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Hepatotoxicity associated with weight loss or 
sports dietary supplements, including OxyELITE 
Pro™ - United States, 2013 
Kevin Chatham-Stephens,a,b* Ethel Taylor,b Arthur Chang,b Amy Peterson/ 
Johnni Daniel,b Colleen Martin,b Patricia Deuster,d Rebecca Noe,b 
Stephanie Kieszak,b Josh Schier,b Karl Klontze and Lauren lewisb 

In September 2013. the Howoii Deportment of HHlth (HDOH) w .. notified of seven odults who developed ocute hepotitis oftor 
taking OxyELITE Pro~. a w•lght loss and sports dietary supplemtnt. CDC assisted HOOH with their Investigation, then conducted 
ca.se-flndlng outside of Hawaii with FDA and the Department or Defense (DoD). 

We defined asses as acute he~tltis of unknown etiology that occvrred from Aprll 1, 2013, through December S, 2013, following 
exposure to a weight loss or musde-building dietary supplement. such as OxyELITE Pro'". We conducted case·findlng through 
multiple sourc.es., Including data from poison center5 (~tfonal Poison Data System {NPOS)) and FDA MedWatch. 

We identJUed 40 case-patients in 23 stat es and two milltary ~ses with acute hepatitis of unknown etiology and exposure to a 
we1ght los.s or mu.sde bu:ildin9 dieta.ry supplement. Of 3S clls.p1tients who reported their race, 15 {42..9%) reported white and 9 
(2S.7%J reported Asian. Commonly reported symptoms lndudtd jaundice, fatigue, and darl< urine. Twenty-five (62.5%) case­
patients reported taking OxyELITE Pro•. Of these 25 p1tients, 17 of 22 (77.3%) with avallablo data we"' hospitalized ond 1 
received a liver transplant. NPDS and FDA MedWatch each captured seven l17.S%) case-patient$. 

Improving the ability to search surveillance systems like NPOS ilnd FDA MedWatth for individual and grouped diet ary 
supplements. as well as coordinating cas.-flndlng wtth OoO, may benefit ongoing surveillance efforts and future outbreak 
response:S involving adverse health effects from dietary supplements. This investigation highlights opportunities a nd challenges 
in using multiple sources to identify cases of suspected supplement associated adverse events. Published 2016. This article is a U.S. 
Government work and is in the public domain in the USA. 

Koywords: Supplement; hepatitis; OxyEUTE Pro 

Introduction 
Dietary supplements are commonly used in the United States.""' 
Some populations, such as militaiy petsonne~ are mo<e likely to 
use certain types of dietary supp~ments, such as weight loss or 
sports supplementS. than the general popuilltion.131 Some of these 
dietary supplements. particularly herbal products and those used 
for pcrfotmancc enhancement. have been associated with liver 
injury.1" 61 No comprehensive surveillance system is available for 
dietary supplement·induced liver injury, so information regarding 
'upplement induced liver injury come' from co'c report' ond 
series. outbreak investigations, prospective registries. and voluntary 
reporting to FDA MedWatch and poison centers.'71 

0.\ September 9, 2013, clinicians at a single ter1iary Gafe hospital 
in Hawaii notified the Hawaii Department of Health (HOOH) of 
seven patients who pre-sented with severe acute hepatitis and ful· 
minam liver failure or unknown etloloqy.''1 Abnormal laboratory 
findings induded markedly elevated livet enzy-mes (aspartate ami~ 
notransferase (ASTI and alanine aminotransferase (ALT)), as well 
as total blllrubln. Testing ror lntealous agents. Including heparn1s 
serologies. wos negotlve: however. clinicians noted that all seven 
pat ients cons.urned OxyEUTE Pro .... a weight loss or sports dietary 
supplement. On September 27. 2013. stall from the U.S. Cente<s 
for Disease Control and Prevention (CDC) joined HOOH to aS$ist 

with their' investigation. Case-findi1'9 efforts in Hawaii identif.ed 
52 case--patients with acute hepatitis of unknown etiology who 

.. Connpondmc~ rcx Ktvin Chothan-Stq.Jhtns, EIS olfka, 1600 CJihon Rood NE 
MS C.fJ9Adonta. GA JOJ19E-moil:xdc4@cdc.gov 

a EIS offlc.er, 1600Clif'ron Rood NE MS C.Q9, Atlanta, GA 

b OMsion of ErMronme"ntof Ho.lord) ond Heohh Effecn. Nmionof Cmro for 
Envitoomenral Heolrh, Centers for ~t Control and Pttvetllion 

c OMsJon of fntt9r0fed 81owMdlonce. Armed For en Htolth Sutveiltonce Center 

d ~mr of MJlirtlff and Emetgency M«Jick>e, Unlfon»ed Stvvicts Unlwtsiry 

e OH'tCe of AAOytics ond Ouffeoch. CetWtt f01 food Softly aod llppkd Nvttltiort. 
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vtihxt S)1ttnt· DoO. - {kpot1menr of lkftr-rse FDA.. - Food o,,d Orug Adln.vtis· 
uo(iori; HOON. - Uowoii ~(tlt of Htokl'I; INR. - klttrt'l<ttionol notmofttd 

rorio; IUIL. - lnttmat.ietlal uniu ~ liftr, kgtm', - KJ'IOgranVmtttr squottd; mg/ 
dL - AW/igrom/d«Jftrr, MMWR. - M0ttNdity and M0tlolity Wtt~ Rtp«t; NPDS, 
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had ingested a d"1tary supplement during tho 60 days prior to ill· 
ness onseL These case--patlents, the majority of whom consumed 
OxyELITE Pio• , are described elsewhere.191 

Based on the preliminary nndlngs from the H•w.111 lnvestlgatlon. 
the US. Food and Drug Administration (FD/\) initiated an lnvcs1iga· 
tlon Into the nlanufacture and distribution of OxyEUTE Pro'". Ca.se­
padents 1eported l.ISing OxyELITE Pro'• products from multiple lots. 
'"d a trace back lnvestlgarion found each of these lots was dlmlt>­
uted to states fn adcJJtlon to Hawaii. Due to the nationwide distribu­
tion of Oxy£LITE Pro- . CDC, In collaboration with FD/\ and U.S. 
De~rt1llen1 of Defe-nse (DoD), initiated use-finding in the United 
States outside of Hawaii for additional cases of arut.e hepatitis of 
unl<nO'Nn edology and exposure lo a weight loss or mosck! building 
dietary supplement. This manuscript describes the different sources 
through which we identified suspected case-patients and summa· 
rlzes the presenting signs i!uld syn1pton\s, exposures,. and labor'a· 
rory data from these case-patients. 

Methods 

We defined a case as 3tute hl.'patitis of unknown e-tiology that de­
veloped between AprO 1. 2013. and Oe<emb0< S. 2013, In• non· 
HawaR resident who consumed a dietary supplement marke1ed 
for weight loss or muscle building In the 60 days prior to Illness on· 
set. Case.patients had I) anALTvalue?!,fourtin\eS the upper limit of 
normal (approximately 160 international units per liter, IU/l}; 2} a to­
tal bllirubln levcl ?.two times the upper limit of normal (approxi­
mately 2.S mllllgr>ms per deciliter. mg/dL); 3) • negative viral 
hepatitis panel; 4) hepatic imaging (l<>., ultrasound, CT scan, MRI) 
not consistent whh alternative etiok>gies of non-viral hepatitis 
(e.g .. c:holelithiasis): 5) no recent hypotensive shock or septic 
episodes: 6) no pr~existing diagnosis of a chronic liver disease such 
as autoimmune hepatitis. primary biliary cirrhosis. primary scletos­
ing cholangitis, Wilson's disease, or hemochromatosis; and 7) no 
chronic alcohol abuse documented in 1heir medkal f'ecord. The 
only difference between our case definition and 1he one used in 
the Hawaii investigation was that we restricted our ca.se definition 
to non·Hawall residents.191 

We used four distincl apptoaches to idetltify potential cases -
National Poison Dara System (NPDS), FDA MedWatch, a national call 
ror cases, and OoO case finding. Case-finding from NPOS and FDA 
MedWatch was restrleted to cases lnvoMng OxyEUTE Pro-. Below 
are descriptions of the four approaches used. 

1. NPDS - NPDS collects information from all calls feceived by 
U.S. poison centers.' 1°' When an individual or heaJthcare pro­
vider calls to report an e-xposure to a product poison center staff 
collects information on the exposure and assigns a unique, 
pfoduct -£pccific numeric.al code for the expo&u re. Since diet.ll)' 
supplements are coded individualty and no product code en­
compasses all d ietary supplements. we lndtoded calls Involving 
only the produet code for OxyEUTJ: Pro- . We retrospeetively 
searched NPOS for all calls received between April I, 2013, 
and September 2S, 2013. in which• caller rePorted an exPoSure 
IOOxyELITE Pf'O ... and had an elevated ALT Or IOtal bilirubin. We 
selected April 1.2013, based on the earliest exposure among the 
initial seven patients repQrted to HOOH. Wecondueted prospec· 
1ive case-finding from September 30, 2013, through December 
S, 2013, at which poinl we ceased suNeillance given 1he most 
recent illness onset date of November 3, 2013. 

2. MedWotch - FOA MedWatch is a system for consumers, 
pat~nts, and healthcare providers to report adverse events 

K. Chothom·Slephens .i al. 

associated with a vaflety of ptoducts, lncludirl9 medkatlons. 
medical deviceSt and supplementl.111

' FDA searched MedWatch 
for reports of •dve<se health elfects associated with Oxy£UTE 
Pro- and collected medical records for seleet patients for 
which a description of liver disease was provided, along wi1h a 
history of Oxy£UTE Pro~ Ingestion. For this analysis we Included 
cases reported between April 1, 2013. •nd December S, 2013. 

3. National con for ca~ - We requested cases through a Health 
Ai.,n Network advisory dimibuted to state and local health 
departments. dinicians, and public health laboratories on Oeto­
ber 8, 2013. and oa short com1nunic.atioo in CDC's Morbidity o.nd 
Mortality Weekly Report (MMWA) on October 10, 2013.''~"l The 
He.al th Alert Network advis:ol')' and MMWR described the prelim­

inary results of the Investigation, Including that the majoriiy of 
patients Identified had consunwd O><yEUTE Pro~. and 
requested that clinicians report patients n)eeting the case deft­
nitt0n to their tocaJ or state health department and FOA 
MedWatch. We also sent a call for cases to the American Assoc> 
ation for the Study of Liver Diseases l)VISLD) and the United 
Netw01k for Organ Sharing (UNOS). To facilitate case reports. 
CDC estabttshed a hotnni; for healthcare providers to report 
cases of acute hepatitis of unknown etiology associated with 
consumption of a weight io.ss or muscle building dietary supple­
ment through December S. 2013. 

4. DoO cose finding - Given the prevalence ol dietary supplement 
use among active duty military personnel, DoD ~ormed 
active s.urveillance for Cil~ by using the Oefense Medical 
Surveillance System IDMSSJ, which Is maintained by the Armed 
Forces Health Surveillance Center C/\FHS0.'"·"'1 The DMSS was 
used to idontify a cohort of US. active duty military personnel 
and other beneficiaries who had ALT and total bilirubin values 
consis1en1 with 1he case defini1ion and had an IC0-9 diagnosis 
of acute or unspecif.ed hepatitis from April 1, 2013, through 
Oe<ember S. 2013. Potential cases were excluded if they had a 
diagnosis or laboratory evidence of vira~ bacterial, or pre­
existing chronic hepatitis. DoD person1lel 1hen co1uacred these 
individuals to determine whether they had exposure to a dietary 
supplement marketed for weight loss or muscle building or had 
any previous medical history that would exclude them as a case. 
lo addition, each service put out a call ror cases through their 
publk health centers asking for any case of liver injury without 
a clear etiology. 

Individuals meeting the case definition were administered a 
questionnaire which focused on demographics; presence and 
timing of signs and symptoms; previous medical history; any 
use of prescription drugs. over-the-counter medications. and di­
etary supplements in the 60 days prior to illness onset risk lac· 
tors lor lhtar injury (e.g., Tylenol (acetaminophen] and ethanol 
use) in the 60days prior to illness onset; and outcomes including 
hospltalliatlon, liver transplanmlon, and death. DoD personnel 
administered a modified version of (he qutstionnaire that In· 
eluded DoO·specific questions. We standardized race according 
to U.S. Census categories and categoriied case-patients into 
the following groups - Pacific Islander, Asian, white, multiple 
races, and other. We asked case·patients specifically about con· 
sumption of OxyEUTE Pro N as well as all other supplements. In· 
forma1ion on supplemen1 use included supplement name, 
serviog sizes and frequency, dates or use, reasons for use, and lo-­
cations of purchase. For case·patients with available medical 
charts, we abstracted results for autoimmune markers and peak 
laboratory values associated with liver Injury. We reviewed case 

wileyonlinelibrary.corn/joumal/dta Published 2016. Ths article is a U.S. Government w0tk 
and is in tlw pubic domain in the USA. 

Drug Tt'SL Ano/)'<~ (2016) 



Oiet<try supplement•C'lssodated acute hepatitis 

tepotu ffom the diffe:tent data sources Jnd Identified pot~r'\tial 
dupllca1·e reports based on demographic data. We then com· 
pared the data in these potential duplicates, 1ectified any dis· 
crep>ncles. and confirmed the final data with the state health 
departments and OoO. 

We entered data from the questlonna1re and chart abstraction 
into a Mlcrosoft Excel database and calculated frequendes and pl'o­
ponlons of reponed values and responses using SAS v•rslon 9.3 
(SAS lnslil\Jle, Guy, NO. 

Results 
Case reporring 

We received 86 possible case repons: 40 met the case definition; 
27 did not meet the case definition; and 19 did not have enough 
lnfotmation to dctctmine th-Qir case status. The 40 casc·palients 
lived in 23 states and two military bases outside the United 
Smes (Fig. I). Case-p>tients were lden1lfied through the OoO 
(n ; 21; 52.5%), NPOS (n ; 7; 17.5%). FOA MedWotch (n ; 7; 
17.5%), stale or local health departmenl5 (n; 3; 7 .5%), transplant 
specialiS15 (n; 1; 2.5%), and the CDC hotline (n ~ 1: 2.5%). Seven 
(17.5%) o( the 40 c-ase·palien1s h;iid ques1ionn21:lrt bnd meidi(bl 
chan data; an additional 30 (75.0%) case·patients had eithet 
medical chart or questionnaire data, and three (7.5%) case­
patlenu had oosic data collected from the case report form 
(Table 1). 

D<mogrophlcs and prr>enting 111n<!ss 

Mean age of the 40 c.ase-patient1 was 33.9years. with a range of 
20-51 years. Twenty4 four(60.0%) of the 40 case--patients were male. 
Thirty-f!Ve of th< 40 cose·potients reponed • roe<. most commonly 
white (n = 1S;42.9%), Asian (n = 9; 25.7%), and Pacific Islander (n = S; 
14.3%) (Table 2). The median body mass index (BMI) for the 32 case. 
patients wilh available data was 28.0 kg/m2 (range: 20.~3.1); 26 
(81.3%} case-.patients were categorized as overweight or obese. Ill· 
ness onset dates, which were available for 38 cas~patients, ranged 
from April 10, 2013, through November 3, 2013 (Fig. 2). The most 
commonly tepo11ed signs a1ld symptofns included jaundice ot 

Figure 1. State of Residence for Case·patlents - United States, 2013, n-=40 

Drug Tesi;1ng 
and Analysis 

sderal iccerw. fJtigue, dark urine. nauseA, and ll9ht· ot clay<olofed 
Slools (Table 2). 

EltJ)Osure co OxyEWE Pro• . ah;ohoL and medlcorlom 

Twenty.five (62.5%) o( 40 use-patienl5 reported consuming 
OJ<)IELITE ProN whereas 15 (37.5%) reported consuming only 
another dleiaiy supplement In the 60days prior to lllntss onset. 
or the 25 case-p>tlents who consumed OxyEUTE Pro* , nea~y half 
(n = 12; 48%) consumed at least one other supplemen~ and greater 
than a quarter (n = 7; 28%) c:onsumed onJy OxyElrTE Pr·o- and no 
01her supplements (Table 3). flve oflhe 6 cases wilh lncomple1e In­
formation on supplement use were ldentifled through NPOS or FDA 
MedWatch. No addilional supplemenl5 were reported In common 
among 1he 12 case-patients who consumed OxyEUTE Pio~ and 
aoothe< dietary supplement. Of the 1 S ca.se-patient.s who did 1"lot 
consume OxyEUrE Pro ... three consumed (4 .. '. two consumed 
NO.Xplode• . and 1en consumed some other wei9ht loss or muscle 
bullcllng supplement One case-pa1lent who was ol1glnally reported 
to a poison center due to exposure to OxyELITE Pto'· subsequently 
repo1ted cons.urning only another dietary supplement instead of 
OxyEUTE Pro N . 

