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FILED B D.C.

9/16) Complaint and Reqllest for lnjunctionPro Se 2 (Rev. 0

sEF 3 2 2816

STATES D ISTRICT CO T sywEsvjtalvyocRzEUNITED
CI-ERK .U . DI

for the s.o. oF FLA. - I/.RB.

District of

Case No.

MICHAEL DAVID DOMBROW SKI d/b/a BULA
LIFE INC a Florida Corporation

Plaintlyls)
Frite thefull nuznc ofeach plaintfwho isjlling this complaint.
.
(J'//le names ofall theplaintp  ccnnof-/zl in the â'wcp above,
please write '%ee attached'' in the space (ZaJ attach an additional

page with thefull Iist ofnames)
.V..

DRUG ENFORCEM ENT ASSOCIATION, et al,

DRUG ADM INISTM TION and CHARLES P.

ROSENBERG, in his om cial capacity as it.s

Administmtor; (see attached con't Defendants)

Dejèndnntls)
Frite thefull ntz?ne ofeach de#ndant who is being sued. f/'f/le
names ofall the defendants ctznaol-/il in the xçwce aboven pletzle
write f':cc attached'' in the space and attach an tztfdilfontzlpzgc

with thefull list ofnames)

(to bejllled in by the Clerk 's O-#lce,l

COMPLAG T AND REQUEST FOR INJUNCTION

1. The Parties to This Com plaint

The Plainti/ts)

Provide the information below for each plaintiffnamed in the complaint. Attach additional pages if

needed.

Name

Street Address

City and County

State and Zip Code

Telephone Number

E-mail Address

M ICHAEL DAVID DOM BROW SKI

98 10 Alternate Al A # l 17

Palm Beach Gardens, Palm Beach Count.y

Florida

(772) 333 5927

infoQtenagakavmcom

B. The Defendantls)

Provide the information below for each defendant named in the complaint, whether the defendant is an
individual, a government agency, an organization, or a corporation. For an individual defendant,

include the person's job or title nfknown). Attach additional pages if needed.

Defendant No. 1

Page l of 6

16-CV-81665 MIDDLEBROOKS/BRANNON
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Continued Plaintiffs

JAMES D. SCIANNO d/b/a SCIANNO INTERNATIONAL CORP.

JAMES D. SCIANNO
255 Evernia Street MU4
W est Palm Beach, Palm Beach County

Florida 33401

(561) 379-3667
scianno@ gmail.com

a Florida Corporation

KEITH P. ENGELHARDT and THOMAS W . HARRISON

d/b/a KEITHKAVA LLC a Florida Corporation
KEITH P. ENGELHARDT

THOMAS W . HARRISON

521 Clematis Street
W est Palm Beach , Palm Beach County

Florida 33401

(561) 722-8489
Xpeng3z@gmatkcom

Continued Defendant

the DEPARTMENT OF JUSTICE and LORETTA LYNCH in her official capacity as
Attorney General; and the UNITED STATES 0F AMERICA

Con't 11 B (2)(b)

DRUG ENFORCEMENT ASSOCIATION, et a1, DRUG ENFORCEMENT
ADMINISTM TION and CHARLES P. ROSENBERG, in his official capacity as its

Administrator.

Case 9:16-cv-81665-DMM   Document 1   Entered on FLSD Docket 09/30/2016   Page 2 of 25



Pro Se 2 (Rev. 09/16) Complaint and Request for lnjunction

Name CHARLES P. ROSENBERG

Job or Title (lfknown) ADM INISTRATOR FOR DEA

Street Address 8701 Monisette Drive

City and County Sprinatseld FAIRFAX

State and Zip Code Virainia

Telephone Number 202-307-1000

E-mail Address (ifknown) unknown

Defendant No. 2

Name

Job or Title (Ifknown)

Street Address

City and County

State and Zip Code

Telephone Number

E-mail Address (ifknown)

LORETTA LYNCH

Unitied States Attorney General- DEPARTM ENT OF JUSTICE

950 Pennsylvania Avenue NW

W ashinmon W ASHm GTON

DISTRICT OF COLUM BIA 20530-0001

Defendant No. 3

Name

Job or Title (ifknown)

Street Address

Cit.y and Count.y

State and Zip Code

Telephone Number

E-mail Address (lfknown)

Defendant No. 4

Name

Job or Title (ifknown)

Street Address

Citv and Countv

State and Zip Code

Telephone Number

E-mail Address (ifknown)

Page 2 of 6
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Pro Se 2 (Rev. 09/16) Complaint and Request for Injunction

Il. Basis for Jurisdiction

Federal courts are courts of limited jurisdiction (limited power). Generally, only two types of cases can be
heard in federal court: cases involving a federal question and cases involvlng diveoity of citizenship of the

parties. Under 28 U.S.C. j 1331, a case arising under the United States Constitution or federal laws or treaties
is a federal question case. Under 28 U.S.C. j 1332, a case in which a citizen of one Sote sues a citizen of
another State or nation and the amount at stake is more than $75,000 is a diversity of citizenship case. ln a
diversity of citizenship case, no defendant may be a citizen of the same State ms any plaintif.

What is the basis for federal court jurisdiction? (check all f/wl apply)

R  Fedeml question r'1 Diversity of citizenship

Fill out the paragraphs in this section that apply to this case.

A. If the Basis for Jurisdiction ls s Federal Question

List the specitk federal statutes, federal treaties, and/or provisions of the United States Constitution that

are at issue in this case.
Controlled Substance Act (21 USC 81 1(hX1); Datalnformation Quality Act (IQA); Executive Order

tb d 14Z Amendments12866; OM B Peer Review Guidelines; 5 an

B. If the Basis for Jurisdiction Is Diveoity of Citizenship

The PlaintiFts)

a. lf the plaintiF is an individual

The plaintiftl (name) s is a citizen of the

State of (name) .

lf the plaintiF is a com oration
The plaintifft (name) M ichael D. Dombrowski d/b/a Bula Life lnc s is incomorated

under the laws of the State of (name) FLORIDA ,

and has its principal place of bm iness in the State of (name)

PALM  BEACH GARDENS,FLOIUDA .

b.

(Ifmore than oneplaintt is named in the complaint, J/ltzc/l an additionalpage providing the

same informationfor each additionalplaintf)

The Defendantts)

a. lf the defendant is an individual

The defendant (name) , is a citizen of

the Sute of (name) . Or is a citizen of

(foreiv nation) .

Pagv 3 of 6
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PI'O Se 2 (Rev. 09/16) Complaint and Request fer Injunction

b. lf the defendant is a comoration
The defendants (name) AU ORNEY GENEM L , is incomorated under

the laws of the State of (name) UNITED STATES . and has its

principal place of business in the State of (name) SPRm GFIELD VIRGINIA .

Or is incomorated under the laws of (foreiv nation)

and has its principal place of business in (name)

3.

(Ifmore than one de#ndant is named in the complaint, attach an additionalpage providing the

same informationfor each additional de#ndant)

The Amount in Controversy

The amount in controversy-the amount the plaintiffclaims the defendant owes or the amount at

stake-is more than $75,000, not counting interest and costs of courq because (explainll

$1,000,000 Lost Annual Revenue, taxes paid, wages earned and job of employees

111. Statement of Claim

W rite a short and plain statement of the claim. Do not make legal arguments. Sute as briefly as possible the

facts showing that each plaintiff is entitled to the injunction or other relief sought. State how each defendant
wys involved and what each defendant did that caused the plaintiffharm or violated the plaintifrs rights,
including the dates and places of that involvement or conduct. lf more than one claim is &sserted, number each
claim and write a short and plain statement of each claim in a separate paragraph. Attach additional pages if

needed.

Where did the events giving rise to your claimts) occur?
Unitied States- DEA Intent to Schedule Kratom Tea as a Schedule 1 lllegal Drug with No M edical

Value

B. What date and approximate time did the events givina rise to your claimts) occur?

August 31, 2016 8:30 am

Page 4 of 6
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PI'O Se 2 (Rev. 09/16) Complaint and Request for Injunction

What are the facts underlying your claimts)? (For emmple: g'ol hapvned toyou? F/ltl did welp
l#rtz.ç anyone else invo&ed? F/lo else ltzw what happened?)
Charles P. Rosenberg filed a Notice of lntent to place Kratom tea into the Schedule 1 Category of

Drugs stating there were zero studies done nor pending; stating there was no evidence of medical value

and that only l case with kratom being the only reported substance appearing on a toxicology report
and 14 other deaths over a 5 yr period was a sign of imminent danger to the public health and claimed
the rarely utilized emergency powers given to them by Congress allowing them to proceed with making

kratom a schedule 1 narcotic without the normal regulartory process and procedme. 51 US
Congressmen have written a formal letter to the DEA asking for a due process hearing, a number of

senators, unknown at the time of writing this Ied by Senator Orrin Hatch also wrote a letter to the DEA
asking for postponement of the ban in order to have a full hearing; hundreds of thousands of emails,

phone calls and visits from consumers requested a hearing. Major news media reports and CRE (Center
for Regulatory Enforcement) noted the DEA hms overreached without providing a hearing.

