUTICAL COMPOUNDING—STERILE PREPARATIONS

Change 1o read:
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USP’s Revisions Depart from and Ignore Scientific Consensus

12.2 Sterility Testing

Sterility testing is not required for Category 1 CSPs (see Table 10). If a Category 2 CSP is assigned a BUD that requires sterility testing (see_Table 17), the
testing must be performed according to (71} or a validated alternative method (see Validation of Alternative Microbiological Meth 1 that is non-inferior
to (71) testing.

If sterility testing is performed, the minimum quantity of each container to be tested for each media is specified in Sterility Tests (71), Table 2, and the number
of containers required to be tested in relation to the batch size is specified in Sterility Tests (71), Table 3, except as described below.

If the number of CSPs to be compounded in a single batch is less than the number of CSPs needed for testing as specified in Sterility Tests (71), Table 3, additional
units must be compounded to be able to perform sterility testing as follows:

If between 1 and 39 CSPs are compounded in a single batch, the sterility testing must be performed on a number of units equal to 10% of the number of

CSPs prepared, rounded up to the next whole number. For example:

If 1 CSP is compounded, 10% of 1 rounded up to the next whole number would indicate that 1 additional CSP must be prepared for sterility testing.

If 39 CSPs are compounded, 10% of 39 rounded up to the next whole number would indicate that 4 additional CSPs must be prepared for sterility

testing.

If more than 40 CSPs are prepared in a single batch, the sample sizes specified in Sterility Tests (71), Table 3 must be used.

If sterility testing is performed according to (71}, a Sterility Tests (71), Method Suitability Test must be performed to ensure that contamination can be
recovered. If performing sterility testing according to (71), the Sterili 7 for Sterility of the Pr: i mbrane Filtration method is
the method of choice when the CSP formulation permits. The preferred alternative is the (71), Test for Sterility of the Pr min irect lation of
the Culture Medium method. If an alternative method is used for sterility testing, the method must be validated (see (1223}) and demonstrated to be suitable for
that CSP formulation.

Sterility tests resulting in failures must prompt an investigation into the possible causes and must include identification of the microorganism, as well as an
evaluation of the sterility testing procedure, compounding facility, process, and/or personnel that may have contributed to the failure. The source(s) of the
contamination, if identified, must be corrected, and the facility must determine whether the conditions causing the sterility failure affect other CSPs. The
investigation and resulting corrective actions must be documented.

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

It clearly follows that end-product sterility testing of a
few medical devices following sterilisation to ‘demon-
strate” or ‘prove’ that the entire batch is sterile, without a
proper prior process validation, is without scientific
foundation and can lead to erroneous conclusions with
regard to the sterility of the batch as a whole.

Abstract

“The fssues of the shelf life of sterile medical devices and the concept of end-product sterility testing of a sample

of devices to prove the sterility of a batch of sterile devices are discussed against the background of the

probabilistic approach to sterility and sterilisation. The particular role that the sterilisation technique and the
» ey st ty and the

are
 not time-related. and

. — Provided a properly validated sterilisation process is
used, and the integrity of the packaging is maintained,
there is no reason to limit the shelf life of a sterile medical
device — especially so in the case of radiation sterilisation.

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

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



USP’s Revisions Depart from and Ignore Scientific Consensus

Guidance for Industry

Container and Closure System Integrity
Testing in Lieu of Sterility Testing as a
Component of the Stability Protocol for

Sterile Products

However, as discussed below sterility tests for the purpose of demonstrating
continuing sterility have limitations, with respect to the method's reliability, accuracy, and the
conclusions that may be derived from the results. Because of the limitations of sterility tests
described below, 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.

For questions on the content of the guidance. contact CBER ‘s Office of Compliance and
Biologics Quality at 301-827-3031: CDER s Office of Pharmaceutical Science at 301-796-1228:
CDRH'’s Office of Device Evaluation at 240-276-3747: or CVM's Office of New Animal Drug
Evaluation at 301-827-6963.

U. S. Department of Health and Human Services
Food and Drug Administration

Center for Biologics Evaluation and Research
Center for Drug Evaluation and Research
Center for Devices and Radiological Health
Center for Veterinary Medicine

February 2008

 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.”

i
Source 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.