Among the 25 case-patlenl5 e~posed to Ol<yEUTE Pro• . 17 pro· 
vided a reason for use: 10 (58.8%) to lose weigh~ four (23.5%) to 
improve athletic peifo1mance; 1wo (11.8%) to inc1ease ene<gy: 
and one (5.9%) to incteas~ mU$.de ma.ss. for' the 1? ca.se-patienu 
who reported th•lr serving size. all consumed frorn one t'o three 
tablets 01 scoops per day, which was consistent with manufacturer 
recommenda1ions. For the 19 case-patients who could remember 
whon they started consuming OxyEUTE Pro"', the median duration 
of OxyELrrE Prow use prior to illness onsel was SSdays (range: 
2-477 days). 

Twenty·three (71.9%) or 32 use-patients with avalloble dato 
repocted dtinking any alcohol in the two months before illness on· 
set. Twelve (66.7%) or 18 case-pa1ienl5 reported consuming two or 
fewet- servings of alcohol at each si11in9. or the 12 case-pa1ients 
who used a prescfiption or over·the-<ounter medication in the 

IWO months prior to illness onse' IWO ( 16.7%) reported taking acet­
aminophen •a few times a month," and one (8.3%) reported taking 
ibuptofe1'1 '"a few times pet week." 

DAA) Tt~. Analysis (2016) Published 2016. This ~10C~ is au.~. Govet1,moot work 
and is in the public domaili in the USA. 
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National Pol.son Dat1 Sysltm 
State Htalrh ~rtml!f'lts 

Tr~l\s~nt Speci.:ilists 
Centers (0< ~sc-Coouol and Ptcventlon Hotline 
ro,.1 

I 

2 
) 

7 

21 

) 

I 

25 

5 

s 

I 

2 

) 

21 
7 
7 
3 

I 
I 

40 

Tobie 2. Oemogrilphlcs. presvnano sigm and $)'1T1ptom11. •nd lilbonltory tesu for ci»e-pratienu - Unlted Suites. :2013' 

Sex Male 
Fen~ 

Race Whit• 
A~ian 

Pac-me Isla ndff 
81.l<k 
Other 
Multi pk! rM.es 

~gru and symptoms Jaundk• 
Fatlguo 
0.1~ urilw 
N.iused 
Ught· 0< day-colored stools 
Appetite loss 
Abdominal pain 

l<lbo(atary Test R('fe<cl)(e Range ' 
AST, IUIL IC>-34 

AlT, IUJl IC>-40 

Alk>ine phosph>tas•. IUIL 44-147 
Total bllirubin.. n'91dl 0.3-1.9 

INR 0.8-1.1 

• The number of case-patients who responded to eac:h quesrioo vaned 
' Rcfc,e.-~e fanges obtah'led frOfl'I National Lbaiy of Medicine 

Laboratory Doro 

Median laboratory values at the peak of Illness are l)(esented In 
Table 2, with morkedly eleuoted AST, ALT, ond total bilirubin levels. 

" 
• 

• 

NI c.;,so.pabents n t9bJ C~·po.t•<:nts c~ to 
OxyEUre Pt0 n <10> 

2< (60.0) 10 (40.0) 
16(40.0) 15 (60.0l 

IS (42.9) 4 (20.0) 

9 (25.7) 9(45.0) 

s (14.l) s (25.0) 

3 (8.6) 0 (0.0) 

2(5.7) I (S.O) 
I (2.9) I (5.0) 

29 (90.6) t6 (94.1) 

29 (87.9) 18(100.0) 
28 (84.9) 17 (94.4) 
24 (75.0) 14 (82.4) 

22 (n.O) 13(81.3) 

20 (62.S) 14(82.4) 

18(54.6) 10(55.6) 

M~on Volue (Range) Median Voluo (Range) 
1.382 (138-2,525) 1.SOO (853-2.525) 
1,597 (391-2,843) 1,849 (975-2,843) 

166 (115-lll) 166 (115-331) 

6.7 (2.4-26.4) 6.1 (2.4-26.4) 

1.2 (0.8- l.8) 1.2 (1.0-).8) 

Two (25%) of the eight case-patients tested for antinuclear anti­
body (ANA) hod positive tesi. and one or five (20%) tested f0< 
anti-smooth muscle antibody had a positive test. One of three 
case-patients (33%) tested f0< F·actin antibody had a positive test 
ond onothcr (~)')(,) hod o weokly poJitivc ten. One of five (.20?<i) 
case-patients tested fot anti~mitochondfial antibody had positive 
tests and both case-patients tested for anti·liver kidney microsomal 
antibody had n~ative tests. Twelve (63%) of 19 case-patients with 
available data required a liver biopsy. For the three case-patients 
with liver biopsy data availabit?, two (67<Jib) had histopathological 
changes compatible with drug-induced liver injury and autoim­
mune features and one (33%) case-patient had non-specific 
findings . 

Ho•pitafization and Ourcomt 

Figure 2. Rtopoflcd Mo1Hh of Symptom Orn~t fOI' (aw..paticnts - united Twenty·six (70.3%) of 37 case-patients with availabJe data and 17 
Stam. 2013, n = 38 (77.3%) of 22 patients exposed to OxyEUTE Pro'" with available data 
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wli<• hospltalizro. Three (27 3%) of 11 case-patients with •v•ll•bl• 
data received N·acetyky>teine and four (36.4%) of 11 case-patients 
with available data received corticosteroids. Of the 25 patients ex· 
posed to OxyELITT Pro~. 1 (S.9%1of17 with avallab1• data received 
a liver transplant. No casf!-'patients died. 

Discussion 

Forty case-patients, Including 2S case-p;itients who consumed 
Ox.yEUTE Pfo-. in 23 s.tates .lnd hVO mllirary bases outside the 
United Sraies developed acute hepatitis between April I , 2013, 
and Oecember s. 2013 (ollowing consumption of a welght loss o,. 
sporu dletal)I supplement Viral hep;itlris panels were reported 10 
be negative for •Wi case-p;itienL and c•s.,.patien1s dld not report 
risk factots such as rolJtine acetaminophen use in the 60 days prior 
to illnes$ onset. This investigation (40 total c~se-pat;ents; 25 con­
sumed OxyELITT Pro"'l and the HawaJI Investigation IS2 1otal 
case-patients; 44 consumed OxyEUTE Pro"') identified a combined 
tot;1I of 92 case-patients, of whom 69 consumed OxyEUTE Pro- .1"' 
Of 1hese 69 case-p;itients who consumed OxyEUTE Pro·, 32 re­
quired hospltalizatjon, 3 required liver transplants. and 1 died. 

PriOf to our investi9C1tion, FDA had received reports o( acute ad­
verse heallh elfects associated with the use of a foonulation or 
O• yEUTE Pro~ containing 1.3·dlmethylamylamlne (DMAA).1'•1 A 
study published in 2014 documented acute liver Injury In seven ac­
tive duty service members who had consumed a formulation or 
OxyEUTE Prow labeled as containing DMAA-"n Th<' manufacturer 
released a DMM·free formulation of OxyEUTE Pro~ that lndudcd 
aegeline in early 2013.1111 Ah..- FDA notified the manufacturer that 
it had railed to inform FOA of the use or aegeline. which was deter­
mined to be a new die1ary in9tedien1. the manufacturer recalled 
aegeline-containing formulations of OxyEUTE Pro ... in November 
2013. 

Dietal)I supplements and medications associated with liver injul)I 
appear to do so through two mair~ mechanisms: eithe.- a predict­
able, dose-dependent toxic effect from a medication (e.g .. acet­
aminophen) or a less predictable, lmmune>-altergic, ldiosyncratie 
reaction to on Ingredient of the l)(oduct.1" 1 Although the e>0ct In­
cidence of livct injury associated with dietary supplements is un­
known, a prospective study of drug-induced liver injury identified 
dietary supplements as the cause of liver injury in 130 (15..5%) of 
839 consecutively enrolled patients.ISJ 

Drug· or herb-induced liver injury can be a difficult diagnosis 
given the absence of safety data on many ingredients contained 
in th~e products; the presence of co-exposures poten1ially associ· 
ated with liver injury including medications, supplements, and ako­
hol; interactions among the multiple ingredients in products and 
drugJ; ond the lock or D definitive lobototory ten for dn..ig~induced 
livet injury. Al1hough several clinical diagnostic ctitetia have been 

Drug Tesc1ng 
and Analysis 

published. 1.hen? is no Stat\d.ardized algorithm to djagnose dtug­
induced fiver lnjury.171 Instead, the diagnosis is one of exclwion -
it felies on a temporal association of exposure followed by lhe de­
velopment of signs and symptoms. and more Importantly. the ex· 
cl-usion of other causes of liver injury.D.20! Therefore. in this 
lnves;tlgation we chose a specific case deflnltion to exdude other 
((luses of lrver Injury such il'- viral hepatitis: prfH!'>cisting autoim· 
mune hepatl1ls; chronic • lcohol use: and chronic liver diseases. 

SJnce dletary supptements often contain multiple ingredients, 
some with unknown safety l)(Ofiles and most wkh unknown Inter· 
O'tctioo~ determining 1he etiologic agent aod mechanis1n of liver in­
jul)I associated with 1hese products Is difficult. A single, definitive 
etiol09k agent Is not typlcally Identified In lnv~stigations o f liver In· 
)ul)I associated with a supplement!>""' As part of the Hawaii Inves­
tigation, FDA performed both a general analytic 1aboratO<)I screen 
and targeted testing of OxyELITT P<o • for potentially hepa1otoxic 
<1gents}9

•
1KJ The testing confirmed 1he ingredients hs~ed on the la· 

bel and did not 10.ntlfy any known hepatotol<k agents, so 1he spe­
cific causative Ingredient remains unknown. The absence of a 
known hepatotoxic agent ldentiRod on t<>sting may suggest either 
1he presence of a less common hepatotoxic agent lhat was no1 
rested for, an idiosyncratic reacrion to one of the listed ingredients, 
or a reaction to the combination of ingredients in the product. In 
addition to the P<oduct testing, FDA perfooned a trace back of 
OxyEUTE Pro~ but did not Identify a unique lot common to case­
patients in the Ha\vaii lnvestigation}9.llU Con,pared to th~ Hawaii 
investi93ti~. where S2 case·patients were identified, we ldentiHed 
40 case-patients In seve<11I states, with Olllfomia being the onfy 
state with more than 3 cases. The re\lson for this apparent cluster­
ing of case·-paticnts in Hawaii without Jny clustering of case­
patients in the continental United States re1nains ync.lear. 

Our investigation demonstrated characteristics consistent with 
previous reports of drug·induced liver injury. In a prospective study 
of 839 consecutively enrolled patients wkh suspected drug· 
induced liver lnjul)I, 60% of patients were female and the median 
duration of supplement u.se was 30days for nor1-bodybuildi1l9 sup­
p&ements and 43.5 days for bodybuikting supplements.lSJ In oor in­
vestigaOon 40% or the patients were female and the median 
duration of supplement use was SS days. Similar to our lnv~stigo· 
tion and the investigation i1l Hawai~ ca~patients io some ptior in­
vestigations of drug- or herb-induced liver injury reported 
consuming the serving si:tes re<ommended by the 
manufacturers.12l.l•I The increases in ALT. AST, and total bilirubin 
with only a borderline elevation in alkaline phosphatase observed 
in our investigation sygges-t a hepatocellutar pattern or liver injury. 
which is often observed in drug. or herb-induced liver injury.IUSJ 

In our study, 25.7% of the 35 individuals with available race data 
reponed ASian as their race compared to 4BM> of the 2010 U.S. 
popult11tion.f26t In o prcviouJ Jtvdy of idk>JYn<:rotic drug·indu<:cd 
liver injury, Asians were also over·rep.-esented, comprising 6.8% or 

Table 3. Case-patients who Reported Consuming OxyEUTE Pro"' by Source of klentification and Other Supplement Use - United States. 2013 (n = 25) 

Consumed only OxyEUT! Pro -
CO.\Wtned OxyEUTE Pro .... and a1'10the< supplt.Vfl("IH 
Incomplete information on svppl(.'f'l'lc-nt use othCt th.11\ 
OxyEUTE Pro ... 

kl~tlfltd through 
NPDS0<FDA 

MfdWat<h n {%) 

3 (23.t) 
5 (l8.5) 

s (l8.S) 

Drug Test. Anolys;> {l016) Published 2016. This ~1ti"e is au.~. Gove<1,moot work 
and is in the public domair, in the USA. 

Identified by OoO. state 
hNlth department.. 01 CDC 

Hotli~n(%) 

4 (33.3) 

7 (58.3) 

I (8.3) 

Overal n (~) 

7 (il!.0) 

12 (4$.0) 
6{l4.0) 
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d>e caSt>-patlenu compared to 3.6% of the 2000 US. popuL"ltion.1" 1 

Whether this racial distribution can be attributed lo purchasing 
practk:es, genetic differences suggesting that Asians may be at 
hlgh•r risk lot drug·lnduced liv•r Injury. cultural p<aakes pla<:lng 
A$ians at higher risk for exposure to a hepatotoxlc agent. or some 
other unidentified factor remains undear. A nationally representa· 
live survey documE"nted 1hat individwls from multiple races and 
Asians had 1he highest rares of diet1ry su~lement use. with 
24.6% of Asians reporting supplement use.ra In a prospective 
study of 660 patients diagnosed with drug-Induced liver injury by 
the Drug Induced livel' lnjuiy Net<.votk. Asian r,ace was a risk factor 
for both ltver transplantatlon and death within six months of 
dlagl'\osis. The reasoo for this lindi,,g is 1.1ncfear. b1o1t the authors 
postulate that Asians may: I) have greater susceptlbffity to drug· 
Induced liver injury; 2) pres<?nt later In the course of Illness; or 3) 
have hnpaired llver regeneration.l21l 

The significance of the positive CHJtoimmvne antibodies 1n sonle 
of our case-padenis Is 3lso unclear. Prior studies have documented 
autoimmune antibodies such as ANA In cases of drug·lnduced nver 
injury. A pro•peclive, multl-center study in the United State5 docu· 
mented that t9 (24'lb) or 79 case-patients with drug·induced fiver 
injury rested (or autoimmune antibodies h~ positive rests.llSl tn 

addition to drug-induced liver Injury, these antibodies have been 
documented In all-<ausc liver failure, but have not been associated 
with a particular toxic etiology. Whether these antibodies sclVe a 
role in the immunoailergic pathogenesu underlying the idlosyn· 
cratic !Iver in iury or ir they are a consequence of the liver Injury is 
uncerta In .1"'.591 

Since no specific su1Veiliance system for drug· Induced liver Injury 
exists, we had to use multiple sources for case ascertainment. Three 
or these sources (NPDS. MedWat(h, and the national call for cases) 
relied on voluntary reporting of cases. The lnstitu1e of Medicine es· 
timates that less than half of all poisonings are reported to poison 
centers, so repo11s to poison centers may underestimate the true 
number of cases!.IOI Our approach was subject to several limita· 
tions. Due to the lack of mote generic codes or product terms, we 
searched NPOS using only the OxyEUTE Pro .. product-specific code 
and FDA searched MedWatch for cases associated with only 
OxyELITE Pro. Therefore, case-finding In NPOS ond MedWotch 
was limited to those persons with exposure to OxyELITE Pro' ... This 
inability to identify cases in NPOS and MedWatch with exposure to 
dietary supplements other than OxyELITE Pro .. resulted in an over· 
rep1esentatlon of Oxyt:LITE Pro~ use among coses. The ldentlflca­
tion of cases associated with other dietary supplements may have 
yielded additional information regarding risk factors for illness. 
Since infoonation on dietary supplement product used was self· 
reported. individuals may have incorrectly identified or may not 
have remembered the supplement they were taking. we 
oncmptcd to cxcfvdc the mojor couJc, of 6C:utc hcpotitiJ (c.9 .. virol 
hepatitis, acetaminophen} through the case definition, question· 
naire. and chart abstraction; however. in many cases, we d id not 
have access to complete medical records whkh might have pro­
vided additional information about the cause of liver Injury. 