Irreparable Injury

Explain why monetary damages at a later time would not adequately compensate you for the injuries you
sustained, are sustaining, or will sustain as a result of the events described above, or why such compensation

could not be meœsured.
Plantiff btlsiness relies primarly on kratom tea sales, as do 9 other kava and tea lounges where consumers
purchase and rely upon kratom tea for a vairety of claims from medicinal value to relaxation. Businesses selling

kratom unique and and irreplaceable with a like kind and safe product. Defendant will lose a1l of his investment
in the creation of his business in 20l 5 including the bulk of his law enforcement retirement and the loss of his

livelihood which he planned for his happy retirement.

Relief

State brietly and precisely what dnmages or other relief the plaintiF asks the court to order. Do not make legal

arguments. lnclude any bœsis for claiming that the wrongs alleged are continuing at the present time. Include
the amounts of any actual damages claimed for the acts alleged and the basis for these amounts. Include any
punitive or exemplary damages claimed, the amounts, and the reasons you claim you are entitled to actual or

punitive money damages.

The Plantiffasks the court for an tmergency termination injunction against the DEA eflkcting
Kratom, order a hearing in compliance with normal reglatory procedure for DEA to schedule and substance as a

class 1 drug. On September 12, 2016 the CRE sent a letter to the DEA with recommended procedures. W e are

asking the court to consider those procedures and any other relief court sees reasonable. Combined losses to
Plantiff business exceed $100,000. Punitive damages requesting $14 million because Charles Rosenburg, DEA
administrator, Lorette Lynch, DOJ, have proceeded with laws and powers given to them on emergency basis.

Published and based this action on allegations of harm repleate factual error and a lack of germane to any hann
caused by kratom and clear and tlagrant abuse of discression in violation of the RCC agreement, undermining
The W hite House strategy to combat transnational organized crime and without adherence to administrative

process and promotions, thefk or conversion of PlantiFproducts through other agencies who are relying on DEA
to ban. Attorney fee at this time PlantiFs are pro-se however, that is used critical and shortness of time but

Plantiff expect to retain legal council in its appropriate jurisdiction and œsk the court to reward attorney fees if
and when attomeys present a notice of appearance and any work done on this case.

the scheduling of

PRge 5 of 6
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PI'O Se 2 (Rev. 09/16) Complaint and Request for lnjunction

VI. Certification and Closing

Under Federal Rule of Civil Procedure 1 1, by signing below, 1 certify to the best of my knowledge, information,

and belief that this complaint: (1 ) is not being presented for an improper purpose, such as to harass, cause
unnecessary delay, or needlessly increase the cost of litigation; (2) is supported by existing law or by a
nonfrivolots argument for extending, modifying, or reversing existing law; (3) the factual contentions have
evidentiary support or, if speciscally so identiGed, will likely have evldentiary suppört aqer a reasonable

opportunity for further investigation or discovery; and (4) the complaint otherwise complies with the

requirements of Rule 11.

A. For Parties W ithout an Attorney

l agree to provide the Clerk's Om ce with any changes to my address where case-related papers may be
served. I understand that my failure to keep a current address on file with the Clerk's Office may result

in the dismissal of my case.

Date of signing:

Signature of Plaintiff

Printed Name of PlaintiF

B. For Attorheys

Date of sir ing:

Signature of Attorney

Printed Name of Attorney

Bar Number

Name of Law Finn

Street Address

State and Zip Code

Telephone Number

E-mail Address

Page 6 of 6
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Pm Se 2 * .09/16) Compe t e  Rmu- forhjne n

W . CertiM titm **d Cl@siMg

Under Fedee  Rule of Civil Prœ edure 11, by signing below, l certify to the best of my knowledge, irlformatiork

and Ylief th% this complaint: (1) is not being pmsented for an impromr purpose, such as to hsmqs, cause
unnecessary delay, or needlessly inc- Re the cost of liugatiom (2) is suppoded by exisEng law or by a
nonfrivolous argument for extendinw meifying, or x'versing existin! law; (3) the fachol contenuons have
evidential supNrt or, if sc iscally so idenused, will likely have evldentio  supxd aAer a Y nable
oppoe l for fbaher inveshgation or discovery; and (4) the complaint otherwise complies wi1 the
requirements of Rule 1 1.

A. F@r Partio W io ollt an Att@rney

1 agree to pnwide the Clerk's Om ce with any changes to my address where case-xlated papers may be
served. l undemtAnd that my fail=  to keep a current add= s on 5le with the Clerk's Om ce may result

in the dismissal of my case.

2z, toate orsigning: @

signatux of elainul n

Printed Name of PlainéF t) A M c/ S C ( / g QQ

B. F@r Attorheys

Date of sir ing:

Signature of Attorney

Printed Name of Attomey

BarNumber

Name of Law Firm

Street Address

State and Zip Code

Telephone Number

E-mail AdA ss

1% 6 of 6
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Pm % 2 (Rev.*/l6)Comple t e  Rmuest forlnjlmction

W . Certinœ titm *nd Closing

Under Federal Rule of Civil Prx edure 11, by signing below, 1 cellify to the best of my knowledge, information,

and Ylief tbn: this complaint: (1) is not being pmsente for an impmmr pupose, such as to hn-qs, cause
unnecessary delay, or needlessly incremme the cost of liEgatiom (2) is suppoe d by existing law or by a
nonfrivolous argument for extendinw meifying, or reversing existinq law; (3) the fnetzml contentions have
evidenéary supmrt or, if smciscally so identifei will likely have evldentio  supërt x*er a - nable
oppo- nity for further invesugation or discove ; and (4) the complaint othtrwise complies with the
requiaments of Rule 11.

A. Fqr Parties W ithotlt an Attorney

B.

I agree to provide the Clerk's Om ce with any changes to my addros whtre case-related papers may be

served. I undemtlnd that my failum to keep a current add- s on 5le with the Clerk's Om ce may result

in the dismissal of my case.

p. za /$Date of signing:
< <

Signatux of PlaintiF

Printed Name of PlainuF .' W

For AG r- S

Date of si> ing:

Signatum of Attorney

Printed Name of Attorney

BarNumber

Name of Law Firm

Skeet Address

State and Zip Code

Telephone Number

E-mail Address

Page 6 of 6
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Pm Se 2 (Rev. 09/16) Comple t and R- G for lnjte n

W . Certineatio. and Closing

Under FedeY  Rule of Civil Prœ edlzre 11, by signing below, I certify to the best of my knowledge, information,

and Ylief th1 tbis complaint: (1) is not being p= ente for an improper purpose, such as to bnnms, cause
unnecessary delay, or needlessly inc- qe the cost of litigv om (2) is suppoe  by exieing law or by a
nonlivolous argument for extendinp modifying, or Rversing exisej law; (3) the factlml contenuons have
evideniary support or, if sc iscally so identised, will likely have evldential supe  after a Ieasonable
oppo- nity for fle er inveshgation or discovery; and (4) the complaint otherwise complies with the
requixments of Rule 11.

A. For Parties W io out an Attorley

I agree to pYvide the Clerk's Om ce with any changes to my address where case-related papers may be
sewed. 1 undeotand that my fail>  to keep a current add- s on 5le with the Clerk's Om ce may result

in the dismissal of my case.

oate orsigning: g  g

Sir ature of PlaintiF

Mnted Name of Plino  KXAP ?- W  W /W Q QA -

For Att@rReys

Date of signm. g:

B.

Signatum of Attorney

Printed Name of Attom ey

Bar Number

Name of Law Firm

Skeet Address

Stale and Zip Code

Telephone Number

E-mail Address

Page 6 of 6
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LEGAL STATUS

This site displays a prototype of a ''W eb 2.0'' version of the daily Federal Register. lt is not an official legal edition of the Federal Register,

and does not replace the official print version or the officiai electronic version on GPO's Federal Digital System (FDsys.gov).