USP’s Revisions Depart from and Ignore Scientific Consensus

T ] See USP GENERAL CHAPTER <1211>
f— o  STERILITY ASSURANCE (“CHAPTER <1211>") 8008 (“In a real sense, microbiological safety is
o = achieved through the mmplementanon of interrelated contrels that i combination provide

confidence that the items are suitable for use as labeled. It is the controls that provide the desired
e gssurance from microbiological risk rather than the resulis of any in-process or finished goods

oo o festing.” (emphasis added)).
e o |nstead,  what  matters most is whether a
S compounder strictly adheres to best practices for
e e e establishing and  maintaining a  sterile
e S S environment, as other provisions of the USP
et T standards recognize.

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




USP’s Revisions Depart from and Ignore Scientific Consensus

« USP casually dismisses the
Coalition’s arguments as to:

usp.org
=k

e, A, 200 — the lack of scientific consensus for
To: Derek L. Shaffer, Partner, Quinn Emanuel Urquhart & Sullivan, LLP ("Quinn .
sl shortening the BUD for CSPs that have
e T L Drocaiin g i - .
Seot B e Vo Frsdn irsors Ay not undergone sterility testing;
From: Mario Sindaco, Vice President, Science —Operations and Executive Secretariat,
regara|  Oterility testing provides a point in time result of a formulation and provides some level of — the | ||Og ica| d ifferen ces between the
assurance of sterility but is not by itself “designed to ensure that a batch of product is sterile or .
sarvi has been sterilized.” As noted in Exhibit A, the CMP EC agrees that sterility testing alone maximum BUDs for room temperatu re,
mseo  lOES NOt demonstrate that an entire batch is sterile. For extending BUDs, the CMP EC . .
siane| determined that other considerations must be in place such as more frequent personnel and refr'gerated, and frozen BU DS,
fus=d  environmental monitoring. Further, acknowledging that sterility testing is changing rapidly, as
ot noted in Exhibit B, General Chapter <71> has evolved and has been revised since 1969. H : ;
el Additional1| , General Chapter <797> expressly permits validated alternative sterility testing — the internal inconsisten Ccy between the
cnmi  Methods. ™ The sterility assurance levels (“SALs”) described in Exhibit A for medical devices i i < >
™ may be different from those CSPs. The revised General Chapter <797> describes probability revised BUD standards in _(_:hapters 795
s Of a nonsterile unit (‘PNSU”) of 10°° (also called SAL) for terminal sterilization methods. and <797> and sterility assurance
‘| Container-closure integrity (or packaging integrity as noted in Exhibit A) is also an important .
s consideration for extending BUDs. For extending BUDs beyond those in Table 11, protocols in other USP General Chapters;
Imed compounders must consider other key parameters to ensure both stability and sterility.

Upon caref%ll Consideration, 1he Compounding Expert Commitiee (CMP EC or The "EC ') has
to

decided

— why sterility testing is preferable to policing

e e am e the actual sterilization processes and
A i methods used to prepare the CSPs.

Empowering a healthy tomorrow

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



USP’s Revisions Depart from and Ignore Scientific Consensus

Dr. Loyd Allen

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.qg., Pharmacy Compounding Practice Advisory
Panel (1990-2000); USP Expert Committee on Nonsterile
Compounding (2000-2013).




USP’s Revisions Depart from and Ignore Scientific Consensus

“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,
Dr. Loyd Allen 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.
“[TIhe issue of greatest concern regarding the revised compounding

UPC =

TN
i

]
4 pharmy
Dear Appeals e, = chapters is their failure to account for the differences in small- versus
Myomui T Loyt ":: large-scale compounding. In the past, these chapters have been fairly
?ifm“f‘idﬁ‘:'n,:{t"i &y reasonable and achievable with the goal of enhancing the quality of
e ety T | i compounded preparations. . . However, the standards recently published by USP
S are far more onerous, cost-prohibitive, and appear to be patterned after industry
e standards where tens of thousands of dosage units are made.” 1d.
our duty as healthcare prof empacr
hammas T * “In particular, a serious problem is that there are no graduated levels for
mgﬁ%ﬁf we nonsterile or sterile compounding based upon the number of preparations
E:‘%ﬁﬁﬁ“mﬁ: e compounded daily. In other words, there is no relationship between the USP
St iy s m standards and the level of compounding activity a pharmacy does. For
S - example, if a compounding pharmacy does one (1) compounded prescription per
day— whether sterile or nonsterile or hazardous, etc.—it is required to be

My entire professicnal
compounding pharmacel
Oklahoma in 1966 and
University of Texas. 11
have taught pharmacy

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.