We based our case definition on the moderate severity grade de­
veloped by the Drug-Induced Liver Injury Network.1311 The strict 
case definition likely limited our investigation to those case-­
patients more severely affected and underestimated t he true num· 
ber of cases. Another factor that potentially resulted in 
underreporting is that only •n estimated 45% of U.S. adults who 
use dietary supplements repo11 the products to their healthcate 
provider.1321 Therefore, if a patient presented to a healthcare pro­
vider with acute hepatitis of unknown etiology and that provider 

K. Chothom·Slephens .i al. 

was unaware o( the p:ttient's supplement use, the heahhc.ate pto~ 
vider would be unable to report the patient as a case. Although 
none of the case-patients reported e.xcessive akoho1 Of acetaniino­
phen consumptlon. It cannot be detennlned as to whether their 
rates of Us<? may have contributed to liver injury. In addition. the de· 
scrlptive data In our analysis limited our ability to explore specirlc 
risk factors for developing acute hepatith. The e)((K't number o( in­
dividuals who con<ume speciflc supplements. such as Oxyt:LITE 
Pro'"". and the lncldence of supplement-induced Hver injury are un· 
known.As such, we c•nnot qu•ntify the baseline number of dietary 
supplement-induced liver injuries fn the Uni1ed Sttnes, nor an we 
determine {ex certaJn if the overaU number of cases or acute hepa· 
titis Identified In lhJs investigation Is greater than what would be 
expected based on background Incidence. 

We recommend that clinicians and supplement users be aware 
of the potential for adverse health effects fron> using such products 
and report adverse health effects to FDA MedWatch, their local po~ 
son center, and/or rhP.ir local or sme department of he3lth. We also 
recommend healthcare pro\ficJers ask about supplement use during 
routine and skk visit<, especially when evaluating acute hepatitis. 
We Identified case reports through multiple sources, with NPDS 
and FDA MedWatch accounting for only 7 (17.5%) case reports 
each.1mprovin.g the ability to search suNeillance systems like NPOS 
and FDA MedWatch for Individual and grouped dietary supple­
ments. as well as coordinating case·findlng wlrh DoO. may benefit 
ongoing surveillance efforts and future outbreak re.spon.ses involv­
ing adverse health effects from dietary supplements.. Due to the rrt­
clal distribution observed In the case-Rndfng efforts In Hawaii and 
in our national cos.,. finding efforts. federal agencies are developing 
ways to collaborate with their parme:rs to cxpl0<c many Issues, in­
duding potential genetic compQnents of drug-induced liver injury. 

Conclusion 

Through multiple sources, we identified 40 persons within the 
United States, excluding residents of Hawaii, who developed acute 
hepatitis betwffn April 1, 2013. and December S. 2013 after cor>­
suming a weight loss or sports supplement. Of the 2S persons 
who reported consuming OxyEUTE Pro~. 17 were hospitalized 
and 1 required a liver transplantation. No case-patients in our inves­
tigation died. Combining our results with the Hawaii investigation. 
69 case-patients consumed OxyEUTE Pro"", of whom 32 required 
hospit•lization, 3 required liver transplant< and 1 died. Given th•t 
only approximately one-third of case patie1lts were identified by 
existing surveillance systems (NPOS and FDA MedWatch}, improv· 
ing the ability of these systems to detect cases associated with indi­
vidual or groups of dietary supplements may benefit future 
outbreak investioations. Overall. this investioation hiQhllQhts 
opportunities and challenges in using multiple sources to identify 
cases of suspected svpplement associated adverse events. Surveil­
lance and outbreak investigations invoMng dierary supplements 
should consider searching multiple data sources. including FDA 
MedW•tch, OoD medical health records, •nd NPOS, for case 
tepor'ts. 
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Begin forwarded message: 

From : ~lfH~Yilll'iii;:;;:;;;:::::;;;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;;:;~1 ! 
Subject: RE: Please c ontact mell 
Da~e~gust 18, 2015 at 3: 15:39 PM EDT 
To . i~!z 

I am in atlanta. kiSiiAli 

From:j-
Sent: r I All!ast 1i,""201s 10.0i AIVI 
To: lllilfili 
Subject: Please co ntact me 11 

I need to connect with you ASAP 

Thanks 

II 

1! 

- j PhD, MPH, FACSM 
Professor and Director 
Consortium for Health and Military Performance 
A DoD Center of Excellence 
DP.p;:irtmi:mt of Milit;:iry ;:inrl FmP.rQP.nr.y MP.rlir.inP. 
Uniformed Services University 
4301 Jones Bridge Road 
Bethesda, MD 20814 

~~c 11 

Begin forwarded message: 

I! I 

I am happy to assist. Since I no longer represent the DoO I cannot directly provide the names to you but I 
can help you find the proper CDC and OoD points of contact to assist in your enquiry. I will be In a training all 
day tomorrow but will be on email Thur>doy as well. 

Best, 

!MDI 
M I 
Centers for Disease Control and Prevention 

113 



12116/:!016 Unlidod llttaelvnenl 01020.111m 

1Rftl8midm Meel 5, If PH officer with CDC but detailed to OoO previously) - she can assist and give you 
the contacts for CDC and Inform you on how to proceed re case names 

Cneers 

"'1i1 UPhD, MPH, FACSM 
Professor and Director 
Consortium for Health and Military Performance 
A DoD Center of Excellence 
Department of Mili tary and Emergency Medicine 
Uniformed Services University 
4301 Jones Bridge Road 

Betl>e.MD 20614 

~!,~L ==--i.111 
Begin forwarded message: 

Fromd-Subjec~Case Control Study 
Oat 
To: 
Cc: 

My BB is below and will be enabled for use in Korea . I will be back 9 am next Friday so will plan on calling in 

from home, although I will be jet-lagged severely! 

l®I* U PhO. MPH. FACSM 
Professor and Director 
Consortium for Health and Military Performance 
A OoO Center of Excellence 
Department of M ilitary and Emergency Medicine 

USU HS 
4301 Jones Bridge Road 
Bethesda, MO 20814 



- !lovM, PhD, OACVPM 
LCDR USPHS 
CDC Guest Researcher 
Division of Integrated Biosurveillance (DIB) 
Armed Forces Health Surveillance Center (AFHSC) 

HltliV8m! 

Unlidod llttaelvnenl 01020.1"1n 

I just heard you say on the call that we will be receiving 13 re-y. That is very good news. The study 
seems to be progressing very nicely. You should know that D nd the CDC OD continue to have 
Intense interest In this outbreak. They are particularly Interested in a potential case-control study with DoD. 
I have explained to the OD that we are focused on the descriptive data for now which will inform the case 
control. However, I continue to get questions on case/control pl I think it is a good idea to have a 
contact while you are in Korea in case we get questions from Or CDC leadership. Would DBI 

R§JCDJ[]J>e the appropriate contact. Is i t ok to reach out to 
info? 

Safe travels and thank you, 

Lauren 

CAPT, USPHS 
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From: 
To: 
Cc: 
Subject: EmJils 
Date: wednt.sday. oecembtt 01. 2016 8:48:21 PM 

More emails 

Begin forwarded message: 

From: 
Subject: RE: Manuscript question 
DatJtember 15, 2015 at 10:43:53 AM EDT 
To: IRHf A 

I wi ll look through it and check with Angie al AFHSC 

anuscnpl question 

J 

Where are we? I sent you an dral'l and have not heard back. Whal I do know is 
that the manuscript needs work - I did a thorough edi t but could do much more 
in terms of organizing el al. 

Pelase Uet me know 
Thanks -'I! ~PhD, MPH, FACSM 

roess<>r and Director 
Conso11ium for Health and Military Performance A DoD Center of Excellence 
Department of Mi litary and Emergency Medicine Uniformed Services University 
430 I Jones Bridge Road 
Bethesda. MD 20814 
Offic 
FAX 

On Aug 18, 20 15, at 5:48 PMJ(!DIRlijil'iijRiµ""'iljWNi!l!1ll!ii1-------"'ili! 
RM I wrote: 

this will need 1Mrough DoD clearance. Ttt.t%1olks at AFHSC 
are me and Dr. I As well , you Dr. should be 



included in the process. Possibly key folks at the Service publ ic 
health centers but many folks have moved on in positions so i am not 
sure how much rct11rn we'd get on that. 

Best, 

•I 

Ill 

RMI 
I am pasting the list of those who were actively involved in the effort 
below •• I am not sure who from DoD was most active, but we bad a 
number of "players" 
1111- what are your recollections'? 

I have not read the manuscript carefully but I believe In) can 
correct me) but DoD also did a call out 10 all the services for cases so 
iL was not just thru AFHSC ·· Also, interesting that the case number 
dropped as in DoD was had 26 active duty and 5 dependents. I have 
no Intel on Reserves or Guard. 

My cursory review suggests it needs some polishing and edititng 
before publ ishing. Has it been cleared Lhn1 DoD? 
I also do 1101 see any disclaimers or the like 

s .1andine by to assist 
1111 -
From: 

Subject: CDC/FDNDOD Hepatotoxity/Supplement li.Jse 
Update Call 

Date: November 7. 2013 4:56:24 PM EST 



Consortium for Heahh and Military Performance A DoD Center of 
Excellence Department of Military and Emergency Medicine 
Uniformed 
Services University 
4301 Jones Bridge Road 
Bethesda. MD 20814 

~~r- !I 

II'" 1g '10 15 .,, ~ ;~o~e~, 111DIMtJ-~ ............ _..! liBml 

Good afternoon Dr. !omp! we're by no means trying to exclude any 
other partners from th is manuscript. When we ini tially submilled the 
manuscript to che journal, it did not include any DoD data, so the co­
authors included colleagues from CDC and FDA. When the journal 
asked that we include the DoD data, we communicated chis requesc to 
!iiil Upon inclusion of the DoD data, we added ID as a co-author 
since she was involved in the outbreak. If there are other co-authors 
who should be added, then please let me know. We're defi nitely 
interested in anything that would make this a stronger and more 



CQhesive paper. 

Please Ice me know if you would prefer to chat abom th is. I 
appreciate your help! 

V/R 
liiiliJ 

lli'iillfDB)r 1~l MD, MPH 
LCDR U.S. Public Health Service 
Medical Officer 
Enteric Diseases Epidemiology Bmnch 
National Center for Emerging and Zoonotic In fectious Diseases 
Centers 
for Disease Control and Prevention Office Phone: M ll 
BlackBerry:IR 1;1 

I do not see how you can add DoD data to this with no one from DoD 
o n the paper -- Not sure how to respond -- as clearly it would be a 
stronger and more cohesive paper, bm it is now CDC. 

Let me know what you want me to do 

V/R -,. If PhD. MPH. FACSM 
Professor and Director 
Conso11ium for Heallh and Military Performance A DoD Center of 
Excellence Department of Military and Emergency Medicine 
Uniformed 
S·ervices University 
430 I Jones Bridge Road 
Bethesda, MD 20814 
Offic 
FAX 

l!::::::====il 

On Aug 18, 20 1s. a14:03 PM. lfi!iiilllBJEE~~~ll iii'ml 
!W i!wrnte: 



Hi BJ here is the version I scni you on 8/6. The journa l (Dmg 
Testing & Analysis) requested tbal we resubmit the 11Januscript by 
e:arly September. Please let me know if you have any questions. 

Thanks! 
IAmilji 

liilJ!!l!(M fl MD, MPH 
LCDR U.S. Public Health Service 
Medical Officer 
Enteric Diseases Epidemiology Branch 
National Center for Emerging and Zoonotic In fectious Diseases 
Centers 

~~~~:a~:ffie•=:jron omce Phone: $ 11 

S.ubje.ct: RE: Manuscript question 

Can you resend the manuscript io me and cc{qpJJij! t 
I want her input asap as well. 

-----Orie Message-----
Fron1: iiifi'' U liMiiiliiii:=:=:=:=:=:=:=~1i 
Sen:~=J~ 2015 10:09 AM 

~:~~- 11 

Subject: RE: Manuscript question 

Hi BJ we definitely don't want 10 hijack your data if you're already 
working o n a manuscript' Bui if you all don't foresee publishing the 
data. then ii seems like it would be beneficial ro include rhe DoD data 
in the nation:il case-finding manuscript. I think the diet:iry 
.supplement field is one field where any additional data wil l hopeful ly 
increase awareness, provide additional context to the issue. etc. 

Let me know whm you think. Thanks! 
iiMliil 

liiiGJ!Riill w!MD, MPH 
LCDR U.S. Public Health Service 
Medical Officer 
Enteric Diseases Epidemiology Br:mch 



National Center for Emerging and Zoonotic fnfectious Di eases 
Centers 
for Di ca c Control and Prevention Office Phone: 
BJnckBcrry 1.=-:::::......_iiiiiiii~ 

Subject: Re: Manuscript question 

happy to either finish the damn paper or include lhe data in your 
paper .... i nm in the midst or Lminings and liscal year hell bul 
othetwi. e home ~•ill we don·~ move fnr awhile yet. 

What do you think 1nakes the most ense? 

be l. 

On Thu, Jul 9, 2015 at 4:55 PM. · 
wrote: 

Hi J rccei vcd the dietary supplement ma11uscripl 
back as a revise 
and re. uhmh. [ think the biggest i. sue (noted by I 
reviewer and the 
editor) wa the ab ence of the DoD case-patients. Here 
ure some of the comment : 

L The raciona1e for excluding active duty mmtary 
personnel seems 
weak. 

2. The rationale for excluding active duty personnel 
does not seem to 
make sense. Other people included in the analysis might 
have very 
wide-ranging activity levels as well. Was this a logistical 
issue? 
Did the DoD not share that data or wish to publish 
separately? 
Regardless the specific reason, even if it's logisticaJ, 
should be 
described. Jn addition, if the authors are aware of where 
this data 



is or whe re it will be published that should be included in 
the Discussion. 

Do you know if DoD is pursuing a ma nuscript? If not, 
then how do you 
think they'd feel about us including the data from the 
DoD 
case-patients? It would be relatively easy to rerun the 
same analysis 
and present the data in aggregate. Thoughts? 

Sorry to keep pestering you about this manuscript! 

Where arc you these days'! Have you already moved? 

Thanks! 

llfit61 

==~MD, MPH 

LCDR U.S. Public Health Service 

Medical Officer 

Enleric Diseases Epidemiology Branch 

a Li on al Cente r for Emerging and Zoonolic Infectious 
Diseases 

Centers for Disease Control and Prevention 

Office Phone: 

BlackBerry: 

<Outbreak of Dit!lary Supplement-Associated Acute Hepatitis_Aug. 
5_Clcan.ducx> 



Begin forwarded message: 

FromlM 
Subject: RE: OEP update 
Date: November 24, 2015 at 10:00:34 AM EST 

Since I am not going home for the holidays I am relatively free to work on this (other 

than travel the better part of the next two weeks - the week or the Jlh I will be in 
westem province doing site visits) 

But we might see llons and elephants on the 8 hr drive out there ... 

;1555i51;DVM, PhD 
Team Lead, Epi and Strategic Info Branch 
Center f r I n r I n Pr v Ion-Zambia 
Phone: 
Mobile 

November 24 2015 4 :59 PM 

Cc: 
Subject: FW: OEP update 

Dear all, 

Apologies for dropping out of this process. I've had a ton of travel and trouble-shooting 
since arriving here and am just getting comfortable with what my team is doing as we 
head into field tests for the upcoming national level survey roll- out. 

liliill.,as in touch with me last week to confirm our numbers from the active duty 
cases for the manuscript and they want to try to get it into the supplement issue. What 
do we need to do to clear this manuscript with DoO and how should we best proceed? 

We also need to finalize our author list for CDC. 

Best, 



Sent: Tuesclay.Jffivember 24, 2015 4:55 PM 

~::f!~ - n 

Subject: OEP update 

Thanks again for going over the OEP numbers with me on Friday. I talked with liiiill 
and we were correct-given our determination that DOD006 is a case and that DOD 
should NOT be counted as an OEP user, we will be updating the OEP manuscript shortly 
with a grand total of 92 cases, 69 of whom used OEP, 45 who were hospitalized, and 3 
that were transplanted. 

Since we are using DOD data now in the paper, do we need to plan to add any 
add1t1ona1 co-authors from uuu I And do you know what still needs to be done to clear 
the manuscript as far as DOD is concerned? To get it into the Drug Testi ng & Analysis 
supplement we have to have it submitted by Dec. 7 so we are trying to figure out how 
much time DOD needs on their end. 

Thanks for any help you can provide ' !! 