The documents posted on this site are XVL renditions of published Federal Re ister documents. Each document posted on the site

includes a Iink to the corresponding officiaf PDF fife on FDsys.gov. This prototype edition of the daily Federal Register on
FederalRœ istecgov will remain an unofficial informational resource until the Administrative Committee of the Federal Register (ACFR)
issues a rc ulation granting it official I% al status. For complete information about, and access to, our official publications and services,

go to the OFR.gov webslte.

The OFR/GPO partnership is committed to presenting accurate and reliable regulatory information on FederalRœ istecgov with the

objective of establishing the XMl--based Federal Register as an Aclm-sanctioned publication in the future. While every effort has been
made to ensure that the material on FederaiRegistecgov is accurately displayed, consistent with the official SGML-based PDF versbn
on FDsys.gov, those relying on it for legal research should verify their results against an toicial edition of the Federal Register. Until the
ACFB grants it official status, the XML rendition of the daily Federal Register on FederalRegistecgov does not provide Icxgal notice to the

public or judicial notice to the courts.
LEGAL STATUS

Schedules of Controlled Substances: Tem porac  Placem ent of

M itragynine and 7-Hydroxym itragynine Into Schedule I

A Proposed Rule by the Drug Enforcement Administration on 08/31/201 6

DX UMENT DUAII.S

Printed v- ion:
PDF (h=o://- .gm.+vA> +X R-2O16V .31/* /2016.2Y .M

a bllcatlon Date:
œ /31/2016 l/dcxrumentrx/zol&()&3ll

Agee s:
Drug EnforcementAdminis%tiœ (htm://- .f- o ite.m v/ae ce dœgY G> t.e minKtœtion)

Dater
August 31, 2016.

Ee tke Date:
œ /31/2016

Dooument > :
Prom e  Rule

Dx ument Citation:

81 FR 59929

Page:

59929-59934 (6 pagesl

CFR:
21 CFR 1308

Agenoy/H ket Nume

A ket No. DM .442

Dooument Nume :
2016-2œ 03

aa a: :œœe'*G  ae+'* :: e
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t'tAyuetal A IAILO

ENHANGED

regul/ionàN: û

Dooke Nume
DM -20161915 @tm://- .K uKti% .> /A %t?D=DG -2O16V 15)

RIblk - m--'-'
O comments (hhm://- .> uKtiœs.gœ/dœk<> m> > DES% s>> teDat> dct=O K =DG-2O16V 15)

œp- ng/Re-  M-*-'eœ
DEA 3 Fador Are is for mRragynine alt 7-hydroxymRraA nine... @tps://- .K uKtO s.gov/A u> O> DG -2O16-œ15-m )
Kratom I-MIG from HHS to DEA (O m:/* .K uK:= .gov/dœu* D=DG -K16& 15O )

ENHAN/ED JDNTENT

PUBLISHEDM UMENT

AGENCY:

Drug Enforcement Admlnistration, œ m rtment of Justice.

ACTION:

Notice of intent.

SUM MARY:
The Administrator of the Drug Enforcement Adminiemtion is Ksuing th1 nodce of intent to temm ralily

schedule the opioids mitragynine and rhydrom nitram ine, which am tbe main active constituents of the

plant kratom, into schedule 1 pursuant to the temm rary scheduling provisions of the Controlled Substances

Ad. Thkq acdon ks baœd on a Ending by the Administrator that the plaœment of th-  opioids into schedule l

of the Controlled Substanœs Ad Ls nepxqnry to avoid an imminent hazaM to the publie safety. Any fmal

order will impose the administradve, civik and criminal nndions and regulatory controks applicable to

schedule l controlled substances under the Controlled Sue tances Ad on tbe manufadure, dkstribution,

pouession, importadon, and exw rtation of, and zwsearcb and conduct of instntcdonal activities of thease

opioids.

DATES:

August 31, 2016.

FOR FURTHER INFORMATION CONTACT:

Michael J. Iewis, OK ce of Divemion Control, Drug Enfo= mentAdministration; Mailing Addmss: 8701

Morrkssette Drive, Springfeld, Virginia 22152; Telephone: (202) 598-6812.

SUPPLEM ENTARY INFORMATION:

Any 5na1 ozder will lx published in the Fedea'al Re -ter and may not lx effective prior to September 3o,

2016.
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L eg a l A ut h o rlty'

The Dlug Enforcement Administration IDM I implements and enfonxs titles 11 and IIl of the

Compxhensive Drug Abuse Prevention and ContmlAd of 1970, ms amended. 21 U.S.C. 8o1

(ho ://api.fe .gov#hk?coneeon=- eH de=zlWor=mœM entM on=8ole =uR*ll'nk-

t.
ym=htm1l-gn. Title's 11 and I1I are refeM d to ms the Gcontrolled Subsunces Act* and the Gcontrolled

Subsonce,s Import and Exmrt Actc res- tively, and am collectively mferlvd to as the Gcontxlled

Substances Ad* or the GCSAA for the pulw se of this adion. The DF,A publkshes the implementing regulations

for th-  sltute,s in title 21 of the Qxle of Fedeml Reguhtions ICFRI, cllapter 11. The CSA and its

implementing regulations are designed to prevent, detu , and eliminate the diversion of m ntrolled

substances and lksted chemicab into the illicit market while pmviding for the legiNmate me ieal, scientisc,

mseaxh, and industrial needs of tàe Unite  States. Controlled subshnœs have the m tential for abux and

deW ndence and ax controlled to pmted the public health and safety.

Under the CSA. each controlled sulxsunce is clnxqised into one of ;ve Khedule,s based um n its m tential for

abuse, its currently accepted medical ux in tv tment in the United Stateas, and the depve of dem ndence the

drug or othersulxstance may cause. 21 U.S.C. 812 (httpm//api.fdsys.gov/link?
Ollœ:on=- eea de=zze ar=m-- ntpe 'on=8lz> cllxxlink-o =he l.The initial

schedules of contmlled sulxstance,s established by Congr-  are found at 21 U.S.C. 812

(hum://api.e .gov#lk?olle onx'l- ea de=zle ar=mœtv ent- 'on=8lz> =e link-

tyw=htmlltcl, and the current lkst of all scheduled substanœs ks publishe at 21 CFR Ikqrt 1308 (/select-

citation/2o16/o8/31/21œO -13o8).

Sedion 2o1 of the CSA. 21 U.S.C. 8n (httm://api.fdsys.gov/link?
Olleuona%coeMioe=zle ear=mos- ntpe don=8ll> =llrAllk-o =hM l), provides the
Attorney General * t.11 the authority to temm mtily place a substance into schedule I of the CSA for two years

without regard to the requirements of 21 U.S.C. 811 (https://api.fdsv gov/link?
coie:on=uxo ea de=zle Gr=m-- ntp- Eono8ll axulu*link-tym=htmlltbl if she finds that

such action is n- xu ly to avoid an imminent hazmrd to the public Mfety. 21 U.S.C. 81z

(h/m://api.feys.govFink?collcdon=ll- ea oe=zlWGr=mos- ntg- ion=8ll% =uxMink-

type=htmllthltll. In addition, if ptxxxo inps to contml a subst.ance are initiate  under 21 U.S.C. 811

(htm://api.fxys.gov/hk?oRe on=M eH Ee=zle ar=mœ- entM 'on=8ll% =uRMink-

type=htm1)(a)(1), the Attorney General may extend the temm t'ary scheduling for up to one year. 21 U.S.C.

811 (hups://api.fe .govphk?one onnllmndeH ue=zlW or=mœ- œnt- don=8ll% muœ ink-

bw =htm1)(h)(2).

Where the neœrxqary fmdinps are made, a substanœ mayY  temm rarily scheduled if it is not listed in any

other schedule under section 2o2 of the CSA 21 U.S.C. 812 (httm://api.fdsys.gov/link?

Ynehon=uœMeHiEe=zle ear=mos- nt*- dona8lz> xuxAllk-o =he ), or ifthere ks no
exemption or appnwal in effect for the sulxstance under xxdion 5o5 of the Federal Fœ d, Drug, and Cosmetic

Act IFDCAI, 21 U.S.C. 355 (https://api.fdsw gov/link?
cone on=- ve de=zle ear=mos- nt&- :on=3x> =llrAlink-o =he ). 21 U.S.C. 811

(hum://api.fe .gov#lk?olle on=ll-M eH de=zlW Gr=mœt- ntle tionx8ll% =uxuink-

t> =html)(h)(1).The Attorney General hms delegated scheduling authority under 21 U.S.C. 811

(hum://api.fe .gov/ink?collu ion=lle eH de=zlWarxmœ- ent&-eonx8lt> =uxu nk-

typeazhtmll to the Administrator of the DEA. 28 CFR o.loo (/%let<i>Hon/2o16/o8/31/28XFR-o.1oo).
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Backgr:und

Sedion 2o1(h)(4) of the CSA 21 U.S.C. 811 (https://api-fdsys-gov/link?