116

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



USP’s Revisions Overlook Practical Realities

« 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
goeson...;

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).




9 Problems with the Adequacy of this
Appeal Hearing

Remand to New, Fairly Informed CEC




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

US

20152020 USP BYLAWS 2015-2020 USP BYLAWS

Adapied by the USP Conrention membership on Apri 23, 2015,

Article I. Name and Principal Office

b Adopted by the USP Convention membership on April 25, 2015.

i of the corporation is The United States Pharmacopoeial Convention (hercinafier the
). The alternative spelling, “Phammacopeial,” also may be used

Seen Principal Office

T L office of the Convention shall be in such suitable place as the Board of Trustees may T
froms time (o time detemine as necessary or desirable for the conduct of the affairs of the Section 7. 5.
Convention.

The Council of Experts shall adopt rules and procedures for appealing any standard adopted by the Council.

S The appeals process shall be consistent with the following provisions:

The purposes for which the Convention is formed are as set forth in the Articles of Incorporation and
inelude developing and disseminating public stundards for medicines and other articles, and engaging in
ablic health programs. “The Convention may also set forth by resolution or in separate documents a

s Ao ol et a. A request for an appeal shall be made in writing within sixty (60) days after the date of publication of
Avticle 111, Membershi the standard as official text.

Section 1. Caf
The members

wovy Section 7. Appeals.

a Vo

| The Council of Experts shall adopt rules and procedures for appealing any standard adopted by the Council.
"1 The appeals process shall be consistent with the following provisions:

(3)  Academic instinitions including accredited colleges and schools of allopathic, osteopathic, Experts. The panel shall be chaired by the President.
and veterinary medicine, phannacy and nussing and other recognized academic institutions N
in health and science-related fields, and associations thereot?

o) b gt o e e d. The panel shall be convened within ninety (90) days after the request for further review is received,
tiose that repeesent allopathic, os s veterinary medicitic, pharmacy, nursing, : : i . it 3 s a3
e ; and the appellant shall be given the right to appear at a hearing of the panel. The decision of the

() Consumer and other organizations representing the public interest; |:l:=l|101 shall be final.

(@ Manufactuser, teade, and affiliated associations;

e. The date by which contormance with the standard is required shall be postponed while the appeal is
pending. If the standard is upheld, the date by which conformance is required shall be reestablished
so that the period allowed for implementation is not less than that provided for upon original
publication of the standard.

Source 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

R Specifically, the Panel intends to consider the sufficiency of the process used by the responsible Expert

Sent: Wednesday, Octo
To: Scott Lemer
Ce Abga T, Ammerma]

weeme - Committee to develop and approve the standards under appeal.

Dear Me. Lemer,

We aré witing 10 provide S00RONA! NTOrMation and 100
compo - Nonsterie

&1 UD POTENTIBI Ne anng Gates FOr your 30peal 0 USP Genersl Chapters Pharmaceutioal
USP has canvened aPanel to adjudicate your appeal and we would ike to offer an opportunity for an in-perion hearing, 1o the exte:
anteipate providing each appelant 1 hour 1o make a formal prese tathe Panel followed by 30 mmnutes reserved for the Pane!

e » Despite purporting to address the “sufficiency of the
e e process,” USP has refused to provide the Coalition