~~~~~~DVM,MPH 
CDR, US Public Health Service 
Health Studies Branch 
Nationa I Center for Environmental Health 
Centers for Disease Control and Prevention 
4 770 Buford Highway, MS F·60 
Chamblee, GA 30341 

(o) •11u1 
(bb) 
(f} 

ri~'---· 

Begin forwarded message: 



From JR 
SubjeCt:: Manuscript question 

--1~4:!):!;36 ~ 

Thank you! 

Best. 

1,j . . 

anuscnpt question 

Hi DI here is the version I sent you on 8/6. The journal (Drug Testing & 
Analysis) requested that we resubmit the manuscript by early September. Please 
let me know if you have any questions. 

Thanks ! 
iMdil 

liBii!I !jjjj) U MD, MPH 
LCDR !U.S. Public Health Service 
Medical Officer 
Enteri c Diseases Epidemiology Branch 
National Center for Emerging and Zoonotic Infectious Diseases Cemters for 
Disease Cont rol and Prevention Office Phone: 
B lac kB erry: 

-----Original Me:;ss:::a:!!g::.e·-:·-~-~-=----...., 
From: rlBiiR\§! 111!d1111:,_,(b..._.)(,_,6.,) ____ _, 

~t: Tuesda~ust 18. 20 15 3:43 PM 

•••• ijM\ I 
Subject: RE: Manuscript question 

Can you resend the manuscript to me and cc liiiillmvm I 

I want her input asap as well. 

-----Original Message-----

:J 



11 

Hi lmii:I we definitely don't want to hijack your data if you're already working on 
a manuscript! Bul if y11u all don't foresee publishing the daLa, ll1en ii seems like iL 
would be beneficial Lo include the DoD data in the national case-linding 
manuscript. I think 1he c.lielary supplement li elc.l is one field where any add i1ional 
data wil l h11pefully increase awareness, provide adcli1ional c11nlext t(> the issue, 
etc. 

Lei me know whal you think. Thanks! 
111491 

lilii:I IW• ij MD, MPH 
LCDR !U.S. Public Health Service 
Medical Officer 
Entcric Diseases Epidemiology Branch 
National Center for Emerging and ZoonoLic Infectious Diseases Cc•llers for 
Disease Control and Prevention Office Phone: lftJV81 1 I 
BlackBe1Ty: 

-----Orjgjpa!M~'ij ~-----
From :!:l!!CIMOC::~~~~-=~~~=-~~======~1 I 
~~~ay Inly ID 20) 5 8· 17 AM 

S11bjec1: Re: Manuscript question 
II 

happy tQ ei1her finish the damn paper or include the da1a in your paper. .. i am in 
the mids1of1rainings and fiscal year hell but otherwise home still we don't move 
for awhile yet. 

What do you think makes the most sense? 

best, 

J;)O~nJT~h~u=.J~u~l 9~.~2~0~!5~at~4~:5~5~P~M~J, lliiitll~~~~~~'l llil!I 1111 ~vrote: 
Hi liiiD] I received the dietary supplement 111an11scrip1 back as a 
revise 
a11d resubmit. I think the bigges1 issue (noted by I reviewer and the 
editor) was the absence of the DoD case-patients. Herc are some of 
the comments: 



1. The rationale for excluding active duty military personnel 
seems 
weak. 

2. The rationale for excluding active duty personnel does not 
seem to 
make sense. Other people included in the analysis might have very 
wide-ranging activity levels as well. Was this a logistical issue? Did 
the DoD not share that data or wish to publish separately? Regardless 

the specific reason, even if it's logistical, should be described. In 
addition, if the authors are aware of where this data is or where it 
will be published that should be included i.n the Discussion. 

Do you know if DoD is pursuing a manuscript? If not, then how do 
you 
think they'd feel about us including the data from the DoD 
case-patients? It would be relatively easy to rerun the same analysis 
and present the data in aggregate. Thoughts? 

Sorry to keep pestering you about this manuscript! 

Where are you these days? Have you already moved? 

Thanks! 

~~~MD, MPH 

LCDR U.S. Public Health Service 

Medical Officer 

Enleric Diseases Epidemiology Branch 

Nalional Ce::nlt:r for Eme::rging aml Zoonolk Jnft:ctiou:s Dise::ases 

Centers for Disease Control and Prevention 



Office Phone: ijiJiiiij 11 

BlackBerry: 

Begin forwarded message: 

From.~~~~~~~~~~~~~============== Subjec: 
Da 
To 

I wdl IX! out or il1e office mis weel I win holve limited a<cess to enia~ but •""Y not be able to • eply l1111ned1a1cty 

Begin forwarded message: 

From!= w 

Subje;; ifanuscript question 
Da 
To 

II 

thi~o through DoD clearance. The key folks at AFHSC are me and 
Dr As well, you Dr. li.hWI should be included in Lhe process. 
Possibly key folks al U1e Service public hcallh centers bul many folks have moved 
on in positions so i am not sure how much return we'd get on that. 

Best, 

-
Se ~ AJJ P]S' 1 §. ?o 1 S $.J? pM 

11 

To 

Fr:p.0111 

Cc .,_....,,.... ..... ~....,~~-.-~~~~~~~~...., 
Subject: Re: Manuscript question 

I am pasting 1he lisl of those who were actively involved in the effo:rl below -- I 
am not sure who from DoD was most active, but we had a number of "players" 
liiiil -- what are your recollections? 

I have not read the manuscripr carefully but I believe &Jean co1Tec1 me) but 
DoD also did a call out to all the services for ca.~es so it was nor just rhru AFHSC 



Also, i111erestii1g that the case number dropped as in DoD was had 26 nctivc duty 
and 5 dependents. l have no imcl on Reserves or Guard. 

My cursory review suggests it needs some polisl1iog and editing before 
publishing. Has it been cleared tlm1 DoD? 
I also do 1101 sec any disclaimers or the like 

Standinit by lo assist - ~ 
From: lgq JI 

Su5Ject: CbC:7FITh/bf:mfiepatoto7fty~plemenl We Update Call 
November?, 2013 4:56:24 PM EST 

PhD, MPH, FACSM 
ll:;:;:,=.o:;;:e=s=so=r=a=n:;::;;ll,rector 
Consortium for Health and Mi litary Performance 
A DoD Center of Excellence 



Departmenl of Mi lilary and Emergency Medicine 
Uni formed Services University 
430 I Jones Bridge Road 
Be1hesda, MD 20814 
Office lli1MSi 
FAX iijMii 

On Aug 18. 20 I 5. al 4:38 PM, 
wrole: 

Good alflernoon Dr. !Mlt4 we're by no means lrying lo exclude any Olher 
pmtners from 1his manuscript. When we initially submitted the manuscript lo the 
joumal. it did not include any DoD data, so the co-authors included colleagues 
from CDC and FDA. When rhDfnal a~ked that we include the DoD data. we 
communicated this request to Upon inclusion of the DoD data, we added 
lllBl as a co-author since she was involved in the outbreak. If there are other co­
authors who should be added, then please let me know. We're definitely interested 
in anyth ing that would make this a stronger and more cohesive paper. 

Please Uct me know if you would prefer to chat about this. I appreciate your help! 

V/R 
lliiiil 

~iij)jiii I MD, MPH 
LCDR !U.S. Public Health Service 
Medical Officer 
Enteric Diseases Epidemiology Branch 
National Center for Emerging and Zoonotic Infectious Diseases 
Centers for Disease Control and Prevention 
Office Phoneat! 
BlackBerry: ---=~ 

I do nol sec how you can add DoD data to this with no one from DoD on the 
paper·· Not sure how to respond -- as clearly it would be a stronger and more 
cohesive paper. but il is now CDC. 

Let me know what you want me to do 

V/R -



lib * fiflhttft\s! PhD, MPH, FACSM 
Professor and Director 
Consortium for Health and Military Pe1formancc A DoD Cencer of Excellence 
Dcpartmc111 of Military and Emergency Medicine Uniformc<l Services University 
4301 Jones Bridge Road 
Bethe>da, MD 20814 
Office lq..W~I 
FAX~! 

On Aug 18. 20 15, at 4:03 PM.fl!-~~~~~~~~~~~~~~~~ 
wrote: 

Hi 191 here is the version I sent you on 8/6. The journal (Drug Testing & 
Analysis) requested that we resubmit the manuscript by early September. Please 
let me know if you have any questions. 

Thanks ! .... 
liiiiillmxm u MD, MPH 
LCDR U.S. Public He:1lth Service 
Medica l Officer 
Enteric Diseases Epidemiology Branch 
National Center for Emerging and Zoonotic Infectious Diseases Cemtcrs for 
Disease Control and Prevention Office Phone: 
BlackBcJTy: r1ti·1.ir-J 

,, 
Subject: RE: Manuscript question 

Can you resend the manuscript 10 me nnd cc R llfiVfbil! 

I waot her input asap as wclJ . 

n 

Subject: RE: Manuscript question 

Hi BJ we defi nitely don't want Lo hijack your data if you're al ready working cm 
a manuscripc ! But if you all don't foresee publishing the data, chen it seems like it 
would be beneficial to include the DoD data in the national case-finding 

ll 



manuscript. I 1hink 1he dietary s11pplemen1 field is one field where any additional 
dam wilJ hopefully increase awareness, provide additional cootext to the issue, 
etc. 

Let me know what you tl1i11k. Thanks I 
llMfit:.J 

lllil!Jb119t "I] MD, MPH 
LCDR !lJ.S. Public Health Service 
MedicaJ Oflicer 
E111eric Diseases Epidemiology Branch 
National Cenier for Emerging and Zoonotic Infectious Diseases Celllters for 
Disease Cont rol and Prevention Office Phone: IJIVB\ I 
BlackBerry: !111@1\\ 1j 

n 

anuscnpl question 

happy 10 either finish the damn paper or include the data in your paper ... i am in 
the midst or trainings and fiscal year hell but otherwise home still we don't move 
for awhile yet. 

Whal do you th ink makes lhe most sense? 