OEœEon=- eeW de=zlW Gmmos- nte on=8ll% =llRAlink-o =he lmlt4), rmuim-s the

Administrator to nottfy' the Secmtaryof the Demrtment of Health and Human Services (HHS) of his

intention to temm raribr plaœ a sulxstance into schedule I of the C'Sxtlln e Adminkstrator transmitted nodce
of hks intent to place mitram ine and 'pbydroxymitram ine in schedule I on a temm rary basis to the

Assishnt Secretary byletter dated May 6, 2o16.The M sisunt Secretary resm nded to th1 notice by letter

dated May 18, 20:6, and adviVd that lh-*  on reviewby the FV  and Drug Adminkqte on (FDA), there am

currently no inve-stigadonal new drug applications or appmved new drug applications for mitram ine and 7-

hydroxm itram ine. The M skstant Selvury a1M stated that the HHS has no objœtion to the temm rary
placement of mikam ine and phydmxymitmm ine into schedule 1 of the CSA- Neither mitram ine nor 7-

hydrovmitram ine is currently listed in any schedule under the CSA and no appmved new drug

applications or invastigational newdrug applications for mitram ine or phydmxymi- m ine exist, 21

U.S.C. 355 (https://api.fdsys.gov/link?
cone:on=- v ea se=zle ar=mos- nte don=3o% =lleAllk-o nhe l.The DEA hms found

that the control of mikam ine and phydroxymitram ine in Khedtlle l on a temm rary 1> 1s is necessary to

avoid an imminent hazard to public *f* .

To 5nd that placing a sulxstance temm ralily into schedule I of the CSA is nKexqar.y to avoid an imminent

hazard to the public safety, tbe Admlniemtor is required to consider three of the eight factors set forth in

section 2o1(c) of the CSA 21 U.S.C. 2 811(c): the substance's hkstory and curant Nttern of abuse; the Kox, D StM P:nte
Page 59930

duration and signifcance of abuse; and what, if any, rksk there ks to the public health. 21 U.S.C. 811

(h/m://api.fe s.gov/ink?coneGon=- eMioeazlo r=mœtv entp*eon=8ll% =ux&link-
t> =htm1)(h)(3). Considemdon of these factors includes actual abuse, divemion from lebtimate channels,

and clandestine imm rtation, manufacture, or distribution. 21 U.S.C. 811 (httlv//apkfdsw gov/link?

collecdon=v o ea Ee=zlW ear=mo- nt&- Eon=8ll =nne*link-t> =h#m1)(h)(3).

Asubstance meedng the sututory requirements for temm rary schedtlling may onlya  placed in schedule 1.

21 U.S.C. 811 (httm://api.fdsys-gov/link?
coBecdon=uxe ea oe=zle Gmmos- nt*e 'on=8ll% =llxAlhk-o =he llltl). Subsonces in

schedule I are those that have a high m tential for abux , no currently aœepted medical use in treatment in

the United Sutes, and a lack of accepted safety for use under me ical sum rvksion. 21 U.S.C. 812

(h/m://api.fe .govFhk?colleeon=M eH demzleor=mo- ent- Gion=8lze e=usY ink-

type=htmll(bltll.

M itragynine and 7-hydroxym itragynine, the M ain Active Conuituents of the

Plant Kratom

Mitram ine and 'phydrov mitram ine are the main active constituents of the plant M itragyna spedom

Korth (commonly known ms katom), an indigenous plant of Southeast Asia. Kratom is the only known

s- ie,s of Mitram a to conuin mitram ine and phydmv mitram ine. Kmtom is abused for its ability to

produce opioid-like effects. Kratom is available in Rveral diserent forms to include dried/crushed leaves,

mwder, capsules, tablets, liquids, and gum/resin. Consequently, kratom, which contains the main active
constiments mitram ine and phydmxyrnitram ine, is an increasingly m pular dnzg of abuse and readily

available on the recreational drug market in the United States. Attempted imm rtadons of kratom are

xutinely misdeclared and falmly la% lcu This ks similar to other attempts to imm rt cone lle  sulxshnca or
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sulmtnnces intendH  to mirnic contmned sue unces. The amount of batom material xizz'd bylaw

enforœment for the :zst halfof 2016 glvatly exce  any predous year totals and easilyaccounts for millions

of dosage units intended for tlle v reational market/zlAvailable data and information for mitram ine and

phydroxymitram ine, the main adive constituents of the plant kratom, and the plant Watom, are

summarized G low. Available informa:on indicate,s that th-  opioid suM tancas, constituents of the plant

k atom, have a high m tential for abuse, no currently accepted me ical use in treatment in the United states,

and a lackof accepted safety for use under medical sum rvision.The DM 's thxe-factor analysis is available

in its entirety under of the public docket of th1 adion as a supm zling dœ ument at u'ww.regulations.gov

(httpy/www.regulatiowwov) under Iu ket Num-r DEA-442.

Faotor 4. Histoe  and Curœ nt Pa/ern of Abuse

Kratom, which contains the main active alkaloids mitram ine and pbydmv mitram ine, has a long hkstory

of use in SoutheastM ia mq an opium subsdtute. Kmtom is also known in Southeast Asia as thang, thom,

Hathom, u knnm, ketum, andbiak. In M entyears. the pl- nce of the psychoactive plant kratom has

incremsed dramatically on tlle tvxcxadonal market in the United States due to its opioid-like effects.

Numerous vendors xlling kratom have apm ared in the pqst few years, markedly incremsing its availability.

Kratom preparations, which contain the main adive alkaloids mitragynine and phydroxymitram ine, are

easily obhined from smoke shom  and over the InternetThe Internet is the most utiliz-d xurce for the

purchase of kratom pe ucts, making kmtomjust Ga clickm awayfor users. In the United State's, law

enforcement has seizzd Watom/mitram ine pmducts in the following fonvm: mwder/plant, m wder, plant

or vegeuble material, camules, tablets, liquids, gum/= in, and drug mtch.

since abuxrs obtain kratom, which contains the r11a1 adive alkaloids rnikagynine and 7-

hydroxymitrae ne, thmugh unknown sourca, the identity, purity, and quantity of th-  substances are
uncertain and inconsistent th%  m sing signiscant adverse health risks to users. Seveml studie,s have

analm d the coneentmtions of mitram ine E3land/or phydroxymitram ine E41in different kratom products.

The studie.s showed that there were inœ nskstencies in the levels of the opioid mitram ine present in similar

kratom products, and some productq conoined other psychoactive subsunces (see 3-factor analysl). BA*

on the variability of the rnitram ine concentration in each produd, users may ev rience differing effeds

when consuming similar amounts of diffexnt prv ucts.

Eddence suR ests that batom, whic,h contains the main adive alu loids mitram ine and 7-

hydroxm itram ine, is abused individually, and w1t.1: otber N choadive substanca. In a 2016 publication,

tàe Centers for Di- m Control (CDC) characterized kratom exm sure.s xm rted to m ison centers and

uploaded to the National Poe n Data System (NPDS) islfromlanuary 2o1o thmugh Decemar 2015. During

the suted timeframe, U.S. m ison centers received 66o calts related to kratom exm sure. Of the calls

reported, 487 (73.8%) rem rte intentional exlmsure to kratom, and 59s (90.2%) rem rted ingestion of the

dnlg. In addiEon to remrts of ixlated exm sures to kratom (428 (64.8%)), remrts of kratombeing used with

other sukstance.s (ethanol, Gnzzxliazepine-s, narcotics, aceuminophen, and other Mtanicals) were also

recoMed.Additionally, fomnsic laeratoryanalyr  of dnzg evidence have identise kmtom/mitram ine,

along V :IZ synthetic cannabinoids and synthedc opioids during the analyses of ptoducts seized on the illicit

mnrket'l'he consumpdon of Hatom individually, or in conjundion w1:11 alcohol or other drupq, ks of serious

concern as it can lead to revere adve-  efects and death.
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Kratom d-  not have an appmved medical ux in the United States and has not lxxen studied as a treatment

agent in the United Stata . Kratom hms a history of G ing l1*  ms an opium substimte in SouthemqtM ia.