WOUkd PRIt terested members of the pUDIC 10 STTENd the MEeting 4s Observers, following Duf STINGANT regRtraton protess for official meetngs.
To the extent that we have space Mmtations in the hearing 100m, we would offer abservers the abiity to attend by WebEx. Please let us know ¥ you
have any questions ar i you plan to present any confidential information that you feel would rot be apprapriate for 3 public/open meeting

e G i e b e and this Panel with critical information relevant

consider the suffsency of the process used by the responsible Expen Commatee to develop and approve the standards under appeal. They will
CONSIBet S5UES SUCh 35 wheher sdequate NOLIGe 410 OPEOMUNY 101 PUDIK COmMENt wete Jovdes, Ind whether the Expert Committes
apgropnately £6 ¢ i0put provioed by

. .
)

S il g oA e s PR R e i th ereto. in Cl u d in g

Tothe L tential f re. y Ll

valuation of revisian, but
tomplemant any such actions. To the extent that the Panel denies an appeal, £
he Panel will delierate and consider all the information presented and will make ther

would share ionale for such denial After the hearings,

decrsion public at the appropriate time.

The Panel 15 NOT 3 standards-setting body under USP’s Aules and Procedures and therefore will Not be dending any appeals on thew soentific meres. - - -
e o e e — Information concernin nown and undisclose
woukd remand The standard to The responsibhe EXpert COMMRTES 10 MPRMEnt any such &TONS, To the EXIENT THat The Panel denies a0 appeal &

wOuM share the rationake for such denial. After the heanngs, the Pane! will deliDerate and CONSder Al the INFOrMation presented and will make their

e conflicts of interest;

Atthes ime, we have entdied Thursday, November 21 (aftemoon) and Friday, November 22 s dates when al members of the Appeals Panel can
e avadabie, Please let us know by Monday (November 4) whether it is feasible for you to appear 3t a hearing on either of these dates. we wil be
NPV 10 KCOMMOATE YOUT Presence i person at USP Headauarters m Rockvilie or via WebEx /woeocanference. If nerher of the dates above
works f0r you, we will schedube 3 Weblx hearing in the weeks that follow

.
S o 53 8 DG 1 4 e s AT G Y 9 1 e e 03 S e — Key withess testimo ny; and

arkest convenience

We 100K TONWaND 10 0T respanse.

— Communications with FDA.

s R ;"“ - « USP has made it impossible for this Panel to fulfill
its mandate.

:

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




The Panel Was Not Permitted to Review Information Related to

Conflicts of Interest

usp.org
Ps N

Date: August 16, 2019

To: Derek L. Shaffer, Partner, Quinn Emanuel Urg|
Emanuel’)

Ce: Barry Siegel, General Counsel, Wedgewood

Shawn E. Hodges, President, CEQ, Innovatior|
Scott Brunner, Executive Vice President, Inter]
Pharmacists (“IACP")

usp.org

From: Mario Sindaco, Vice President, Science—Ope
Council of Experts, USP @

Regarding: Appeal of Revisions of Beyond-Use Date Stan| ‘

and <797>

Dear Mr. Shaffer

This sets forth the C ling Expert C4
in response to Quinn Emanuel's appeal, submitted pursuan|
Bylaws of the United States Pharmacopeial Convention (U

i Psans e sz ool | 2 1y aoaordance with USP’s rules and policies regarding conflicts of interest, all members of the CMP

Under Article VII, Section 7 of USP’s Bylaws, the Expert Col

mmrenr e enarasy - EC were invited to discuss the appeal. However, members with conflicts of interest related to the

has undertaken to date in the revision of General Chapters

Commnes s mmen e ey General Chapters under appeal recused themselves prior to final discussion and voting.

Their decision and rationale are summarized in the following

e enmne|— S€€ LOyd Allen Jr, Gus S Bassani, Edmund J Elder Jr, and Alan F Parr, Strength And Stability Testing

beyond-use dates ("BUDs") in <795> and <797> or delay a

rectaerssoas opronce satontime o v winsl - For Compounded Preparations, U.S. PHARMACOPEIAL CONVENTION (Jan. 13, 2014),

USP acknowledges Quinn Emanuel's submission, along wil wr
The Shelf Life of Sterile Medical Devices, 13 S. AFR. OATH( ! 4 I x T3 1T/ Thes/usb/aot | WIS/SITE

|
(hereinafter “Exhibit A”) and Frances W. Bowman, The Stei A
J. PHARMAGEUTICAL SC1. 1301 (1969) (hereinafter “Exhibit Bl