best, 

~~~~11J.iJ1~11~2:..,2zi9~1~s-41aJ._t 4;J;·~55~P~Mi.Jilftg~~~~31U 1iii5J IEl ==ifvrote: 

I-ii lilifiil l received the dietary supplement manuscript back as a 
revise 
and resubmit. I think the biggest issue (noted by I reviewer and the 
editor) was the absence of the DoD case-patients. Here are some of 
the comments: 

l . The rationale for exclud ing active duty military personnel 
seems 
weak. 

2. The rationale for excluding active duty personnel does not 
seem to 
make sense. Other people included in the analysis might have very 



wide-ranging activity levels as wel1. Was thjs a logistical issue? Did 
the DoD not share that data or wish to publish separately? Regardless 
the specific reason, even if it's logistical , should be described. In 
addition, if the authors are aware of where this data is or where it 
will be published that should be included in the Discussion. 

Do you know if DoD is pursuing a manuscdpt? ff not, then how do 
you 
think they'd feel about us including the data from the DoD 
case-patients? It would be relatively easy to rerun the same analysis 
and present the data in aggregate. Thoughts? 

Son)~ to l<eep pestering you abom this manuscript! 

Where arc you these days'! Have you altcady moved'! 

Thanks! 

Niii 

LCDR U.S. Public Hcahh Service 

Medical Offker 

Enleric Diseases Epidemiology Branch 

National Center for Emerging and Zoonotic Infectious Diseases 

Centers for Diseas.e Conlrol and Prevention 

Office Phone: 

Black.Berry; 

<Outbreak uf Diclary Supplemenl·A!.sudaLcu Acute HcpaLiLis_Aug 
5_Clcau.cltx.:x> 



Begin forwarded message: 

Dear all, 

Apologies for dropping out of this process. I've had a ton of travel and trouble-shooting 
since arriving here and am just getting comfortable with what my team is doing as we 
head into field tests for the upcoming national level survey roll- out. 

liiB was in touch with me last week to confirm our numbers from the active duty 
cases for the manuscript and they want to try to get It into the supplement issue. What 
do we need to do to clear this manuscript with DoD and how should we best proceed? 

We also need to finalize our author list for CDC. 

Best, 

lllm E. lfhWi\ 41 DVM, PhD 
Team Lead, Epl and Strategic Info Branch 
Centers for Disease Control and Prevention - Zambia 
Phone:ldJj 

Mobil el-
l!!======~ 

From: Kti1Dil! 11 

Sent: Tuesday, November 24, 2015 4:55 PM 

~;fD 
Subject: OEP update 

Thanks again for going over the OEP numbers with me on Friday. I talked with IE 
and we were correct-given our determination that DOD006 is a case and that DOD 
should NOT be counted as an OEP user, we will be updating the OEP manuscript shortly 
with a grand total of 92 cases, 69 of whom used OEP, 45 who were hospitalized, and 3 



that were transplanted. 

Since we are using DOD data now in the paper, do we need to plan to add any 
additional co-authors from DOD? And do you know what still needs lo be done to clear 
the manuscript as far as DOD is concerned? To get It Into the Drug Testi ng & Analysis 
supplement we have to have It submitted by Dec. 7 so we are trying to Ogure out hOw 

much time DOD needs on their end. 

Thanks for any help you can provide 111 

lt::==:::::::llJDVM, MPH 
CDR, US. Public Health Service 
Health Studies Branch 
Nationa I Center for Environmental Health 
Centers for Disease Control and Prevention 
4 770 Buford Highway, MS F·60 
Chamblee, GA 30341 
{o) ldifA\ 
(bb) liRVAjl!!!!!!!!!I 
(f) imww::==::::JI 

j@ II 

Begin forwarded message: 

~~0b7~= M3110Sttipl qUeSuOlt 
Date: October 9, 2015 at 4:12:52 AM EDT 

• 
II 

Just arri ved Sunday and got connected. I will try to link everyone back up and see 

where we are. Thanks for the prompt! 

Sent from my BlackBerry 10 smartphone. 

From: lliEI IQMTI 
~~1!9v Oq ober 9 2015 3"55 AM 

ii 
Subject: Fwd: Mtinuscript question 

I have yet to hear from you -•.•.. , 

II 



il6iihli !lhWI PhD, MPH, FACSM 
Professor and Director 
Consorrium for Health and Military Pe1formancc 
A DoD Center of Excellence 
Departmen1 of Mili1ary and Emergency Medicine 
Unifornned Services University 
4301 Jones Bridge Road 
Bethesda. MD 20814 
Office U&W 
FAX ltfiVA\! 

Begin forwarded message: 

From: QiV4illlfiVA\sel 
Subject: Fwd: Manuscript question 
~mber l5?O!Sat 1 0-4558AMfQT II 
~ ll 
Dr. 
Given is likely on her honeymoon, I am resending !his 10 you. 
Please advise 

V/r 

lllJmi iii@! PhD, MPH, FACSM 
Professor and Director 
Consortium for Health and Military Performance 
A DoD Center of Excellence 
Department of Mili tary and Emergency Medicine 
Uniformed Services University 
4301 Jones Bridge Road 
Bethesda, MD 20814 
Office liMiiij I 
FAX 

Begin forwarded message: 

From: IMV@ll•Viiill 
Subject; Re: Manuscript question 
Date: September 4, 2015 9:52:40 PM EDT 

To:.Mf 

pt 
ii 

II 



IDll 
Herc arc my comments - which arc many and try to bring the 
litcraiUrc up 10 da1e. Referencing 2002 for supplcmcni use is not 
appropriate. Also we have included prevalence of use of other DS. 

Please let me know how to proceed as this should be reviewed by 
HA/DHA 

Thanks 

rmm 
jijWIBil!iiidQ! PhD, MPH, FACSM 
Professor and Director 
Consortium for Heahh and Military Performance 
A DoD Center of Excellence 
Department of Military and Emergency Medicine 
Uniformed Services University 
430 I Jones Bridge Road 
Bethesda. MD 20814 
Office ililii 
FAX IMM 11 

= 3, 2015, at 8:37 PM, in.it@llllijlirii!I 
Hwrotc: 

I am working my way through and should have by 
Monday or Tuesday. The introduction is very old WR'lr 
refs and data - we need lo up to date on US andt DoD so 
am revising that. had many "must dos" but can get to 
tomorrow and weekend 

This needs to go thru DoD MHS and I can send thru 
USU - who can get approval from HA. 

If CDRft!IPP l~oes not like edits, it needs. 
to take DoD data out as currently the manuscript is 
clearly lacking knowledge of DoD issues. 

V/R 



Professor and Director 

Consonium for Health and Milimry Performance 

A DoD Center of Excellence 

Depanment of Military and Emergency Medicine 

Uniformed Services University 

-130 I Jones Bridge Road 

Bethesda. MD 208 14 

Office i.AWl 
II 

On Au~3 I . 2015, at 12:48 PM,'!P 
'"£ wrote: 

Any suggested edits send to 1iiiiiiJ and 
myself for collation at this 

point. i will work with them. 

Bc.~t. 

-
On Mon. Aul! 31. 2015 at 12:34 PM. 
UiiMJM111 

I have not staned edits a.~ I wa.5 
not clear as to what is wanted. I 
know my initial read suggested 
it needs n good edit 



I will wait for M to respond. 

Hope all is well. 

V/R 

-
1161MViiifbWiji PhD, MPH, 
PACSM 

Professor and Director 

Consortium for Health and 
Military Performance 

A Do.D Center of Excellence 

.Department of Military and 
Emergency Medicine 

Uniformed Services University 

4301 Jones Bridge Road 

Bethesda. MD 20814 

Office i@iifu ·~ ! 

FAX @jjs ti 

On Auf 31, 2015, at 12:03 PM, 

• 
1
!f?o1e: 

Hello Dr. RbWl t wa~ oul on 



family matters at the end of last 
week. so my apologies for the 
dclW1,ing. I believe 
Dr. and liiiDarc 
both in the process of reviewing 
tbe manuscript. Since I'm an 
outsider, I'll need 1~ 10 
y1>u, BJ and Dr.l!l!!!J:>n the 
best next steps for Ilic 
manuscript. I f you have 
reviewed the manuscript and 
have edits/comments/etc., then e forward those lo me and 
ID.I Jr there are other actions 
that need 10 be taken. then 
please send them to 11m and 
me as wel l. 

Thanks! 

llBMJ 

Diiiifilli!Mii•ilftjijf!•~~~3jU MD, 
MPH 

LCDR U.S. Public Health 
Service 

Medical Officer 

E111eric Diseases Epidemiology 
Branch 

National Center for Emerging 
and Zoonotic Infectious 
Diseases 

Centers lor Disease ContTol nnd 
Prevention 

Office Phone: 

ll lackHerry: 

---Original Message----



Sent: 111ursday, August 27. 
20 15 9:11 PM 

zjliiE 
.. , 

Subjecl: Re: Manuscripl 
queslion 

CDRiiiifi 11 

Please lei me know what you 
would like to do. 

V/R 

llffMldlllifii\j l PhD. MPH, 
FACSM 

Professor and Director 

Consortium for Health and 
Military Performance A DoD 
Center of Excellence 
Department of Mili1ary and 
Emergency Medicine 
Uniformed Services Uni versity 

430 I Jones Bridge Road 

ll 



Bethesda. MD 208 I 4 

Office l4Mit 

FAX 

On Aug 18, 2015, 
al 5:42 PM, llB1diiJ 
llhjfil 
ldilfil.j ., 
Mgwrole: 

I am pasting lhe list 
of those who were 
actively involved in 
1he cffon below •• I 
am not sure who 
from DoD was 
mos1 ac1i ve, bm we 
had a number of 
"players" 

lilil·· what are 
your recollec1ions? 

I have 1101 read lhe 
manuscripl 
careful I~ 
believe msm can 

correct me) bul 
DoD also did a c;11l 
out to all the 
services for cases 
so it was not just 
1hru AFHSC •• 
Also, intcres1ing 
1ha1 the case 
number dropped as 
in DoD was had 26 
aclive duly and 5 



dependents. I have 
no intel on 
Reserves or Guard. 

My cursory review 
suggests it needs 
some polishing and 
editing before 
publishing. Has it 
been cJeared thru 
DoD? 

I also do not see 
any disclaimers or 
the like 

Standing by to 
assist 

Subject 
CDCIFDNDOD 
Hepatotoxity/Suppl 
ement Use Update 
Call 

Date: November 
7 . 2013 4:56:24 
PM EST 







PhD, MPH. 
FACSM 

Professor and 
Director 

Consortium for 
Health and Mililary 
Perfonnance A 
DoD Center of 

Excel1ence 



Department of 
Militnry and 
Emergency 
Medicine 
Unifom1ed 

Service Univcr~iLy 

430 l Jo111: Bddgl;' 
Road 

B~lhe ·ua. MD 
20814 

On Aug 18, 20151 

at 4:38 PM. 

~~ 

Good afternoon Dr. 
we're by 

no mean trying to 
exclude any other 
partners from this 
manuscript. When 
we initially 
submitted the 
manuscript to the 
journal , it did not 
include any DoD 
data, so the co­
authors included 
colleagues from 
CDC and FDA. 
When the journal 
asked that we 
include the DoD 



data. we 
con1municatcd this 
request to lilliJ 
Upon inclusion of 
the DoD data. we 
added H as a co­
author since she 
was involved in the 
outbreak. Ir there 
are other co-authors 
who should be 
added, then please 
let me know. We're 
definitely interested 
in anything that 
would make this n 
stronger and more 
cohesive paper. 

Please let me know 
if you would prefer 
10 chat about this. l 
appreciate your 
help! 

V/R 

LCDR U.S. Public 
Heiilth Service 

Medical Officer 

Enteric Diseases 
Epidemiology 
Branch 

National Center for 
Emerging and 
Zoonotic Infectious 



Diseases Centers 

for Disease ConrroJ 
and Prevention 
Office Phone: 

----Origi11al 
Me 'sage--

Sent: Tuesday. 
August 18. 201 5 
4: 16PM 

Subject: Re: 
Manuscript 
question 

I do not see how 
you can add DoD 
data to this with no 
one from DoD on 
the paper -- Not 
sure how to 
respond -- as 



clearly it would be 
a stronger and more 
cohesive paper. but 
it is now CDC. 

Let me know what 
you wam me to do 

V!R 

khVAi iliiii\ij 
PhD. MPH. 
FACSM 

Professor and 
Director 

Conson.ium for 
Health and Mil itary 
Performance A 
DoD Center or 

Excellence 
Departmem of 
Militruy and 
Emergency 
Medicine 
Uniformed 

Services University 

430 I Jones Bridge 
Road 

Bethesda, MD 
20814 



On Aug 18, 2015, 
at4:03 PM, 

Hi 1&111 tiere is the 
version I ~em you 
on 8/6. The journal 
(Drug Testing & 
Analysis) requesced 
that we resubmit 
the manuscript by 
early September. 
Please .let me know 
if you have any 
questions. 

Thanks! 

ldiflM 

LCDR U.S. Public 
Health Service 

Medical Officer 

Enteric Diseases 
Epidemiology 
Branch 

National Center for 
Emerging and 
Zoonotic Infectious 
Diseases Centers 

fo r Disease Control 
and Prevention 



Office Phone: 

·---Original 
Message····· 

From: fjjiij;J -t:, . .w., ,I 
August 18, 2015 
3:43 PM 

Subject: RE: 
Manuscript 
question 

Can you resend the 
m;muscript to me 

~ 

I want her input 
asap as well. 



----Original 
Mcssngc--

Sent Frida)' . July 
10, 2015 10:09 AM 

Subject: RE: 
Manusc1ipt 
queslion 

Hi WC 

definitely don't 
want to hijack your 
dam if you're 
already working on 
a manuscript! But 
if you all don't 
foresee publishing 
the data. then it 
eem like it would 

be beneficial to 
include the DoD 
data in the national 
case-finding 
manuscript. I think 
the dietary 
supplement field is 
one field where any 
additional data will 
hopefully increase 
awareness, provide 
additional context 
to the issue, etc. 



Let me know whai 
you tbink. Than.ks! 

llNM 

LCDR U.S. Public 
Health Service 

Medical Officer 

Enteric Diseases 
Epidemiology 
Branch 

National Center for 
Emerging and 
Zoonotic In fectious 
Diseases Centers 

for Disease Control 
and Prevention 
Office Phone: 

BlackBerry: 
Mb 11 

-----Original 
Message-----

Sent: Friday, July 
10, 2015 8:17 AM 

rr· 
Cc: !DfMUlllBll 



r 
Subject: Re: 
Manuscript 
question 

happy to either 
finish the damn 
paper or include the 
data in your paper ... 
i am in the midst of 
Lrninings and fiscal 
year hell but 
otherwise home 
st ill we don't move 
for awhi le yet. 

What do you think 
makes the most 
sense? 

best, 

On Thu, Jul 9, 2015 
at 4:55 PM, 

• 'l 

L II 
wrote: 

HI 

IDiml I 
receive 
d the 
dietary 
supple 

II 



ment 
man us 
cript 
back as 
a 
revise 

and 
resubm 
it. I 
think 
the 
biggest 
issue 
(noted 
by 1 
review 
er and 
the 

editor) 
was 
the 
absenc 
e of the 
DoD 
case­
patient 
s. Here 
are 
some 
of the 
corn me 
nts: 

1. 
The 
rationa 
le for 
excludi 
ng 
active 
duty 
militar 
y 



person 
nel 
seems 

weak. 

2. 
The 
rationa 
le for 
excludi 
ng 
active 
duty 
person 
nel 
does 
not 
seem 
to 

make 
sense. 
Other 
people 
include 
din the 
analysi 
s might 
have 
very 

wide­
rangin 
g 
activity 
levels 
as 
well. 
Was 
this a 
logistic 
al 
issue? 

Did the 
DoD 
not 
share 



that 
data or 
wish to 
publish 
separat 
ely? 

Regard 
less the 
specifi 
c 
reason, 
even if 
it's 
logistic 
al, 
should 
be 

describ 
ed. In 
additio 
n, if 
the 
authors 
are 
aware 
of 
where 
this 
data 

is or 
where 
it will 
be 
publish 
ed that 
should 
be 
include 
din the 
D iscus 
sion. 



Do you 
know 
ifDoD 
IS 

pursuin 
ga 
man us 
cript? 
If not, 
then 
how do 
you 

think 
they'd 
feel 
about 
us 
.includi 
ng the 
data 
from 
the 
DoD 

case­
patient 
s? It 
would 
be 
relative 
ly easy 
to 
rerun 
the 
same 
analysi 
s 

and 
present 
the 
data in 
aggreg 
ate. 
Thoug 
hts? 



Sorry 
to keep 
pesteri 
ng you 
about 
this 
man us 
cript! 

Where 
are you 
these 
days? 
Have 
you 
already 
moved 
? 

Thanks 

... 



MD, 
MPH 

LCDR 
U.S. 
Public 
Health 
Service 

Medi ca 
l 
Officer 

Enteric 
Di seas 
es 
Epide 
miolog 
y 
Branch 

Nation 
al 
Center 
for 
Emergi 
ng and 
Zoo not 
ic 
Infecti 
ous 
Di seas 
es 

Center 
s for 
Di seas 
e 
Contro 
I and 
Preven 



Begin .fo.l"\varded message: 

ti on 

Office 
Phone: 

Bku.:kB 
erry: 

;::::===!iii 

<Outbreak of 
Dietary 
Supplement­
Associated Acute 
Hepatitis_Aug 

5_Clean.docx> 

!From 
Subjel.lc~:11· P.liiii.,u~p~a!ie!i=============a 
Date: December 3, 2015 at 12:55:18 AM EST 
To: 



:11 

AFHSB can clear 1t 1n my absence through health arr airs. 

Best, 

1) 

Subject: RE: OEP update 

Thank you for re-sending your changes and for all of your input on the manuscript. We 
have actually already addressed your comments/edits and are currently updating the 
references to include the additional ones you provided. 

Since the manuscript now includes information on the DOD cases, we wanted to know 
if additional DOD authors should be included beyond CDR lliWM I 

Also, what if any process still needs to be undertaken to have the document "cleared" 
by DOD? 

As CDR iiiijii' I mentioned, we have a very, very short window to be able to submit 
the manuscript to a supplemental issue of Drug Testing and Analysis fociusing entirely 
on dietary supplements, so any information you could provide would be appreciated. 

Best regards, 

"=======~~DVM,MPH 
CDR, US Public Health Service 
Health Studies Branch 

National Center for Environmental Health 
Centers tor Ursease Control and Prevention 
4 770 Buford Highway, MS F-57 
Atlanta, GA 30341-3717 
(o) DHiik#¥1 
(bb) 



(I) lliifliii 

r@! 'Ill 

From: IMfif WV+il lllt@WlillE~~~~~~~~ 
Sent: Monday, November 30, 2015 12:26 PM 

I was the last one to edit I believe. I have sent it a number of times to Drs, llMjitj:l 

M nand •W\i' 
I am attaching again. 

il6flliji Rlfjijtji PhD, MPH, FACSM 
Professor and Director 
Consortium tor Health and Military t-'ertormance 
A DoD Center of Excellence 
Department of Military and Emergency Medicine 
Uniformed Services University 
4301 Jones Bridge Road 
Bethesda, MD 20814 
Office ildd Ii 
FAX 

On Nov 30, 2015. at 9:20 AM111~"'!Ifl='1J========i''wrote: 
Dear all. 

Where do we stand? Who has this now? Is it In my court? I'm sorry lo drop in without 

readinR back over emails but I'm currently in the field. 

Best, 



Dear all, 

Apologies for dropping out of this process. I've had a ton of travel and trouble-shooting 
since arriving here and am just getting comfortable with what rny team is doing as we 
head into field tests for the upcoming national level survey roll· out. 

liiifJ was in touch with me last week to confirm our numbers from the active duty 
cases for the manuscript and they want to try to get It Into the supplement issue. What 
do we need to do lo clear this manuscript with DoD and how should we best proceed? 

We also need to finalize our author hst for CDC. 

Best, 

l(b.~:.~. ceao, cp. ulEVs~;a~=~c Info Branch 
Centers for Disease Control and Prevention - Zambia 

~i~~,.-- c = JI 

From: 

~;;~: ,~ovem~r 24 2015 4 §?lM 
~ I 

Subject: OEP update 

Hi liiii:I 

Thanks again for going over the OEP numbers with me on Friday. I talked with llWI 
and we were correct-given our determination that DOD006 is a case and that DOD 
should NOT be counted as an OEP user, we will be updating the OEP manuscript shortly 
with a grand tntal nf q] r.a<P<. fiq nf whnm u<Pd OFP. 4~ whn wPrP hn<nitali7Pd, anrl ~ 
that were transplanted. 

Since we are using DOD data now in the paper, do we need to plan to add any 
additional co-authors from DOD? And do you know what still needs to be done to clear 

the manuscript as far as DOD is concerned? To get it into the Drug Testi ng & Analysis 



supplement we have to have It submitted by Dec. 7 so we are trying to figure out how 
much time DOD needs on their end. 

Thanks for any help you can provide I!! 

i:.......,......,...___..DVM, MPH 
CDR, US. Public Health Service 
Health Studies Branch 
Nation a I Center for Environmental Health 
Centers for Disease Control and Prevention 
4 770 Buford Highway. MS F-60 
Chamblee, GA 30341 
(o) liiiiji 
(bb) 
(f) INVM II 

• n 

Begin forwarded message: 

Fromffl 
Subje~: OEP update 
Da 
To 

Dear all, 

Where do we stand? Who has this now? Is it in my court? I'm sorry to drop in without 
reading back over emails but I'm currently in the field. 

Best, 

From~ II 
Sent: Tuesday, November 24, 2015 4:59 PM 

c : I 



Subject: FW: OEP update 

Dear all, 

Apologies for dropping out of this process. I've had a ton of travel and trouble-shooting 
since arriving here and am just getting comfortable with what my team is doing as we 
head into field tests for the upcoming national level survey roll· out. 

fHll was in touch with me last week to confirm our numbers from the active dutY 
cases for the manuscript and they want to try to get It Into the supplement issue. What 
do we need to do to clear this manuscript with DoD and how should we best proceed? 

We also need to finalize our author list for CDC. 

Best, 

fiiiJ E. !hMiiljll DVM, PhD 
Team Lead, Epl and Strategic Info Branch 
Centers for Disease Control and Prevention - Zambia 

:i~~~I!! ii 
From JM 
Sent: Tuesday, November 24, 2015 4:55 PM 

~::ff'! 
Subject: OEP update 

Thanks again for going over the OEP numbers with me on Friday. I talked with B 
and we were correct- given our determination that DOD006 is a case and that DOD 
should NOT be counted as an OEP user, we will be updating the OEP manuscript shortly 
with a grand total of 92 cases. 69 of whom used OEP. 45 who were hospitalized, and 3 
that were transplanted. 

Since we are using DOD data now in the paper, do we need to plan to add any 
additional co-authors from DOD? And do you know what still needs to be done to clear 
the manuscript as far as DOD is concerned? To get it into the Drug Testi ng & Analysis 
supplement we have to have it submitted by Dec. 7 so we are trying to figure out how 
much time DOD needs on their end. 

Thanks for any help you can provide 11 ! 



i.:;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;~DVM,MPH 

CDR, US. Public Health Service 
Heallh Studies Branch 
Nation a I Center for Environmental Health 

Centers for Disease Control and Prevention 
4 770 Buford Highway, MS F-60 
Chamblee, GA 30341 
{o) IMUi 
(bb)@ij 
(fl llijil~I 

m II 

Begin forwarded message: 

From!= Subjec~: 'tllanusc~pt question 

~PME~T 
. . . 

Can you resend the manuscript to me and cc BJ llirii\li I 
I want her input asap as well . 

----0- ~Salif---Frnm: mJ 
Sent: Frida • Ju l 10, 2015 10:09 AM 
To 
Cc 
Sub1ect : 

II~ 

!I 

Hi HI we definjtely don't want to hijack your data if you're already working on 
a manuscript! But if you all don't foresee publishing the data, then it seems like it 
would be beneficial to include the DoD data in the national case-finding 
manuscript. l think the dieta1y supplement field is one field where any additional 
data will hopefu lly increase awareness, provide additional context to the issue, 
etc. 

Let me know what you think. Thanks! 
llhWil 

IJBml jmiM U MD, MPH 
LCDR !U.S. Public Heahh Service 
Medica l Officer 



Enteric Disease Epidemiology Branch 
Natio11nl Center for Emerging ond Zoo11otic Infectious Diseases Centers for 
Disease CQntml and Prevention Office Phone: 
Black.Berry: 

LO, 2015 8: 17 AM 

Cc:~;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;o;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;;.:11 
Suhje,cl: Re: Manuscript que.-..lion 

happy to eilhi:r finish the damn paper or include the duta in your paper. .. i am in 
the mids t of trainings and fiscal year hell hut otherwise home still we don't move 
for uwhile ye1. 

What do you think make. the- most sense? 

be l, 

I recei\red the dietary supplement m;,inusr.:ript back as a 
revise 
mid resubmit. J think the biggest issue (noced by I reviewer and rhe 
editor) wa che ::ib ence of the DoD ca ·e-pmients. Here are ·ome of 
the comments: 

J. The rationale for excluding (tC'tive duty military personnel 
·eem · 
weak. 

2. The rationale for excluding active duty personnel does not 
seem to 
make sense. Other people included in the analysis might have very 
wide-ranging activity levels as well. Was this a logistical issue? Did 
the DoD not share that data or wish to publish separately? Regardless 

the specific reason, even if it's logistical, should be described. In 
addition, if the authors are aware of where this data is or where it 
will be published that should be included in the Discussion. 

Do you know if DoD is pursuing a manuscript? If not, then how do 



you 
think they'd feel about us including the data from the DoD 
case-patients? It would be relatively easy to rerun the same analysis 
and present the data in aggregate. Thoughts? 

Sorry to keep pestering you about this manuscript! 

Where are you these days? Have you already moved? 

Thanks! 

~~JI MD, MPH 

LCDR U.S. Public Health Service 

Medical Officer 

Enleric Diseases Epidemiology Branch 

National Center for Emerging and Zoonoti.c Infectious Diseases 

Center· for Di ea e Conu·ol and Prevention 

Office Phone: 

BlackBerry: 



12116/:!016 Unlidod llttaelvnenl 01034Jllm 

Begin forwarded message: 

Subject: upda.ted contact list (UNCLASSIFIED) 
Oat 

Classification: UNCLASSIFIED 
Caveats: NONE 

Please find attached an updated contact list for the investigation. Please share as you deem 
appropriate. 

1m fJPVM. PhD, DACVPM 
OSPH 

Division of Lntegrated Biosurvcillance (DIB) 