Kratom hms also> n llluvl to self-tM t chronic Ilain and withdrawal symptoms from opioid use. Fwsmwcially

concerning, tvm rts note uR rs have turned to kratom ms a lvplacement for other opioids, such as hemin.

In the United States, kratom ks misused to œlf-tleat chm nic > in and opioid withdrawal symptoms, with

users rem rting its efetq to lx Ymm rable to pr- ription opioids. Usem have also rem rted dose-dem ndent

psychoactive efectq to include euphoria, simultaneous O'mulation and relaxation, analga ia, vivid dreams,

and sedation (at higher Ddosel.As notM in the actions by the United Statœ FV  and DrugAdministe on, D Start Prirœ
Page 5* 31

ë61 kratom products have % en encounteM  w1111 false claims, an e- mely concerning Ksue for public health

and safety.These prM ucts atv marketed as >fe for xlf-malicadon, but have notlxeu approvedby the Fœ d

and Drug Administmtion (FDA) for any mGlical ures.

lnformation from the publkshed literam re. m ison control centers data, and medical examiner data, suR ests

that kratom, which contains the main active alknloids mitragynine and rhydroxpnitram ine, is abnW  by a

diverse m puladon to include recM tional opioid users, young adults, and adults. The most œ mmonly

descn'V  route of administmtion of kratom, which contains the 11m1n actpe alkaloids mitram ine and 7-

hydmxm itram ine, Ls oral. The leavœ are typically bmwed and ingested as a tea; however, smoking,

chewing the mw leaves (done traditionally), and ingeslon of kratom camules or = 111 extrncts have also been

rem rted.

Factor 5. Soope, Duration and Significance of Abuse

The abuse of k atom, containing the mnin adive alu loids mitram ine and phydmxymitram ine, is

incremsing in the United Sute,s and xmains extremely concerning for law enforcement and public hexalth. As

the abuse of the phnt incnu--q, ms demonstrated by the increasing availability m r border encountea E7l it

has been noted that physicians should le aware of the kratom's advev  health efeds, toZcity, dependence,

and withdrawal .is.

iRem rts from 1aw enforœment indicate that kratom ks 1x111g lmm rted for widespread dkstribution to the

public within the United States/8l Betwœn February 2014 and July 2016, over 55,ooo kilograms (kg) of
kratom material were encounteM  by 1aw enforcement at various m rts of entry within the United States.tgl

Additionally, over 57,ooo kg of ktxtom material ofered for imm rt at numerous m lts of entry, between 2014

and 2016, are awaiting an FDA admiAqibility deckqion/lolThe amount of kratom currently seized or awaiting
an admixqibilitydecksion by law enfou ment, lyetwe n 2014 and 2oz6, is enough to pe uce over 12 million

doses of kratom/lll such alarming quantitie.s create an imminent public health and safety threat.

According to pre&s announcements released in 2014 and 2016, the FDA M uested the seizure, by US

Marshals, of more than 25,ooo m unds of raw kratom material, nearly go,ooo Y ttles of dietary supplements

labeled as conhining kratom, and over 1oo cxase,s of pe ucts la> led ms Hatom, tvslv tivelyXzlThe FDA

stated that kratom products Gm se a rksk to the public healtb and have the m tential for abuse* and the

seizure of certain kratom prM ucts wms nectwxqary Gkto Mfeguard the public from a dangerous pmductx.tl3lThe

FDA has also warned the public not to use any produds la> led ms containing kratom due to xrious concerns

about toxicity and mtendal health imm dslul'ro further proted the public health and safety from the large

influx of kratom materials, the FDA issuM and ul ated two imm rt alerts related to numemus kmtom and

kratom-containing ptoducts/lslTh-  immrt alerts allow for detention without physical examinadon of

dietary supplements and bulk ingre ents that ale or Gmtain kmtom, and detention without physical
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examination of unapprove  new dnlps pmmoted in the United States, which includes kratom produds that

make falœ  healtà claims. sinœ 2014, 121 5=  have lxen added to th-  imm rt alerts for imm rung kratom

Zï'tlllfllseixflP

Drug rem rLs mrtaining to the traëcking, dkstribution, and abuse of kratom/mitram ine t171were analyze

by Federal, Shte, and local foxnsic lahlratories.ll8lA= lding to (1a1 from tàe System to Retrieve

Information from Drug Evidence ISTRIDEI and STARI.I'MS (a web-hqe . commercial laM ratory

informaEon management system), from January 2oo6 thmugh March 2016, there were 293 1% rds for

kratom and/or mitram ine. From January 2o1o through May 2016, the National Fomnsic LaOratory

Information System (NFLIS) Dgistelvd 72o rem lts conuining mitram ine (See 3-Factor analysis). NFLIS

and STRIDE/STARI.I'MS xtords/xm rts wex Dmrted acm&s 43 States, th% showing the widespm-ad abuse

and tmfscking of kratom/nzitram ine.Elgln e plwsence of th-  substanca during drug evidence analyses

demonstrates the presence of th-  subsGnco on the v xational drug market.

Growing concern over the use of kratom ks refeted in the inclvased xxquestq for analyse.s of mitram ine and

phydroxymitram ine in human toxiYloa panels (ble /urine samples) E201 to private anaYical

la% ratorieslzllThese analyses have lxen rmuested by addiction treatment facilities/min management

doctors, drug courts, medical examiner/comner oKces, drug tesEng facilities, sute laM ratory systems, state

police demrtment, and private entities/zoll'be num>r of msiEve results fmm th-  analyse.s incnu*  as
follows: 31 msitive results from Augtzst 2012 to July 2013 for mitram ine and/or rhye xymitram ine; 6231

274 msitive results for mitram ine lxtwcYn July 2013 and May 2014; (241555 pxsi:ve Dreesults for D Starl Printed
Page 59932

mitram ine between Deem% r 2014 and Mamh 2o16J251The increasing trend in the numG r of lmsidve
results from these analyses demonstrate.s the gmwing abuse and popularity of these sulstances and the

concern related to the abuse of th1 plant material and its N choadive constituents.

Evidence 1om poimn control centers in the United States akso shows that thex Ls an increax in the numG r

of individuaks abusing H atom, which contains the 11b,:111 adive alu loids rnitzam ine and 7-

hydroxymitram ine. M  such, them hms> n a steady inctvase in the tvm rting of kratom exw sures by

pokson control centela n e American Assœ iation of Poison Control Centers identifed two exposure.s to

kratom Gtween zooo and 2oo5. Addi6onally, the Texas Poison Center Ne-ork (TPCNI, which is comprised

of six m ison centem that sewice the State of Texas, rem rtcxl 14 exm sums to kratom Y tween January 2oo9

and Septema r 2013. Between Januau 2o1o and Dc<em> r 2015 U.S. m ison centers received 66o calks

relatM to kratom exm sure. Duling th1 time, thelv wms a tenfold increase in the num> r of calls received,

from 26 in 2o1o to 263 in 2015.

Furthermore, the abuse and addictive pm m rties of kratom, which conoins the 111a1n adive alkaloids

mitram ine, and rhydroxymitragynine, have pmmpte at least 15 countriesx6land 6 sutes and the District
of Columbia to ban kratom, mitragynine and/or phydmxpnitram ine and two states within the United
States,f27l to place mgulatory contmls on th-  sulxtancG . Six other States within the United States have

pmm sed to ban or place regulatory contmls on th-  sulutances.tzBl

Internadonally, the incren-d preRnce and abuse of kratom, containing the main adive alkaloids

mitram ine and phydmxymitram ine, have garnee  the attention of the Internadonal Narcotics Control

Board (lNCB).E291 In a 2o1o rem rt, the INCB noted the incnue  inteM t in the recreational use of kratom.
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The INCB rem mmende  that governments exm riencing problems w1t.1: Ixrrz)ns trafscking or using

kratom (301 relvauonally should consider controlling kratom and kratom px- rations at the national level,

whelv n- xqnry.