Upon careful consideration, the Compounding Expert Com
decided to:*

' We recognize that your submission inciuded points related to USP's standards-setting authority and

process. The appeals provisions set forth in USP's Bylaws contemplate challenges to standards

adopted by the Council of Experts. This response is limited in scope to addressing your scientific and
tothe standards

Empowering a healthy tomorrow

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




quinn emanuel wia lawyers | washington, dc

WRITER'S DIRECT DIAL No,
(202) 538-8123

WRITER'S EMAIL ADDRESS
derckshafferiquinnemanuel.com

November 7, 2019

Mario P. Sindaco, M.S., MBA

Vice President, Science-Operations

Executive Secretariat to the Council of Experts
United States Pharmacopeia

12601 Twinbrook Parkway

Rockville, MD 20852-1790

Re:  Appeal of New Standard for USP General Chapters <795> and <797>

Dear Mr. Sindaco;

I write on behalf of 2 Academy of Ci ing Pl i I
Compounding, and Wedgewood Village Pharmacy (collectively, “the Coalition™) in response to
your October 30, 2019 correspond porting addil 1i ion concerning the status of
the Coalition’s appeal of the United States P ia’s (“USP™) revisions to USP
General Chapter <797> Pharmaceutical Compoundi Sterile P and to USP General

Chapter <795> Phar Comy ing—N ile Preparati As di d in more
detail below, your letter raises new, additional concerns about USP’s appeals process beyond those
we had already conveyed. As such, the Coalition is respectfully requesting that USP properly
address the concerns raised herein before scheduling an appeal, which—if it were to proceed on
the current record—would threaten to waste everyone's time.

First, your letter does not shine light on the relevant procedures for the appeals hearing.
As you know, the Coalition previously requested that it be provided a full and fair hearing so as to
P : P A . a2 PR o

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

First, your letter does not shine light on the relevant procedures for the appeals hearing.
As you know, the Coalition previously requested that it be provided a full and fair hearing so as to
enable a meaningful presentation and consideration of the merits of its appeal. See Ltr. from D.
Shaffer to M. Sindaco, dated Sept. 13, 2019, The appeals process you have described in your
recent correspondence, however, affords the Coalition no such rights or protections. To the
contrary, the process outlined in your letter appears designed to limit the Coalition’s ability to
make such a meaningful presentation. For example, USP is limiting the Coalition’s participation
at the hearing to a mere 1-hour presentation. Such a strict, tight limitation does not afford the
opportunity for the Coalition to present and examine witnesses, as we had hoped to do. Unless we
can present live testimonial evidence to the Appeals Panel, the Coalition will be severely inhibited
in its ability to make a complete record of the procedural and substantive defects in USP’s new

standards. As such, the Coalition respectfully requests that USP reconsider the current procedures
for the upcoming hearing and that it promptly clarify that the Coalition is, in fact, permitted to call
live witnesses, including expert witnesses and certain adverse witnesses from or associated with
USP. The Coalition is, of course, willing to work with USP (as well as other appellants) to develop

a more clear and concrete set of procedures that will allow for an efficient yet fair presentation of
all relevant evidence.

enable a meani
Shaffer to M. S

L As such, the Coalition respectfully requests that USP reconsider the current procedures

make such a me

st fOr the upcoming hearing and that it promptly clarify that the Coalition is, in fact, permitted to call

can present live
in its ability to g

=i 2ol |jve witnesses, including expert witnesses and certain adverse witnesses from or associated with

= [ER

Source Document: Letter from Derek Shaffer to Mario Sindaco (Nov. 7, 2019).
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The Panel Was Not Permitted to Hear Testimony from USP or FDA

Via Email (gerokshaffer@quinnemanuel.com)
November 20, 2018

Dear Mr, Shaffer:

We write in response to your November 7 letter and
letter concerning the Coalition’s further appeal of th{
General Chaplers <795> and <797>. We have the

s vses e e vew| - SCOPE Of the Hearing. The hearing is intended to be your opportunity to present. The Panel will

e e e ool f@SEIVE time at the end to ask clarifying questions. USP does not intend to make any members

come basis, as we are trying to accommodate a nui
cannot participate in person on either January 21 of

s heneseo - OF staff or volunteer bodies (e.g., Expert Committee members) available to serve as witnesses

uary.