~~~,.vcillan~;~:;:er (AFHSC) 

~Fax 

Classi fication: UINCLASSIFIED 
Caveats: NONE 

1/1 



12/le/2016 Untided allaelvnent 01037.htm 

Begin forwarded message: 

From:IM 
l(b18JG l 
Subject: supplement list (UNCLASSIFIED) 
Date: December 16, 2013 at 3 :26:02 PM EST 
To 

Classification: UNCLASSIFIED 
Caveats: NONE 

Here are the supplements listed on the questionnaires l have received 

Best, 

r LM .... o. DACVPM 
LCDR USPHS 
Team Lead, Epidemiology Response Team 
Div ision of Integrated Biosurveillance (DIB) 
Armed Forces He~-vejllanr Center (AFI !SC) I!! 1~:~-~ ~Mobile I 

Classification: UNCLASSIFIED 
Caveats: NONE 

11 

111 



12116/:!016 Unlidod ottaclvnent 0121411tm 

Good morning Dr,. llQ\'lili lhank you for your speedy response! Since !his appears lo be a joint effort between you 
and people from 01ttside USU. can you clarify whose publication and presentation It was, pl ease? From scrolling 
through a few of lhQ emails and attachments, It appears that ii may belong to lhe CDC, ls this correct? 

111rs not a a USU sponsored projecl we may not legally be able to release lhe Information. and we'd have to tell !he 
requester who owns It so lhal !hey can request It from !hem directly. If It's not USU's can you please give me contact 
Information (Organi:zalion name - If not CDC. and a name, tiUe, email address. phone number, etc,}? 

9NffiJiec7,2016at9:41 PMjpJll ~ wrote: 
I have forwarded all emails I have - llbiJis In Kenya I believe and we are not In communication now. The abslracl 
was minor - the publication I sent is far more thorough. 

May of our interactions were in person or by phone 
V/R 

lilil 

Begin forwarded message: 

FromJblJl#P 
Subject: OEP HepatHls Cases Update 
Da · 

ALCON, 

Across lhe Services, there have been 22 cases that meet case-ascertainment status for lhe CDC as 
probable or suspect cases. Of these. 21 have been interviewed. An additional 21 remain under 
investigation for case status. These have been identified through bolh reporting and active case­
finding in DMSS for Active-Duty potential cases. 

® 

1115 



12/1612016 Untitled attachment 01214.htm 

Additionally, the Services have been distributed lists of non-Active-Duty beneficiaries for investigation 
as potential cases; a total of 117 potential cases were identified for further screening. 

Attached is additional information: 

1. Beneficiary active case finding slide showing the acute hepatitis cases found and their respective 
Service association. 

2. Contact List of personnel involved in the OEP hepatitis case investigation, their phone numbers 
and email addresses. 

3. FDA Oxyelite Product Guidance: information on what to send and where to send product 
samples to the FDA. 

4. Ireland EIS update: An EIS update regarding the first case in Ireland. 

By Service: 

USCG 

No Reported Cases 

13 possible cases from the Active Duty case-finding in DMSS, of those 1 was a probable case and 
has been interviewed. 

USN 

Reported Cases: 6 (2 suspect and 4 probable) of those, 3 have been interviewed and 3 remain 
Persons Under Investigation (PUI). 

NMCPHC received 95 AD Navy and Marine Corps ADSMs for follow-up from case-finding in DMSS, 
all were screened, 51 were excluded for not meeting case definition and 44 were investigated. 32 
were not cases. From the 12 potential cases, 8 have been interviewed and 4 remain PU I 

- 40 beneficiary cases have been identified for follow-up; screening pending on all 40 cases. 

US Army 

USAPHC received 58 AD from AFHSC, 1 was added in from a review ofTRANSCOM records, and 1 
was reported through MEDWATCH to total 58, so they have 60 to investigate. All 60 have been 
screened and 37 were excluded, 23 were investigated based on medical record review. From lhe 
review of cases, 6 were determined to be probable or suspect cases: 5 ortnose have been 
interviewed. 14 remain PUI a.nd 3 were determined nol to be cases ba,sed on interview. 

- 55 beneficiary cases have been identified for follow-up; screening pending on all 55 cases. 

USAF 

-46153 AD persons under fnves1igalh:~n have been screened. 

-2 AD pa~ents were identified oulside of the Active Case f inding (the OH and AZ. cases) 

-51 AD patients Identified tor follow-up via lhe Ac-live Case Finding 

-4 patients have met case definition; all 4 have been Interviewed. 

-22 Beneficiary cases have been Identified ror rouow-up; screening pending on al'l 22 cases. 
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I hoped we would have !ho no>Ct EXSUM on !his topic, but ifs not yet ready. Hopefully It will come out 
next week. There sMuld be no problem shMng any data on these cases with state Public Health 
Depar1Jnents or !he CDC. 

l!:::.=====.!i!Col, USAF. BSC 

DVM. MPH. DA.CVPM 

Director. Global Heallh Survelllance. Public Heallh Division 

Defense Heallh Agency. Office of !he Assistant Secretary of Defense 

Defense Health Headquarters (DHHQ) 

7700 Allington Blvd. 

Falls Church. VA 22042 

omc4fti8\ In ll&iif 1 n 
''NEW EMAIL ADDRESS: NIPR:'"p!"""_,..... ____ ..,,,. 

Begin forwarded message: 

From!= 
SubjecT:Upated contact hst (UNCLASSIFIED) 
Da 

Classification: UNCLASSIFIED 
CavealS: NONE 

Please find attached an updated contact list for the investigation. Please share as you deem 
approprtate. 

Best, 

~ ~VM, PhD, DACVPM 
R OSPHS 

Division of Integrated Biosurveillance (DIB) 
Armed Forces H~B'eill•aa. Center (AFHSC) 

fJ!!:l,1;:1~ !roblle 

11 
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Classification: UNCLASSIFIED 
Caveats: NONE 

Begin forwarded message: 

Unlidod llttaelvnenl 01214111m 

From I~ subjecsU:~menffiS 1 WNE'LAss1F1eo1 
~:-::•r: 7013 at :·?fi•Q? fM EST 

Classmcation: UNCLASSIFIED 
CavealS: NONE 

Hore oro tho supplcmonts listed on the questionnaires I have received 

Team Lead, Epidemiology Response Team 
Division of Integrated Biosurveillance (DIB) 

e11Mtll•n~ Center (AFHSC) 
ell\Aobole j 
ax 

Classification: UNCLASSIFIED 
CavealS: NONE 

Begin forwarded message: 

From:~ 11 
Subje;; epatitis and LIVer Failure as a result lo exposure lo OxyEOTE Pro supplemen 
(UNCLASSIFIED) 
Date ; November 15. 2013 at 4:29:50 PM EST 

~-
Orl&Mi Sgtliiiiin. First, as LCOR IMW\ii mentioned. the Air Fore.a 
investigation ha~und 4 airmen with acute hepatitis who have an 
associated history of supplement usage. (Please debunk any mylhs that "51 
Air Force members (nationally) took the supplement and became m· as this 
i s false and unfounded in our investigation.) 

Air Force Preventive Medicine at AFMSA has released information for AF wide 
___ diotti_bvtion. l~o co'd Colii2J'l=MSA) horo lo coo if on ANG Prov Mod 

counterpart can contact you to discuss the information distribution within 
the ANG. 

In the meanwhile. l'Ve attached tne email that went out through the line 
side ~om the AF/SG and most recent E/2Wi£in updated one is expected soon). 
I also recommend the websites LCOR mentioned below. 

Please lei me know if you have any questions. 
Thanks, 

,I 

ll 
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awe:« :::l.1 Col, USAF. BSC 
Chief, Epidemiology Consult Division 
USAF School of Aerospace Medicine 
Epidemiology Consult Service 
USAFSAM/PHR 
Wrioht-Pa tterson AFB. Ohio 

i.IB ~.r_, 

object : Hepatitis and Liver ailure as a resufl to exposure to 
Pro supptemenl (UNCLASSIFIED) 

Classification: UNCLASSIFIED 
Caveats: NONE 

111 

Lt Colm s the main POC for the Air Force (USAFSAM). I am cc1ng her 
here. 

There were 53 polential cases o f acute hepatitis without other diagnosis 
thal have been idenlified within the Air force, among these, only 4 have met 
case deftnition (which lnctudes illness and supplement usel. 

In terms of lea ming more about supplement use within the Air Force or the 
broader DoD, a good resource is the http://hprC=Online.org/ human 
performance resource center. housed within the Consortium for Health and 
Military Performance. Dr. 1&1!1 ~has been involved in the 
investigation and is a good resource:n.Viri I Some of 
their key resource on supplement safety are on this page 
http:h1Jorc.-online org/about-usfabout-hprc/dietary-supplementsfopss. Also. 
there have been a few recent studies published on supplement use within the 
DoO. 

Bes~ 

;;~-~-!'SS?OO n 
S~Bf November 15 2013 2:03 PM 

~Si: Hepatitis and :1ver Failure as a result to exposure lo OXyEUTE 
Pro supplement 
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Hello LCDR liiiiij!i! rm 11\e EIS o~sting 11\e Heallh Studies Branch 
in the supplement investigation. DrllJ:illl!lwho is an epi here al CDC and a 
reservist public health officer in the 165th Airlift Wing , oontacled us with 
some DoD·specific questions regarding sup. mant use, ed~sources, 
etc. (see email below). I have cc'ed both Dr.§iill\jfrnd SgllllilllllWould 
it be possible for you to identify the best individual to help answer !heir 
questions? I appreciate your help! 

Dlii!lllNl\y 1iMO. MPH 
LCDR US Public Health Service 
EIS Officer 
Health SIUdies Branch 
Division of Environmental Hazards and Health Effects National Center lor 
Environmental Health Centers for Disease Control and Prevention 
Phone: lliijili?§#I 

HI HI II was nice talklng with you about lhe non-viral Hepatitis Issue. 
As discussed. the GA National Guard bureau is ooncerned about use of the 
supplement and risk for non-viral Hepatitis among its active and reserve 
members. Apparently, there have been 51 Air Force members (nationally) who 
took the supplement and became ill. I spoke with Sg01lllltooay of the 
165th AMift Wing public health office in Savannah, GA. (I am a reservist 
public health officer wilh the wing). We/she have been tasked lo find out 
hOw prevalent use of the SUPPiement is In GA !among clvlllansl and m~ 
importantly, among fellow Air Force members. She has re.ut tq I 
County health department and the GA Stale Health dept. p?). 
The issues we could use your assistance are: 

Whal types of educational material can be distributed by the GA Air National 
Guard about this issue? 
Is there a prevalence estimate for usage of the supplement and resulting 
illness in GA? 
Do you have (a) survey exa5 le(s) about usage of the supplement and 
resulting illness thal SgC i !:ould review and potentially administer to 
fellow Air Force members? 
What resouroes are available on the internet? 
Is !her~. or Air Force P.O.C. about this Issue with who we could 
link Sgt1!1!1if 
Are there any odler efforts/contacts we should be made aware? 
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Classification: UNCLASSIFIED 
Caveats: NONE 

Dale: Tue. 15 Oct 2013 09:04:30 -0500 

Unlidod llttaelvnenl 01214111m 

Subject FW: FDA warning message for widest distribution 
Sir/Ma1::am, 
Please ensure the widest dlslribuUon. If any members are currenUy using 
OxyEiile Pro they· are urged to stop its use while an investigation of 
possible links between the product and acute hepatitis cases are evaluated. 

V/R, liiii'if'l1 
CMSg~ 

..... Best Viewed in HTML····· 

Wing/MDG CC's end MAJCOM/SG's, 

sent on behalf of the Nr Force Surgeon General Public Mairs Ol!ice: 

Airmen urged to heed FOA warning about dietary supplement 

The U.S. Food and Drug Administration Is advising consumers to stop using 
OxyEilte Pro, a dietary supplemen~ because of su spected links to acute 
MpatiUs. 

The FDA. along with the Centers for Disease Control and Prevention and the 
Hawaii Department or Health are investigating reports oi acute non-viral 
hepatitis in Hawaii where 29 cases arc linked to a dietary supplement. 

The FOA urges consumers to stop using the product while the investigation 
continues. Dislributed by USPlabs LLC in Dallas, Texas, the product is sold 
nationwide in retail stores and on the internet. 

"We are urging Airmen to stop using the produ·· investigation 
concludes and results a re confirmed ." said Col. chief of Health 
Promotion. Air Force Medical Support Agency, Air Force urgeon General. 

There have been a total of 29 cases of acute non-viral hepatitis with an 
unknown cause reported In Hawaii. Eleven of the 29 patients have been 
hospitalized with acute hepatitis. two have received liver transplants and 
one person has d ied. The CDC Is also investigating other cases or liver 
injury nation-wide that could be related. 

7/15 
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Symptoms or hepatitis include fever. fatigue, loss of appetite, nausea, 
vomiting, atxlomlnal pain, dar1< urine, clay or gray·colored bowel movements, 
joint pain, yellow eyes, and jaundice. 

Per Col. 