Factor 6. W hat, if Any, Risk TheY  Is to the Public Health

The use of kratom and aRu tiated pmduds, which contains the main adive alkaloids mitram ine and 7-

hydrovmitra#ne, 8)% an imminent hazanl to public safety. These substances produce opioid-like efeds,

making their abuse a serious public health Gmcern. Informntion from publkshed literature, public hemlth

oëcials, and m ison contml center data demonstrate that the use of kratom, which contains the main active

alkaloids mitram ine and phydroxymitram ine, hms (m11*  numerous adve-  efects on users.

ln a 2016 publication, the CDC characterized Hatom exm sum-s xm rted to m ixn centem and uploaded to

the NPDS from Janualy 2o1o through Decem% r 2o15J311Th-  exN ure,s resulted in medical outcomes

that varied in severity, ranging from minor (having minimal signs or symptoms that resolved rapidly w1t1: no

residual disability), mM erate maving non-life threatening and no tw idual diubility, but requiring some

form of treatment), major (having life-threatening signs or symptoms w1t.h some M idual disability), and

death. Addltionally, several advev  effœts relate  to kratom exm sure were rem rte , which include

agiution or irritability, tachycardia, nan- , drowsin- , and h> rtension. The Rverity of the rem rted

outcomes, health effects, and inc- e  use of kratom suaests an emee ng public health threat.

Information from the scienloc literatum also demono tes the health dslts n- ciated w1t.h kratom use.

Rem rts of hepatotoxicity, psychosis, seizux, weight loss, insomnia, tachycanlia, vomitmg' , v r

concentration, hallucinadoms, and death au iated w1t.h kratom use have > en dœ umented. Additionally,

publkshed cxse rem rts demri>  events where indM duals sought medical care for the purm rted use of

kratom. Some eu mples of the xvm rted adverx events involving kratom exm sure are described in the 3-

factor analysis.

Numerous deaths associated with G tom, which contains the main active constituents mitram ine and 7-

hydroxymitram ine, have lxen rem rted indicating that th1 substanœ Ls a serious public health threat. In

2016, DEA has received conesmndence,s from public/state omcials which indicate that there were a
signiscant numG r of ovetdoa  and tmmc fataliEes div tly, or in ' , involving kratom.lzl Deaths

xlated to kratom exlxxsux have lx'en rem rted in the scientifc litemmre hxinning in 2oo9-2o1o, w1t.11 a

cluster of nine deaths in sweden from use of the kratom pe ud GKryptono. Since then, fve more deaths

related to kratom expxsure were xm rted in the scientifc literature, and sixteen other deaths related to

kratom exw sure, have lxen confrmed by autopqy/medical euminer lemrts (mitragynine and/or 7-

hydrovmitram ine wex idendfied in biological Mmplesl/rl Of thex deaths, 15 œcurred between 2014

and 2016. Thks information demonstrate,s the sevex I'LSV  mssociated W tII kratom misuse and the increasing

occurrence of fatal outcomes relatM  to kratom exm sux. Details of xme of thex events are summarized in

the a-factor analysis.

Since abusem obuin kratom, which conoimq the main adive alkaloids mi/am ine and 7-

hydroxm itrae ne, through unknown sources, the identity, purity, and quantity of these substances are
uncertain and inconskstent, th%  m sing signifcant adverse health rkskq to users. According to the FDA in a

letter dated May 18, 2016, there ax no approved new drug applications, or investigational new drug

applications for mitram ine or 'phydroxymitram ine. As such, kratom products have no accepted medical

use D within the Unite States. Depite FDA warnings, kratom pmducts continae to lY eaasily available and
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ablle  by divev  m pulations. Dkstn-butors of kratom are knowingly putting the public at risk. Unknown D Stad Phnte
Pa.p 5* 33

factors including deuile  pe ud analyskq and dosage variaEons G tween various m ckages present a

signiscant danger to an abusing individual. W ith no accepted medical use, the abuse of kratom, which

conuims mitram ine and phydroxyrnitram ine, mkse.s an imminent hazard to the public safety.

Finding of Necesso  of Schedule l Placement To Avoid Imminent Hazad to

Public Safel

In accordance Vt.h 21 U.S.C. 811. (hmr//api.fdsys-gov/link?
Onœ:on=- H ea oe=zze Ommos- nte :on=8ll> =M lk-o =he lmlta), bmsed on the

available dau and informadon, summnriyM  ahwe, the continued uncontmlled manufadure, distribudon,

reverse dkstribudon, imm rtadon, exm rtation, condud of lwsearch and chemical analysis, pv ession, and

abuse of mikam ine and phydroxpnitmm ine JxxV an imminent hazard to the public safety. The DEA is

not aware of any currently accepted medical n-x for these substancG in the United Smtes. A substance

meeting the sututory lw uimments for temmrary scheuling, 21 U.S.C. 811 (https://api.fdsys.gov/link?

OllœEon=urM eMide=zle Gr=mos- nte Eon=8ll> =llexllk-o =he lthltl), may only lx

placed in Rhedule 1. Suhqtance,s in schedule I am thoK that have a high m tential for abuse, no currently

accepted medical use in f'remtment in the UnitH  State-s, and a hckof acœ pted safety for use under medical

supervision. Available data and infornudon for mitram ine and phydroxymitram ine indicate that these

subshnce,s have a high m tential for abux, no currently accepted medical use in G atment in the United

States, and a lack of acœpte Dfetyfor uœ under medical sumlvisiomM  requie  bysedion 2o1(h)(4) of

the CSA 21 U.S.C. 811 (htlps://api.fdsys.gov/link?
œllecdonmM eMide=zze Gr=mos- nte Eon=8ll% =M ink-o =he lthlt4), the

Administrator, thmugh a letter dated May 6, 2016, notised the M sistant SeCX'eK''I'.y of the Dem rtment of

Health and Human A rvica of the DM 's intention to temm rarily place th-  subsunces in schedule 1.

Conclusion

Thks nodce of intent inidate-s an exw dited temporary xhedlzling adion and provide,s the 3o-day notice

puouant to section 2o1(h) of the CSA 21 U.S.C. 811 (htlm://api.fdsw gov/link?
collœuon=%cM eMide=zlW ear=mo- nt*e don=8ll% =llRAlink-o =htmllth). In accordance

with the provisions of sedon 2o1(h) of the CSA. 21 U.S.C. 811 (httm://api.fdsys.gov/link?

collœ6on=cce ea tle=zzW Gr=mos- nt*- Eon=8ll> =llvAllk-o =he lm), the
Adminkstrator considered available (IaG and information, herein xt forth the grounds for hks determination

that it ks neenq.ury to temm ranly' sche ttle mitram ine and 7-hydroxymikagynine in schedule l of the CSA,

and snds that placement of t.11e.<.* opioid sulxstance,s into scàedule 1 of the CSA ks necpxqary in order to avoid

an imminent haard to the public Mfety.

Because the Adminierator hereby finds that it is nec.exu ly to temm rarily place th-  opioids into schedule I

to avoid an imminent hazard to the public safety, any sulsequent final older temm mrily scheduling th-

subshnces w111 lx efective on the date of publicadon in tbe Federal Re ter, and will lx in effed for a
m riod of two years, with a m ssible extension of one addiEonal year, m nding completion of the regular

scheduling pmceKs. 21 U.S.C. 811 (httm://apkfdsys.gov/link?
Ynœ:on=- eev de=zle Gramos- nte lon=8ll% =xzrAlink-o =htmllth) (1) and (2). lt is

the intendon of the Administmtor to Ksue such a 5nal order as sx n ms m %ible aAer the expiration of 3o

days from the date of publicaEon of thks nodce. Mitmm ine and phydroxymittxm ine will then l)e subjed
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to the tory controls and adminkstrative, civil, and criminal sanctions applicable to the manufadure,

dkstribution, revev  distrl-bution, imm rtation, exm rtation, r- alth, condud of insm zcdonaladie es and

chemical analysis, and pww ion of a Khedule I contmlled substance.

The CSA *t.s forth slxwcifc criteria for e e uling a drug or other suhstanœ . Regular Rheduling actions in

accordance w1t11 21 U.S.C. 811 (https://apkfdsys.gov/link?

One:on=v MeH de=zle ormmœ- nt- Eon=8ll> =llrAlhk-o =he lta) are subju  to
fornul rulemaking procedures done -on the record aAer opm rtunity for a hearingo conducted pursuant to

the provksions of 5 U.S.C. 556 (httlv//apkfdsys.gov/link?

colledon=uxMeMide=- ea>m%- nte don=o  =neAlink-tym=htmll and 557. 21 U.S.C.

811 (h/m://api.fe s.gov/ink?one 'on=x deW EeczlW earamœ- ntH cEon=8ll% =ue ink-

type=htrnll. The regular scheuling pnxe,rxs of formal rulemakng affoals interested Ilallies w1t.h appropriate

proce> and the government w1t1: any additional xlevant infornution ne ed to make a determination. Final

decksioms that conclude the xgular Rheduling process of formal rulemaking alv subjed tojudicial review. 21

U.S.C. 8w (https://api.fdsys.gov/link?

conedon=uxM ee Ee=zle Gr=mos- ntp- don=8w> nuexll'nk-o =htM ). Temm rary

scheduling ordem azv not subject tojudicial xview. 21 U.S.C. 811 (htlm://apkfdsys.gov/link?

coBec:on=%cH ea de=zle Mr=mos- ntH œdon=8ll% =lleAlink-o =he lllt6).