mmemens v oot fOF the hearing. The Coalition is free to present any evidence that it feels is relevant to further
s e review of the Expert Committee’s decision on the appeal, which may include scientific evidence,

presentation with 30 minutes for the Appeals Panel

Doy - data, and expert witness testimony. Further, the Coalition is free to present on information made

hearings as open meetings unless we are nolified of

s use s 0 ol @VAIlADIE @fter its submission of the original appeal. In short, it is our hope that the Coalition will

will make the transcript available to each appellant

e o s oo ey UtiliZ€ the 2 hours of hearing presentation time to share any scientific and other information that

is constituted specifically for the appeals cancerning
chapters. None of the members of the Appeals Pan| ‘t f I t f |'th ] b th A I P I

devsoses n smoroved 1o sonserss waer el | TE@EIS WAITA@NLS further review by the Appeals Panel.
information and argumenis presented by the Coalitid
the development and approval of the provisions bei

MR YOIQUIR]
ssouenbpren dsn

Bi0'aen | G990-88-L0C1+
SN 296O0Z QW SA100H
A wn 109ZL

The members of the Appeals Panel are:

Jesse L Goodman, M.D., M.P H_, President, USP Convention
Mary Foster, Pharm.D_, Council of Experls

Dennis K.J. Gorecki, B.S.P., Ph.D., Cauncil of Experts

Amy J. Karren, B.Sc., Council of Ex

Timothy R. Fransan, B.S.Pham.. M.D., Board of Trustees
Marilyn K. Speedie, Ph.D., Board of Trustees

Thomas R. Temple, B.S.Pharm., M.S., FAPhA, Board of Trustees

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




The Panel Does Not Have Key Documents Relevant to the Appeal

Document Disclosure

USP provides disclosure of information and records regarding
USP standards-setting activities consistent with:
* The rights of individuals to privacy

® USP’s need to protect the confidentiality of trade secrets
and other proprietary commercial or financial information

* USP’s need to promote frank internal deliberations and
to pursue standards-setting activities without disruption

Pursuant to this policy, general information pertaining to standards-setting and other
activities, including information regarding the work and deliberations of USP’s Council
of Experts and Expert Committees, is posted and maintained on the USP website.

In addition, communications between USP and third parties relating to standards-setting
activities will be made available upon specific written request, including copies of written
correspondence to and from third parties and memoranda of telephone conversations
and meetings with third parties. Such third-party communications do not include

saaimisatinne af s leind amana ae batusan LICD ctaFff snd saambnes afthe Dosed of

N 4 In addition, communications between USP and third parties relating to standards-setting
o ETI activities will be made available upon specific written request, including copies of written

' correspondence to and from third parties and memoranda of telephone conversations
and meetings with third parties.

All requests for documents shall be made to the USP Executive Secretariat, which shall
be responsible for decisions about disclosure of information. A request may be refused
solely on the basis that it is unduly burdensome or if USP determines that diversion of
personnel from higher-priority duties would be unreasonable.

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




The Panel Does Not Have Key Documents Relevant to the Appeal

inn emanuel triat tawyers | wash

W, Suite goo, Washiagtoa,

WRITER'S DRECT DIAL NO.
(202) £38-8123

WRITER'S EMATL ADDRESS
derekshaffer @ quinnemanuel.com

August 1. 2019

Executive Secretariat
United States Pharmacopeia
12601 T Parkway
Rockville. MD 20852-1790
execsec@usp.org

B Rt D, All Communications from January 1, 2015 through the date of this request between

<797

L the USP and the FDA concerning the USP’s 2019 revisions to USP Reference

I write on behalf of Wedg

o T Standards, General Chapters <797> and <795>.