Airmen who are exp8fienclng lhese symptoms should contact U1eir heallh care 
provider immediately. Many Airmen reportedly use dietary supplements for 
weight loss or muscle building. In 2011 , one-lhlrd of Airmen reported using 
legal bodybuilding supplements In lhe past year, Including 15 percent In lhe 
last month. 

We encourage A[rmen to get educated on dietary supplement safety through 
Operation Supplamont Safety, the Dopar1msnt of Defense dietary supplement 
education and safety campaign. 

Information abou1 the campaign Is found at www.hprc-onllne.om/opss. Vlsil 
this link for more information about the FDA warning: 
http://www (da .9ov/$afety/MedWatch/SafetvlnformationfSafetvAlertsforHumanMed 
jca1Producls/ucm370857,b!m . 

l!!·~=====::l! I OAF 

Director, Commander's Action Group 

Air Force Medical Operations Agency 

""'' i (COMM)llJjosN) 

3515 S. General McMullen 

San Antonio, Tx 78266 
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Begin forwarded message: 

~~~Te'l'1t !. •. EXSOM. Atote nej)5005 a!l associated with a dietary supplement 
(U NCLASSIFIED) 
Date: Ocll:>ber 15, 2013 918:00:37 AM EDT 
To: lllEJ ll'il'Eii&VM" 11 

FYSA. 

V/R 

~ 
;romidlrrte: message . .--. 

Date: Fri. Oct 11, 2013 at 5:26 PM 
SubQ : EXSUM: Acu1e hepatilis cases associaled with a dielary supplement (UNCLASSIFIED) 
To: I 

-----Original Message---
From: USARMY NCR MEDCOM AFHSC Mailbox COMMCENTER 
lliiii\i 11 
Sent: Frid:ay. October 11 , 2013 1:09 PM 
Subject: EXSUM: Acule hepalitis cases associaled with a dietary supplemenl 
(UNCLASSIFIED) 

Classification: UNCLASSIFIED 
Caveats: NONE 

Dear All, 

Please firod the attached EXSUM on acute hepatitis cases associated with a 
dielary supplemenL This EXSUM has been provided for your situational 
awareness, and provides a summary of the current situation. 

BLUF: Hawaii Depar1ment of Health repMs 29 cases of acute non-viral 
hepalitis associated with use of a dielary supplement used for weight loss 
and for muscle gain. Two cases have been detected In active-duty Service 
members. 

Best regards. 

Division of lnlegraled Biosurveillance (DIB) Armed Forces Health 
Surveillance Center (AFHSC) U.S. Depar1mentof Defense 

Classification: UNCLASSIFIED 
Caveats: NONE 
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COR. USN 
Commandant. SoM 
Uniformed Services University 
tMwt 11 

Begin forwarded message: 

From Mb 

Unlidod llttaelvnenl 01214111m 

Subject; Contact list for the Investigation Into dietary supplement associated hepatitis 
(UNCLASSIFIEO) 

Oa ~~~~~~~~~ 

Classification: UNCLASSIFIEO 
Caveall!: NONE 

All , 

I have created a contact list ror the relevant persons involved or who have been involved in this 
response. Please review for correctness. and send me per1inent additions or corrections if you have 
any changes. 

Best. 

it !lovM. PhO, OACVPM 
R usPRs 

Oivision of Integrated Biosurveillance (OIB) 

f!!:J~Mi'l']~~;l~~er (AFHSC) 

Classification: UNCLASSIFIED 
Caveats: NONE 

Begin forwarded message: 

FromM 
Subject: fFW: supplement info for USAPHC newsletter (UNCLASSIFIEO) 
0 
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Classification: UNCLASSIFIED 
Caveats: NONE 

Hl !liil 

Unlidod llttaelvnenl 01214111m 

llBllwas so nice ii was a pleasure 10 meel him lasl night I am including lexl I am '8ending 10 USAPHC 
~eircommand newsletter If you have any comments. 

Also- our lasl surveillance summary. Do you get these? 

Besi. 

Cc: 
Subject supplemen1 in o for USAPHC newsletter ( 

Classification: UNCLASSIFIED 
Caveats: NONE 

Thanks ,Jlliiilor reviewing lhis already. I in1end to provide lhis tex1 10 Ms 
their Co~rs Newsletter. 

I would appreciate thoughls or commenls from DIB prior to sending this to her. 

Bes!, 

'• illvM. PhD. DACVPM b§PA§ 
Team Lead. Epidemiology Response Team 
Division of lnlegraled Biosurveillance (DIB) 

e~~.c~nler(AFHSC) 
el~rob1le 
a 

Classification: UNCLASSIFIED 
Caveals: NONE 

Classification: UNCLASSIFIED 
Caveals: NONE 

Begin forwarded message: 

f<Olll!B 
Subje:C: Hepatals Case Status 
Da • 

•I 

or inclusion in 
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ALCON, 

Below is information rela6ve to the acute hepatitis cases associated with dietary s-upplemanl~. Mos-I 
of 1he informalion is plagiarized from others (and I !hank !hem for it). Some information has been 
deleted for politically sensitivity reasons. Please feel free to correct anything contained wilhin. 
Recommend the PH Centers at least make !heir Preventive Medicine specialists aware of lhe issue 
and of CDC's Heallh Advisory in an effort to communicate lhe problem to all Service Members and 
beneficiaries. 

Attached i s 

1) AFHSC's 24 Oct EXSUM (which contains a good background of the situation). 

2l CDC'.s 8 Oct Health Advisory Alert NelWOrk (HAN) Advisory 

3) DoD's statement on Iha use of Dietary Supplements 

4) A surmmary of what we know today (lengthy, but various offices supplied a lot of good information) 

Current Status: 

1 ) LCDR liifliiil (AFHSC) is keeping a spreadsheet of events. She will amass a master 
li st or cases, will have those identified through DMSS and lhe Services will provide those 
cases determined by other means. 

2) ll Co1 ll&TlllusAFSAM) is finalizing !he questionnaire (based on CDC's. but with 
tweaks for~) and lhe excel spreadsheet that lhe Services will use to follow up on 

3) LCDRfi&lili3!AFHSC) Is sending Lt Col liiifi,,me verbiage to satisfy concerns that 
service me~ feel compelled to answer~stionnalre. 

4) AFHSC Epl and Analysis will expand lhe DMSS search for other beneficiaries who fit lhe 
ooo.o dofinitlon. Thoy will forword tho lio.t to NMCP1-IC for loborotory dot.cl, ond eol'ld tho llo.t of 
additional potential cases lo:> the Services fo:>r f()llo:>w up. 

5) The Services will be conducting their investigation into U1eir Service-specific individuals 
who mee1 the screening case definition. 
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6) AFHSC will be tho collection point and analy20rs for lho Soivicos' spreadsheets of 
questionnaire data . 

Note: Effective 1 Oct 2013, my emall ls: !Mim:11111f=====:I 

DVM.MPH. DACVPM 

Director, Global Heallh Surveillance, Public Health Division 

Defense Health Agency. Office of the Assistant Secretary of Defense 

Defense Health Headquaners (DHHQ) 

7700 Arlington Blvd. 

Falls Church, VA 22042 

Offic~ I ft llGflii ,1 ft 

NIPR: llM» I 

SIPR: ii&d\3 

Begin foiwarded message; 

From; &Imm.Ill 
Subject: Most recent 

~~p!'!L1Y!Jl.J •vo·5 a·112 i!A:i.W 

Not ror distribution as is in "edit ronn" 

mm 
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Classification: UNCLASSIFIED 
CavealS: NONE 

Unlidod OltaCIYnenl 01214.111m 

Here Is the most updated eon tact list for the investigation 

Best 
~~ 

VM, PhD, DACVPM 
l OR P 
Division of Integrated Blosurvelllanco (OIB) elllfilljf Center (AFHSC) 

el ob1le 
a: 

Classification: UNCLASSIFIED 
Caveats: NONE 

Begin forwarded message: 
====================================:::::;i 

11 

Caveats: NONE 

CAPT 

Glad to have your expertise and I look forward to meeting you . I am attaching our surveillance 
summaries to describe the overall situation. If you would like more detail let me know and I will find 
something or we can discuss over the phone. I am still obtaining questionnaires and working 10 begin 
describing them for overall stats and basic univanate and bivariate analyses. If you have issues or 
thoughts on areas lo focus or associations that should be investigated I would appreciate your insight! 

I am also including the CDC questionnaire (we modified ii to add in some DoD-specific categories 
such as rank and occupation). Case definitions were written up here: http;Jlwww.cdc.gov/mmwr/previe 
wfmmwrhlml/mm6240a1 htm 

Per the CDC we screened cases of acute unspecified hepatitis for supplement use. and lab values 
consistent w1cn tnelr case oenniuon ano ruled out cnronlc or ocner nepauc euo1og1es such as Wllson·s 
or viral hepatitis. Alcoholism was captured in the questionnaire since we did much screening through 
record review vs through initial patient or physician contact (working through the Service public health 
centers). We also conducted active case-finding within Active Duty and beneficiary populations using 
the Defense Medical Surveillance System (DMSS) to look for ICD-9 codes consistent with acute 
unspecified hepatitis and ruling out ones with exlsUng diagnoses for viral or other etiologies, these 
were checked for lab results around that acute hep diagnosis by the NMCPHC using their abilities to 
search HL7 lab data. Potential cases identified this way were classified as •positive· or "missing" if 
they didn1 have lab data to rule them in or out. or "not positive" if they did not mee t lab criteria. The 
Services followed up with record checks of the positive or missing categories and if they could not rule 
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them out for other diagnoses that might show up in places such as free text fields, then !hoy wero 
contacted and the checldist administered to make me tinal call on ·suspecr, "probable", or "not a 
case• per CDC direction. All those who met "Suspecr or "Proba.ble" case classific:ation were 
administered questionnaires (If they agreed to it). 

I hope this makes sense I 

BesL 

Rob, 

I am oonnecting you with LCDR lii£J jiiihh1 (PHS) who Is running the DoD side or the Investigation 
- she will respond with information you will need for background 

Looking forward 10 meeting you and having you join us for 15 Jan meeting at 1400 

Cheers mm 
IE'.li!:J idiM PhD, MPH, FACSM 
Professor and Director 
Consoruum for Health and Military Performance 
A DoD Center of Excellence 
DepartMent of Military and Emergency Medicine 
USU HS 
4301 Jones B~dqe Road 
Bethesda. MD 20814 

Office Ill~#" FAX M 

Classification: UNCLASSIFIED 
Caveats; NONE 
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DEPARTMENT OF DEFENSE (AFHSC) 

Dietary Supplement-Associated Acutt Hepatitis 
Surveillance Summary #I 

18 NOV 2013, 1600 HRS EST (Next Report 25 NOV 2013) 

£xec111ive S1111111iary 

CASE REPORT: As of 18 NOV 2013. 13 coses or ncu1e hepmi1is :•<socia1ed with use or weight·lo~s or muscle gain supplements huve 
liccn idc1>tifi<:d i1l Active Duty (AO) Scrvic<> 111c111l>1m,. AO coses h:we been rcpo11ed from the US Army, Nuvy, Murinc C"rps. Air Foree. 
and from the Coa$t Guard. An nddl1ionnl 10 potential AD co.ses remain under inve~tiga1ion. Nationally, thel'll hove been at leo.~1 29 co.ses 
reponcd fmm Hawaii. Additiomtlly, the Centers for Disease Control :md Prevention (CDC) has rccci ved 54 repor1s nf possi~lc supplcmcm· 
asS-OCiatcd acuic hepatitis from 14 srntes odicr than Hawaii: I 9of1bc.w buvc been ideucilkd u,, cuscs. A c11.se from lrtluntl was ttlso rtponed 
to the World Henllh Orguniu11ion (WHO). 

• ACTIONS: AFHSC ii:: c(>(>rrlinff.ting closely \Vith the Service 1>uhlic h!.!'nllh c!entcn:. the CDC. ond the F<K.Xi nnd Drug Adtnini$tfn1iOil 
(FDA). Within the OoD, APHSC, in conjunction wltb the Service public health centers, is conduc1lng active case-finding for poienlinl 
cases of ~1.1pplcn1cn1·:1ssocii:11cd :icutc hcpnlilis.. 

• EXPOSURE: OxyELITE Pro (OEP) has been removed from commis.wies and From GNC s1ores on bases wo1·idwide n.s or 17 OCT 2013. 
As or I 0 NOV 20 I 3. USPl:1b' LI C, or Oulla• Tcxns. w9:11lcd ccrtnin OEP dietary supplement products 1ha1 the company mark.,1s. 
including 1hose linked to nc111e hepal:iti~. 
SAMl'LING/CASE OEFINl1'10N: The case delinltlon for cases of acme unspedlied hepa1l1is associated with use or a weight-loss or 
11111scle.g:lin dit:H1ry supplc111cn1 is a\lailablc in the 11 OCT 2013 CDC MM\VR No1ci.. rnnn thc Field. The FDA is collecting sa111ples sent 
from persons who have used OEP. including unopened bonles. empty bonles. or opeticd and used product. Comac1 your Se1·vice public 
he:1hh center for 1nore inforr11ation on how to sub111it samples. 

8ackgro1111d 

• On 9 SEP 2013, the l.fa\\iaii Dcpa111ncnt of Health \V;)S notilied or seven patierus \Vith ~vere aculC hep31i1is aod ruhni1K1Jlt liver railure or 
unknown etiology. Pa1ients were previously healthy and sought medical care from MAY 10 SEP 2013. The seven P'llien1s hnd all used 
OxyBUTE Pro. a dietary supplement sold nationwide 1ha1 is marketed for weight loss and muscle gain, before illness onset 

• As of 17 NOV 2013. there arc at least 29 ca.ws reported from Hawaii. Fourteen other states have rcp.orted 54 possible supplenicnt· 
associated hepn1i1is cases with nn onset date be1ween 10 APR and 15 OCT 2013 10 the CDC. Of the 54 reports from s1a1es other than 
Hawaii, 19 have bec11 coofinned as cases. 9 nlote re1naio uodet ioves1iga1io1l, aod 1he 1·e1nainiog 26 have beco excluded as cases. or1hc 19 
confirmed cases. 16 took OEP. 

• \Vi1hin 1hc DoD. a 101:11 of23 rx11cntial cases ~unong AO have been identified to date: 13 have been detcrrninc.d to be casc.t; and JO rcn1nin 
under invesiiga1ion: seven od' 1he 13 cuses took OEP. Cuses have been reported frnm the US Army. Navy. Marine Col'ps. Air Force. and 1he 
US Coast Guard. 

• To date, 1hcre have bcen oo dc.'llhs a1nollg idc.1uificd cases. No cases hnve required n trnnsplnnt; hOWC\ICI', 011c case cum11tly re1n:i.ins orl a 
transplant list 

• NatiOn\vide. case asccrt~linrncnt has occurred through direct physician reporting. National Poison Ccnlcr reporting. ln1nsplanl lisl reviews. 
FDA MedWmch repons. and through active case-finding effons. 

• Within the DoD. rcponing has ooourrcd through medical event rcponing. Addilionally. the AFHSC h:ts worked with the Services to perform 
active case-finding ror AD C'"SCS ;ince 14 NOV 2013. 

/111era1:eucy I Global Actions 

AFHSC, tho Dercni:e Hcnllhi Agency, USAFSAM, USAPHC. NMCPHC. thc US Coo.<t Guatd, CDC. nncl FDA eonvene n weekly 
coordinating call a1 1300 every flriday 10 discuss the outbreak nnd 10 coordinate the joint response. The next call will mke place on 22 NOV 
Ill t30(l. 

~f""w~.<b<<n vcrificdnnlc." ~~ 
Svum:s indudc WHO. CDC. FDA.~~ C. USAFSAM. :111d 1he US Co:~l Ou1u'd. 
~.-tJ~CO'iiiY and No1 for Ois1ribuuon . r.rid@-O_r n""'"oO~---



• 
DEPARTMENT OF DEFENSE (AFHSC) 

Dietary Supplement-Associated Acute Hepatitis 
Surveillance Summary #2 

29 NOV 2013, 1600 HRS EST (Next Report 5 OEC 2013) 

£xec111ive Summary 

CASE REPORT: As of 29 NOY 2013, 22 ctt.\':S of acute hepatitis 05S0cinted with use of weight· los:s or muscle gnin supplements have 
been ide111ificd io Aettve Dtl'ty (AO) Service 1oei11be1~ tu1d $ h;\\c. been idcntirie~I i11 ll(!J1cnciu1lc:i.. AO Ct\~~ have beer' t¢ported fn)1h 1lu! 