Regulatoe  M alers

Section 2o1(h) of the CSA 21 U.S.C. 811 (httw://apkfdsys.gov/link?

OneEon=v M ea ee=zle ommos- œnte Eon=8ll% =uœ ink-o =he lth), provides for an

expedited temm rary schM uling adion whex such action ks necexury to avoid an imminent hazard to the

public safety. As provided in th1 sulsecEon, the Attorney Geneml may, by older, schedule a subshnce in

schedule I on a temmrary basks. Such an order may not lx kssued Gfore the expiradon of 3o days from (1)

the publicaEon of a notice in the Federal RY 'mter of the intention to iasue such order and the grounds

upon which such oder kq to lx issued, and (2) the date that nodce of the promsed temm rary scheduling

order Ls transmitted to the M sistant Secmtary of HHS. 21 U.S.C. 811 (htqv//apkfdsys.gov/link?

collecEon=v e ea oe=zlW or=m-- ntM on=8ll% =llexllk-o =he llltl).

Inmsmuch as sedion 2o1(h) of the C'SAdilvxds that temm rary scheduling actions be issued by order and sets

forth the prx edures bywhich such ordels are to lx ixque , the DM ie eves that the notice and comment

requirements of sedion 553 of the Adminierative Prce ure Ad (APA), 5 U.S.C. 553

(h/m://api.fe .gov#lk?conu ion=x dpM 'de=sW Gr=mos- nta e on=ss3% =uK&link-

type=htmll, do not apply to th1 notice of intent. In the alternadve, even arxsuming that th1 notice of intent

might lx subjed to secdon 553 of the hP& the Administrator flnds that there is gœd cause to forgo the
notice and comment lw uixments of section 553, as any further delays in the prtmm s for issuance of

temporary scheduling oldels would lx impracEcable and contrary to the public interest in view of the

manifest urgency to avoid an imminent hazard to the public Mfety.

Although the DM  believes th1 notice of intent to issue a temm razyschednling order ks not subject to the

notice and comment M uirements of sœtion 553 of the AP& the DEA notes that in accordance with 21

U.S.C. 811 (htlps://apkfdsw gov/link?

collecEon=uscMee de=zlW ear=mos- nte uon=8ll% =lz=Alink-o =he lllt4), the

Adminkstrator w111 take into consideraEon any comments submitted by the Assksont Sereury with repqrd to

the prolmsed temm raryscheduling older.
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Further, the DM % lieve.s that th1 temm rary scheduling adion is not a Grtlle* as desned by 5 U.S.C. 6o1

(ho ://api.fe .gov/lk?colle on=M ea de=sWGr=mos- œnt- 'on=6ol> =e nk-

t> =htm1)(2), and, accodingly, is not subjed to the mwquimments of the Regulatory Flexèility Act (RFA).
The lm uirements for the preparation of an initial regulatory flexibility analysis in 5 U.S.C. 6o3

(hum://api.fe s.gov#ink?conecdon=M eMioe=se Gr=most- ntH eon=6o3% =v &Dnk-
tym cchtmlltal are not applicable whex, ms here, the DFA is not required by section 553 of the APA or any

other law to publksh a geneml notice of pmm sed rulemaking.

Additionally, th1 adion is not a signifcant regulatory acdon as defmed by Executive Older 12866

(Regulatory Planning and Review), sce on 3(9, and, accordingly, th1 adion has not %en reviewed by the

Office of Management and Budget (OMB).

This adion will not have substan*al diret efets on the States, on tbe reladonship G tween the national

government and the Sute's, or on tbe distn-bution of m wer and re-sm nsibilities among the various levels of

government. Therefore, in accordnnce w1t.h Faxecutive Order 13132 (/executive-order/uuz) tFederalisml it
is determined that th1 action dœ s not have suë cient federalksm implications to warrant the preparation of a

Federalism Axqessment.

2

List of Subjects in 21 CFR Part 1R*  (/seIect-ciotioY2016/A 31/21-
CFR-IRM )

. Administrative practice and pmcedux
w Drug tramc contml
. Rem rting and o dkeeping mquilmments

For the reasons set out alm e, the DEA pmmses to amend 21 CFR mrt 1308 (/seled-

citation/2o16/o8/31/21<FR-13o8) as follows:

PART IM R- K HEDULES OF CONTROLLED SUBSTANCES

1. The authority citation for part 1308 continue,s to read as follows:

Authoritp 21 U.S.C. 811 (hmv//api.fdsys.gov/link?

OlleEon=v Meu qe=zle or=m%- nte Eon=8ll = ncplink-tym=htmll, 812, 87109, unless

othelwkse noted.

2. In j :308.11, add mragraphs (h)(28) and (29) to m-ad as follows:

. 1:08.11 sehu ule I

*+ * + * +

(h) * * *

(28) Mitram ine (to include synthedc equivalents ms well as mitram ine natumllycontaine  in the

plant of the genus and smcie.s name:Mitragyna s- c'fom Korth, n1m known ms kratom) its isomem,

estem, ethers, salts and salts of isomers, e-sters and etllem . . . (9823)

+%

D start Printed
Page 5+.)34

+%
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(29) pllydmvmitram ine (to include synthetic muivalent,s as well ms phydroxymitram ine naturally

contained in the plant of the genus and sv ies name: Mitragyna sN ciostz Korth, ae  known ms

kratom) its ksomers, e-sters, ethem, :.*11 and salts of ixmers, easters and ethers . . . (9838)

Dated: August 25, 2016.

Chuck RosenG rg,

Acting Adminkstrator.

Footnotes

1. ds disctissed in a memorandum ofunderstanding ente-d into bp the Fotxl and Drugzdmfnfstrtztfon
(FDA) and the National J'nstflure on Drug Abusc (NIDA), the FDA acts tzs the lead cgencg within the

Department ofHealth and Human Sertlfces (HHS) in can ing out the Secrcrarprs scheduling
rcgmrlsfsflfrfes under the cSA, with the œncnzrrence OJNIDA. so FR 9518, Mar. 8, 1985. The Secretary of
the HHS htzs delegated to ràeAssfçttmtxsecrerttnpxr Health ofthe HHS the autàorilp to make domestic
dnzg scheduling recommendadons. 58 FR 3546% Jul!/ 1, Jp9.N.
Back to Citation

2. ZOIS-CDER-DF.A Memovandum ofunderstandingfor sharing fn/orwmrion (Provided under ,2z CFR
20.85 Wselectmitaîon/zol6/ou/al/zl<FR-zo.8sl) datedAugust 4, 2016.
Back to Citation

3. Mitragynine fs the most abundant alkaloid in kmrom and consfazres about 66percent ofthe total
alkaloid content oftheplant. The alkaloid content ofmitraggnine tt?tzs gspercent ofall alkaloids detected
during analysesperformed. sizch large relctït?e dterences in prom rlfons ofplant alkaloids (66%:45%) are
common among plantspecies and will lead to twrftztfons inr tency and the ràsk ofoverdose.
Back to Citation

4. yHydroxymitragynine fs a morem lenê agonist than mitvagynine although it only comprises about 1.6

percent ofthe total alkaloid content oftheplant. n e alkaloid content o.fz-àpdroxgmftragpnfne was 4
percent o/cll alkaloids detected in cnclpses- r.formed. Such large relce e diffexnces fnproportïons of
plant alkaloids (4.0%:1.6%) cre common among plantspecies and will lead to twriaNons inpotenc.y and

the râsk ofoverdose.
Back to Cihtion

5. rlle National 'ofson Data Sgsrem (NPDS) fç a national databnv o-ffn/ornmlfon logged bp the countrg's
regionalpoison centers serufng all so Unfted States, nzer:o Rico and the Dfstrfcl ofcolumbia. T/le NPDS is
maintained by rllc.Apzerictm.A.sstxlfcson ofpoison Conlro! Centers. NPDS case records are the resul! ofcall
reports made by tfscrs (f.e., self-rer rtskfriends andfamily memWrs, and health careproviders.
Backto Ciudon

6. ZOIS-CDER-DFA Memorandum o/understandfng/or sharing fn/ormcrion (Provided under 21 CFR
20.85 (/selectmita6on/2o16/o8/31/21<% -2o.85)) datedAugust 4, 2016.
Back to Citadon