Chapters <795 (Pharmaceut]

(Ph C £
Document Dlsclosureli’uiicy ESpe:iﬁ:aJl_v, ‘Wedgewood seeks the following records:

1 All Documents® and Communication® from January 1. 2013 through the date of this
request concerning the USP’s 2019 revisions to USP Reference Standards, General
Chapters <797 and <795,

! Please note that the term “Documents” is used in its broadest sense permitted by law and. as
used herein. refers to any kind of written. typewritien or printed material and shall include. without
limitation. notes. internal or external memoranda. letters. electronic mail. log entries. reports.
calendar entries, records. drafts. working papers. publications
of hard discs and printouts therefrom within your agency’s possession. custody or control. This
request includes all responsive documents in their entirety. including each attachment. enclosure,
and exhibit.

% Please note that the term “Communications™ is used in its broadest sense permitted by faw and.
as used herein. shall mean any manner or means of disclosure. transfer. or exchange of fact.
information. ideas. opinions. or thoughts. whether by written. oral. mechanical. telephonic.

uinn emanuel umuhart & sullivan. lip
BE [ SAN FRANCIS
HET R AMRUR

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




The Panel Does Not Have Key Documents Relevant to the Appeal

WRITER'S DRECT DIAL NO.
(202) £38-8123

WRITER'S EMATL ADDRESS
derekshaffer @ quinnemanuel.com

August 1. 2019

Executive Secretariat
United States Pharmacopeia
12601 T Parkway
Rockville. MD 20852-1790
execsec@usp.org

) All scientific materials or authorities consulted by the USP in connection with the
To T Bxcuie St revisions to General Chapters <795> and <797>, particularly with respect to

I write on behalf of Wedg

- ! : . .
e g ] changes in BUD assignment rules.
Chapters -?95 (thcmr
g;cumem Dlsclogureli’uiicy ESpe:iﬁ:aJl_v, ‘Wedgewood seeks the following records:

1 All Documents® and Communication® from January 1. 2013 through the date of this
request concerning the USP’s 2019 revisions to USP Reference Standards, General
Chapters <797 and <795,

! Please note that the term “Documents” is used in its broadest sense permitted by law and. as
used herein. refers to any kind of written. typewritien or printed material and shall include. without
limitation. notes. internal or external memoranda. letters. electronic mail. log entries. reports.
calendar entries, records. drafts. working papers. publications
of hard discs and printouts therefrom within your agency’s possession. custody or control. This
request includes all responsive documents in their entirety. including each attachment. enclosure,
and exhibit.

% Please note that the term “Communications™ is used in its broadest sense permitted by faw and.
as used herein. shall mean any manner or means of disclosure. transfer. or exchange of fact.
information. ideas. opinions. or thoughts. whether by written. oral. mechanical. telephonic.

uinn emanuel umuhart & sullivan. lip
BE [ SAN FRANCIS
HET R AMRUR

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




The Panel Does Not Include Compounding Pharmacy Experts

quinn emanuel wial iawyers | washington, de
300 | Street NW, Suite g Washingt District of lu

Weire's Digrcy Dist No

Third, your letter also fails to provide any meaningful information about the composition

November 7 2019 of the Appeals Panel. Article VII, Section 7(¢) of the USP Bylaws states that all appeals will be
e heard “by a panel of three members of the Council of Experts appointed by the Chair, three
Vaior Twirook Py members of the Board of Trustees appointed by the Chair of the Board, and up to three additional

Rockville, MD 20852-1790

Re amennesssuw o CXPEIS appointed by the President in consultation with the Chair of the Council of Expert.” Please
b s e identify all members of the Appeals Panel, including by specifically identifying (i) the three

I write on behalf of Inernational Academy of

Comeans i Vsteonod e e oy members of the Council of Experts who were appointed to the Appeals Panel by the Chair: (ii) the

e i 27 el ot three members of the Board of Trustees who were appointed to the Appeals Panel by the Chair of

Chapter <795> P
detail below, your letter raises new, additional concerns ab)

wemdaiei, cmesi s e Coon 1 (e Board: and (i) any additional experts who were appointed to the Appeals Panel by the USP
“w:mr,i:ﬂ::'::i::l:T.s:\:ﬁ::i President. For each Panel member selected by USP, please explain how and why each member
e o Was selected. To state the obvious, composition of the Appeals Panel directly affects resolution