7. ZOa CDFXR-DF.A Memorandum ofunderstandingfor sharing fn-formtztïon (Provided under 2z CFR
20.8.5 @>lKr<ilcSon/2oz6/o8/Jz/2J<M -2o.8s99 datedAugust 4, 2016.
Kqc.k to citation
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8. UOIS-CDER-DFA Memorandum ofunderstandingfor shcring information (Provided under 21 CFR
20.85 @>lecr<itc#on/2oJ6/o#/Jz/2zXM -2o.#s99 datedAugust 4, 2016. Represents azsêoms cnd Sordcr
Patrol (CBP) see res/'om February 20:4 through Julp 2016.
Back to Citation

9. ZtU.JJ-CDF,R-DF,A Memowndum ofunderstandingfor sharing fn-fornmlfon (Provided under 2z CFR
20.85 @selectmita6on/2o16/o8/31/21<FR-2o.85)) datedAugust 4, 2016. Represcnrs Customs tzndae er
Patrol (CBP) sefatres#om Februarg 2014 through July 2016.
Back to Citation

1o. ZOIPCDER-DEA Memorandum ofunderstandingfor sharing fn/ormalfon (Provided under 2: CFR
20.85 (/selectmitanon/2o16/o8/31/21<P -2o.85)) datedAugust 4, 2016.
Back to Cie on

n. ZOIS-CDER-DFA Memorandum ofunderstandingfor sharing information (Provided under 2: CFR
20.85 (/Klectmita6on/2o16/o8/31/21<% -2o.85)) datedAugust 4, zol&Assuming a high dose of9 g of
kratom.

Backto Ciution

12. Reletwntpress rele-  can befound online at: ww /dc.gouA eYssp- ês/Newsrœm/
Hesu nnouncements/ucm4l6al8.h# ;
@o ://wwwfda.gov/N- sEvents/Newn om/- u nnouncements/ucm4l63l8.ho a')
ho ..//wwwfda.gov/NewsEvents/N- - m/W eu nnouncemc ts/ucm48o3- .h> ;
mc .'//o-o/dc.gor/Nœ ssrenrs/N- - m/&esMnnouncemenfs/u- g8o:- .hM i? and
ho ://wwwfda.gov/N- sEvents/Newvcm/- su nnouncements/uc< lso8s.h,
@o ://wwwfda.gov/N- sEvents/Newn om/- u nnouncements/ucmslso8s.h> ).
Back to Ciution

13. Relevantpress release can lwfound online at: wwwfda.gov/N- sEvents/Newvoom/
*esy nnouncements/ucw l63l8.h,
@D ://wwwfda.gov/N- events/Newvoom/Wey nnouncements/ucm4l63l8.ho).
Back to Ciution

14. Relevantpress relecse can befound online at: ho l//w- fda.gov/NewsEvents/Nx - m/
AesM nnounccma rs/u- slso8s.àM
@o ://wwwfda.gov/Nx sEventsA ew- m/*eA nnouncements/ucu lso8s.h#).
Back to Ciution

l5. Relevantlmport Jlerrs (#% s4-zs and 66-47.) can Sfound online at: w w.acceMdatalda.gov/cms-ia/
fnzm rrclcr'ê- zzr.àMzl.cnd @p ://www.a<- datafda.gov/c- -ia/imr nalen-alsz.h> l.and)
Yo-.accesecrc/dc.gor/c- -fc/fmm aclce-zw .àM !
@p ://www.accessdatalda.gov/cm -ia/imF nalen-lgo.h# l).
Back to Citation

z6. ZOIPCDER-DEA Memorandum ofunderstandingfor sharing fn/ormatfon (Provided under 2z CFR
20.85 XKlectmitadon/2o16/o8/31/21<FR-2o.85)) datedAugust 4, 2016.
Back to Ciution

17. Mflzw nfnc fs used to confrmclfrelp identh plant material cs W tom.
Back to Ciution

18. Ie fle law enforcement data fs not direct evidence ofabuse, it can lead to an inference that a dnw has
& en diverted and cbtlscd.
Back to Ciution

Case 9:16-cv-81665-DMM   Document 1   Entered on FLSD Docket 09/30/2016   Page 23 of 25



19. ZSTRIDS, STARL#S, andNbus data re/ecr data remrred by tàe/orcns'fc lavratory systems.
Sncounters rem rted in ràese sgstems, and the otlerc!/ number o/- 'zllres. may & low Yccuse
kratom/mitragynine is notyedcmllp con* lled under the (M . öpically, cxt,r control, ràcsc numbers will
fnc?vqzsc.

Back to Ciution

2o. The quantitative #luesfor mflrcgpnfnc and pàgdroxpmfhwgpnfnc were not availablefor cllm sflft?e
results shown.

Back to Ciution

21. Substances are tested tzsptzrr ofa loxicologp mmel that includes illicit or commonly e tlscd substances
routinely analyzed.

Back to Citation

22. Email correspondences with analydcal lcbom rorfe,s in Willow Growc, PA, Clecrlzmrer, FL, and Sanlc

Rosa, CA.

Back to Citation

23. faoctzred fn Willow Grove, PA, analyzed blc d/urine mmples'om Canada and thirteen I7t& states.
Corresmmdences onfle with D#,A.
Back to Cihtion

24. faoctzcd fn Clearwater, FL, analyzed urine samplesfrom multiple states tzcross the U.S.
Corresm ndences on#le with D#,A.
Back to Citadon

25. Located in Sanrc Rom, CA analyzed urine samplesfrom multiple s-lctcs across the United States.
Correspondences onfle with DEA.
Back to Ciution

26. K Amk, Kratom The Epidemiol- y, l.f.çe andAbux Addiction Potential, and Legal Status, in Kratom

and OtherMitragynines The Chemistry andpharmacology ofopioidsfrom aNon-opium Source 309-319
(Raf.a, R.B., ed 2014.); Suropetzn Monitoring Centerfor Drugs and Drw dddfcrion, Drug Prof/cs; Kratom,
www.emcdda.euros .,/publiœdons/d,g-pwfles/W tom
mr z//YwY.cmcdda.aYpc.cu/publfccsor/d-g-pmflesM rom? (cccessed 08/28/2013.); M'?'.mzAc of
DrugsAct zpzz Order 2011 (SJ. No. ssz/ztuf (1r.); MfS'U.O ofDrugs (AmendmentRegulations 2011 (S.I.
No. .Rlp/zozf (fr.).
Back to Citation

27. Alabama-Ala. Code gzo-z-z3iArkan.mg-Ark.Admin. tlode 007.07.2; Illinois-lL STCH 72o f 642/5;
1ndiana-IC35-31..v2-.321; M ufs-ftznc-f,A R.S. 40:989.3; Tennenee-TcA. #.ap-zp4.se?; Fermonl-Ft.

Admin. Code 12-.5-23:4.0,. W'fscorlsfn-m s>. 961.14 and Dfs-cl ofcolumbia-zzm DCADCJ 1201.
Back to Citation

28. New HampshiK-2o15NH S.B. 54o and 2o15NH S.B. s4:& Netv Jersey-zol6 NJA.B. 
.> & ; New Fork

- 2o15NYA.B. 9Jm , ZOISNYAB. ptlo , 2o15NYA.B. 867% and 2ozsNFS.S. 634.% North Carolina-zols

NC H.B. 747 (NS) dnd 2015 NCS.B. 83o W S); Florida-uol6 FL S.B. 1182 tmd 20:6 FL H.B. 73; (md
Kentuckg-zoa6 R'FS.S. 136.

Back to Citation

29. Thc INCB fs an indes ndent monitoring lltxsp that is responsiblefor ex luctfnp the implementation of
the UnitedNadons international dnzg controls contlcnsorss.

Back to Ciution
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3o. fmlom was lfseed tzs aplant material containingpsw hoactive substances in the INCB reportfor
which Ocommendctfons were madefor s-cl/edplcnt materials.
Back to Chation

31. tlclàs/'om healthcnreproviders comprixd a lcrvcmrlfon ofcalls received, rcprcscnêfng 75.2% ofcalls
rem rled.

Bac.k to citation

32. Cormsm ndences onfle with DF.A (datedApril 1% 2016.).
Rack to Citation

33. Autope/Medical Emminev (MSJ Kjwrts onWle with DFA
Backto Ciudon

(FR Doc. 2016-20803 (/a/2o16-2o803) Filed 8-30-169 8:45am)
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