Shaffer to M. Sindaco, dated Sept. 13, 2019. The appe: . . .
e comepondnce e st s coien | by the Appeals Panel. The Coalition wants to know whom it’s appealing to and how the relevant
make such a meaningful presentation. For example, USP| . . . . . .
e e o e Lo pesnion ot 1N Jdividuals were appointed before arguing its case.
opportunity for the Coalition to present and examine witn

e g e e o
standards. As such, the Coalition respectfully requests that USP reconsider the current procedures

auinn emanuel urquhart a sullivan. lip

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




The Panel Does Not Include Compounding Pharmacy Experts

Via Email (gerekshaffer@quinnemanuel.com)
November 20, 2018
Dear Mr, Shaffer:

We write in response to your November 7 lefter and in further response fo your September 13
letter conceming the Coalition’s further appeal of the revisions of beyond-use date standards in
General Chaplers <795> and <797>. We have the following comments in this regard:

Hearing Dates. USP’s Appeals Panel would like to offer the opportunity for in-persen hearings
on Tuesday, January 21 and , January 22,
advance notice, the Coalition will be able to participate|
your earliest convenience about the Coalition's availab)

e Composition of the Appeals Panel. Consistent with the USP Bylaws, the Appeals Panel

hearing on another date in January. We intend to cong

e v menne| 15 CONSituted specifically for the appeals concerning the proposed revisions to the compounding

Hearing Procedures.
will include the following features:

e el CNAPEErS. None of the members of the Appeals Panel served on the Expert Committee that

§
E appellants, the Appeals Panel wil offer each appellant

g oo o oo rete) - d@veloped and approved the standards under appeal. The Appeals Panel was selected to

of its hearing be treated as confidential and conducted

e e senciescnd - iNClude relevant scientific and USP process expertise. It will be well-positioned to evaluate

Hearing Record. USP intends to relain a court

e ses | information and arguments presented by the Coalition and to assess the presentation in light of

Composition of the Appeals Panel. Consistent

e e the development and approval of the provisions being challenged.

developed and approved the standards under appeal.
include relevant scientific and USP process expertise.
information and arguments presented by the Coalition and to assess the presentation in light of
the development and approval of the provisions being challenged

Bi0'aen | G990-88-L0C1+

W81 29002 QM "S114100)

The members of the Appeals Panel are:

Jesse L Goodman, M.D., M.P H_, President, USP Convention
Mary Foster, Pharm.D., Council of Experls

Dennis K.J. Gorecki, B.S.P., Ph.D., Cauncil of Experts

Amy J. Karren, B.Sc., Council of Experts

Timothy R. Franson, B.S.Pham.. M.D., Board of Trustees
Marilyn K. Speedie, Ph.D., Board of Trustees

Thomas R. Temple, B.S.Pharm., M.S., FAPhA, Board of Trustees

=N

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




The Panel Does Not Include Compounding Pharmacy Experts

use
asnivspicd  Section 7. Appeals.
Adepied by the USP Cowrentron membership on April 25, 2015, & - -~ . .
PRI The Council of Experts shall adopt rules and procedures for appealing any standard adopted by the Council.

The appeals process shall be consistent with the following provisions:

11 be in such suitable pla
fe con

sizable for the condy

a. A request for an appeal shall be made in writing within sixty (60) days atter the date of publication of
the standard as official text.

b. The Council or Expert Committee establishing the standard shall work with a sense of urgency and
have up to ninety (90) days to reconsider the standard and issue a decision.

Th rs of the ior
collectively referred 10 as the “Membership™:

2 Voring Members
“onvention shall have two categories of voting Memb
whicl shall liave voting rights set forth in Section 3

c.  The appellant shall have thirty (30) days following receipt of the decision to request in writing further
review by a panel consisting of three members of the Council of Experts appointed by the Chair,
three members of the Board of Trustees appointed by the Chair of the Board, and up to three
additional experts appointed by the President in consultation with the Chair of the Council of
Experts. The panel shall be chaired by the President.

() Manufacturer, trade, and affilisted associations;

Source 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

« 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

Problems with USP’s Development
of the Revised Chapters

Problems with the Adequacy of this
Appeal Hearing

@ Remand to New, Fairly Informed CEC




Conclusion




Where Do We Go from Here?

« 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.




Questions?