US Anny. Navy. Marine Corps. Air Poree. ond from lhe Coas1 Guard. An addirion:ll •I potcntilll AD cnsc• remain under investigation. 
Hawaii has idcn1ilicd 49 •-'C' of8upplcmcnl·rela1ed :ic111c hepaii1is. Addi1icmally, 1hc Ccnlcn< for Disc:isc Clmlrnl and Pre\'cnli~n (CDC) 
has rec<:ivcd 58 repons of possible >upplemc111-ussociu1cd acu1e hc1>atlti> from l4 states 01hcr than Hawaii: 20 of these have been idcutilied 
as cases. A crtse fJllm Ireland wn.< abo reported 10 the World Health Organization (WHO). The majority of DoD cases arc not included in 
1J1c Hn,vnil or CDC ca~e-Cc)un1s. 

• ACTIONS: AFHSC is coordinaung closely wnh the Service public health cemers. the CDC, Md lha Food Md Drug Adnunistrauon 
(FDA). Within the OC)D. AFHSC. in conjunc1ion with the Service puhlic heullh centers, is eoncluctini: active case-finding ror potential 
cases of suppletnent-~ciuted ncme hepatitis nmong Active Du1y Service Members nnd 01her beneliciarics. 

• EXPOSURE: OxyELITE Pro (OEP) has bci:n removed from commis.<nries nnd from GNC s1orcs on ba<es worldwide n.< or 17 O<.T 2013. 
As of 10 NOV 2013. USPlub.< LLC. of 001!11<, TrnlS. recalled ccnaln OEP dietary supplemcn1 prodlllcls th:u the comp311y markets. 
i1l<:ludiog tho:,e linkc<l 10 ~·cuce hcpn1i1is. 

• SAMPLlNG/CASE DEFINJTJON: The case definition for cases of acute unspecified hepalilis associated \vith use of a "1cight-loss or 
muscle-gain dietary supplemen1 is available in the 11OCT2013 CDC MMWl!J'j_otes_fmm the_field . The FDA is collecting samples sent 
from persons who have us«! OEP. including unopened boules. empty hollies. or opened and us«! product. Contact your Service public 
hc.1llh cc1uct fo1· 1nore i1lfot111a1ioo oil ho\v 10 sub1ni1 s..1n1ples. 

Backgro1111d 

• On 9 SEP 201 3. the Hawaii .Depanmen1 of Health was no1ified of seven paiien1s wi1h severe acute hepotitis and fuhninan1 li\'er fai lure of 
unknov.in etiology. Patients were previously hcallhy and sought 1nedlcal care frorn MAY lo SEP 2013. The seven patients had all used 
OxyEL....rl'E. P1·0, a dietary ~upplen1enr sold narionwide thot is n1arketed for "'eigh1 loss and rnuscle gain, before illnes.<; onset 

;Va1io11al Case S1n11nurr)': 
• As of 29 NOV 2013. there :tre 49 c•scs reponed from H•w•ii : 41 {84'-') used 08P. l'ouneen 01her sr31es h•ve rcponed 58 possible 

supplernent-assoeiated hepalilis cases with an onset date between I 0 APR and 15 ocr 2013 lo the CDC. Of the 58 reports from ShllCS other 
than Hawaii. 20 have been oonfirmed as cases. 12 more remain under investigation. and the remaining 26 have been excluded as cases. Of 
the 20 confi rm«! cases. 17 (:85%) took OEP. 

• Natio1l\vidc, case asccrtainn1cnt has occurred through direct physician reporting, National Poison Cctntcr reporting, transplant list rcvic\VS, 
FDA MedWaich repons. and lhrough active c•se-finding efforts. 

J)oD Cn.f~ Summary: 
• A> of29 NOV 2013. a total of 301 potential cases of acute hepalic injury have been identified through reponing and through ac1ive case­

linding by the AFHSC and by 1he Services. To dale, 27 cases and 1>oten1ial cases have been reported 10 AFHSC, 202 have been excluded, 8 
lost 10 follO\V· Up or refused to participate, and 64 are pending investigation and c-ase ascertain1nent. 

• The majority of DoD ca~es are not included in the CDC or Hawaii case-counts. 
Within the DoD. a total of '.?2 cases among AO and live cases among beneficiaries have been reported; four polential cases remain under 
invesliga1ion. Cases ~1od potential cases h~1ve bce1l tepor1ed fro1n the US Anny (5 AD, I beneficiary). N:1vy (6 AD, 3 heneliciary). Mari11e 
Corps (6 AD), Air Force (4. AD, I bcneficiory). and the US Coast Guard ( I AD). 

• Ques1ionnaircs ha"e been ct>mplc1cd by 23 of the 27 AO and beneficiary c:ises: 16 (69.6'1) ou1of 23 used OEP. The age range among cases 
with a completed questionnftire is from 20-45. with a mean age of 31: 61 % were male. 

• Among DoD cases. one AD case required a mmsplant: 15 ha"e been ho;pitaliz.cd ( 13 AO. 2 benclici ary). To date, there have bc.>en no deaths 
a111ong ideo1ificd cases. 
Wi1hin the DoD, reporting hos occurred 1hrough medical event reporting. Addi1ionnlly, 1he AFHSC has worked with the Services 10 perform 
active case-finding for AD cases since 14 NOV 2013 and for non-AD beneficiaries smce 21 NOV 2013. 

Jutemxc11cy I Global Actions 

• AFHSC, !he Defense Hcallh Agency. USAFSAM, USAPHC. NMCPHC. the US Coast Guard, CDC, and FDA con"cne a bi-weekly 
coordina1i11g call al 1300 every Friday to discu.<S 1he ou1break and 10 coordinate the joint response. The next call will lake place on 6 DEC al 
1300. 

--------.,..H-i m.ation has been verified unlcs.s noted olhcl'Wisc. ---------
Sources include WHO. CDC. F . A • NMCPHC. USAFS ~t Gunro. 

For tu111111t'llf.~ ur udditionul i11fon11lllio11. plt'uSt• t ·o1 



• 
DEPARTMENT OF DEFENSE (AFHSC) 

Dietary Supplement-Associated Acute Hepatitis 
Surveillance Summary #3 

S DEC 2013, 1600 HRS •::ST (Next Report 20 DEC 2013) 

£xec111ive Summary 

• CASE REl'ORT: As of 5 IJE<.: 2013. 26 cases of acuce hepatitis nsSO('ioted with use or weight·loss or muscle gain supplemems bnve been 
idcnliflcd in Active Duty (AD) Service members 1unl five hove lwco idcnliflcd in bcncficiurics. AD cases have been n:pur1cd from the US 
Army. Navy. Marine CQrpS, Air Force, and from the C<JMI Guard. Among civilinn populatiolll>. there h•ve been 49 case~ reported from 
Hawaii (HI). and 1he Centers for Disease Comrol and Preveni.ion (CDC) has identified W cnses of supplemcnt-associa1ed acme hepatitis 
fmm 14 SHllCS mhcr than HI. Additionally. a case fmm Ireland Wli$ n:purti:d to the World Heuhh Orgunillltion (WHO). 

• ACTIONS: AFHSC is coordinating closely with the Service public hcullh ccnten;. the CDC. and the Ftx>d and Drug Administration 
(FDA). Within the DoD, APHSC. in conjunction with the Service public health cemers. is conductin:g active case-finding for potential 
cases of ~upplunu:nl-uS$0Ci:u~ {1CUlc hc1>;1ti1is an1ong AD Service 11ten1bcl'l$ ~ind other bcnuficiuric~. 
EXPOSURE: OxyELITE Pro (OEP) has been removed from eommissruies and from CNC $lores on base$ worldwide os of 17 OCf 20 t 3. 
A~ of 10 NOV 2013, USPl111>, 1 LC • .,( Dnllu,, Tc.:1>. Mmllcd ccrl:iin OEP dic111ry ~upplcnlent prod.,C1$ tlm1 the con1pirny murkcl8. 
including tho."' linked 10 ocute hepatitis. 

• SA~-rPUNG/CASF. DEFIN ITION: 111c ""'" dcfiniliim for cases of acute unspecified hcp11litis a•sociatcd with u'c of :t wciglll·IQSS Qr 
muscle-gain dieiary supplement is available in the 11 OCT 2013 COC MMWR Notes from the tield. The POA is collecting samples sem 
fro1n pcrso11s \vho h~lvc used OEP. including unope1lcd boules. e1n1>1y bo1 1les. or opened and used product. Co1uac1 your Service 1>ublic 
health cente1· for 111ore i11fonnation on hO\V 10 subn1i1 sa1nples. 

Jlackgro1111d 

On 9 SEP 2013. 1he HI Department of Health was notified of SC\'en patients with severe acute hepati tis and fulminan1 liver failure of 
unknown etiology. PatienlS were previously heahhy and sought medical care from MAY lo SEP 20 t 3. The seven patients had all used 
OxyELITE Pro, a die1ary supple1nent sold nationwide that i~ nuuketed ror weight loss and nn1scle gain, before ii Ines~ onsel. 

/\1111io1111/ Ca.u:- Sunimtuy: 
• As of 5 DEC 2013. there arc 49 cases reported from HI: 41 used OEP. Fourteen other stales have reported 67 possible supplemcn1-

associn1ea 11epa1i11s cases w1 lll an onset a ate between Io APR ana 15 OCT 20 t 3 to me CDC. or me o7 repo11s from staies ouier man HI. 20 
have been confirmed as cases. 19 more remain under inves1iga1ion, and the remaining 28 have been excluded as cases. Of the 20 confirmed 
case<. 17 took OEP. 
N:uion,vide. case ascenainmenl has occurred through direct physician reponing. National Poison Center reponing. 1ransplan1 lis1 revie,vs. 
FDA MedWa1ch repor1s. anti through active case-finding cffor1s. 

DoD Case Sun1mtU)': 
• As of 5 DEC 2013, a lotal of 30 I pote111ial cases of acute hepa1ic injury have been identified through reporting and active c;ise-finding by 

1he AFHSC and individual Services. To dale. 3 1 case> have been reported to AFHSC. 209 have been excluded. 6 lost 10 fo llow-up or 
refused to participate. and 55 are pending investig;:ition and case ascenain1nent. 

• The 111ajori1y or DoD cases arc llOI i1)cluded in 1hc CDC or Ha,vaii casc~ou1)IS, 
Within the DoO, a total or 26 cases among AD and live ca.ses among beneficiaries have been reported. Ca.ses and potential cases have been 
reported from the US Army (9 AO. I beneficiary). Navy (6 AO. 3 beneficiaries), Marine Corps (6 AO). Air Force (4 AO. I beneficiary). 
and the US Coast Guard (I AO). 

• Questionnaires have been completed by 27 of the 3 I AD and beneficiary case.'). 3 have refused, and l is pending completion. The age r.inge 
i:i11mng cases 'vith a co1nplcred qucs1io1111aire is frorn 20-45 \vith a 111ca11 age of 30~ 65% \Vere rnale. 
Among DoO cases, one AO case required n 1r:1nsplan1: IS cases have been hospitalized ( 16 AD, 2 beneficiaries). To dote. there hnve been 
no deaths among identified cases. Among supplement users. 16 out of 27 used OEP: Q OEP u,.;rs took additional supplements. Total 
suppleniem use ranged lrom. one to eight products. with a mean or 1wo products used per case. 

• Within the DoO, reporting h.as occurred through medical event reporting. Additionally. the AFHSC liias \VOrked with the Services 10 perform 
ac1ivc ease-finding for AO ("\SCS since t4 NOV 2013 and for non-AD beneficiaries since 2 1 NOV 2013. 

llltcr<1gc11cy I Global Actions 

• AFHSC. the DefenSc Heahh Agency. USAFSAM. USAPHC. NMCPHC. 1he US Coast Guard. CDC, and FDA convene a bi-weekly 
coordillating call al 1330 every Friday 10 discuss the oulbrcak and to coo1·dir1atc the joint rc~1>01t..~. The 11cx1 call will take place on 6 DEC 
2013at 1330. 

• Legend: Text updat«-d from the pre,·ious report" iJI be printed in red: iten11S unc'hanged from the pre,·iom Suntmary will be printt'd in black. 

All inforrn~ttion h11:,. lx.'Cn verified uulcss noled Olhe1wi~s~ 
Soi1rce.s include \ r A. USAPHC. N~1CP · AM. t1nd the US Coasl Guard. 



UNGLASSIFIE-GllFGUO-

EXECUTIVE SUMMARY 

11 OCTOBER 201 3 

{U) ACUTE HEPATITIS ASSOCIATED WITH USE OF A DIETARY SUPPLEMENT. (IJ#POOe,­
(MCAF-ZA) The Food and Drug Admlnlstratlon (FDA), the Centers for Disease Control and 
Prevention (CDC), and the Hawaii (HI) Department of Health (DOH) are inves1igating reports of 
acute non-viral hepatitis In HI associated with the use of a dietary supplement. On 9 SEP 2013, 
the HI DOH was notified of seven patients with severe acute· hepatitis and fulminant liver failure 
of unknown etiology. Patients were previously healthy and sought medical care from MAY-SEP 
2013. The seven patients had all used OxyELITE Pro, a dietary supplement sold nationwide that 
is marketed for weight loss and muscle gain, before illness onset HI DOH has identified 29 
patients meeting the case definition, described in a CDC Heallh Alert Network message: 
http://emergency.cdc.gov/HAN/han00356.asp. The Armed Forces Health Surveillance Genier, in 
conjunction with the Service Pub!ic Health Centers, the CDC, and the FDA is working to idenmy 
potential cases within the DoD. Two active duty Service members have been identified who 
meet the CDC case definition. Suspected cases should be reported through Service public 
health centers and to local/state health departments. Service members should be reminded that 
dietary supplements are not regulated by the FDA, and should be used with caution. 



11NCtASSIFIED~ 

EXECUTIVE SUMMARY 

@ 

24! OCT 2013 

(U) ACUTE HEPATITIS AND LIVEIR FAILURE ASSOCIATED WITH USE OF DIETARY 
SUPPLEMENTS. (ttffFetJQf-(MCAF-ZA) Several organizations within the Depanment of 
Defense (DoD). along with the Centers for Disease Control and Prevention (CDC), are 
conducting an investigation into cases of acute non-viral hepatitis in active duty military 
personnel associated with the use of dietary supplements; specifically, OxyELITE Pro (OEP). 
The Armed Forces Health Surveillance Center and the Navy and Marine Corps Public Health 
Center began an active case-finding investigation to detect potential cases using CDC's case 
definition (h11p://emeraency.cdc.govlHAN/han00356.asp). In addition, the DoD has worked closely 
with CDC to develop a questionnaire for case investigatio,n to be used by the Services. Since 9 
SEP 20113, there have been 49 cases throughout the United States detected by the CDC and by 
state and local health departments through adverse event reporting and active case-finding. To 
date, five cases have been reported among active duty Service members in the DoD, and are 
included in the total count of 49 cases. Among DoD cases, tour (80%) used OEP. As of 17 OCT 
2013, OEP has been removed from DoD installations. Suspected cases should be reported 
through Service public health centets and to local ot state health departments. 

APPROVED B 
Armed Forces Health Surveillance Center 

UNCLASSIFIED 



™ONCLASSIFIEt>tfFOU0 

EXECUTIVE SUMMARY 

24 OCT 2013 

{U) ACUTE HEPATITIS AND LIVEH FAILURE ASSOCIATED WITH USE OF DIETARY 
SUPPLEMENTS.ltJttfeYQ.)..(MCAF-ZA) Several organizations within Che Department of 
Defense (DoD), along with the Centers for Disease Control and Prevention (CDC), ar'e 
conducting an invescigation Into cases of acute non-viral hepatltfs in active duty military 
personnel associated with the use of dietary supplements: specifically, OxyELITE Pro (OEP). 
The Anned Forces Health Surveillance Center and the Navy and Marine Corps Public Health 
Center began an active case-1inding investigation to detect potential cases using CDC's case 
definition (hllp://emeroency.cdc.gov/HAN/han00'356.aspl. In addition. the DoD has worked ·closely 
with CDC to develop a questionnaire for case investigation to be used by the Services. Since 9 
SEP 20113, there have been 49 cases throughout the United States detected by the CDC and by 
state and local health departments through adverse event reporting and active case-finding. To 
date, five cases have been reported among active duty Service members in the DoD, and are 
included in the total count of 49 cases. Among DoD cases, tour (80%) used OEP. As of 17 OCT 
2013, OEP has been removed from DoD installations. Suspected cases should be reported 
through Service public health centets and to local ot state health departments. 

APPROVED BY: 
Armed Forces H 

UNCLASSIFIED 

® 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) 

Patient Information: 

Front Sheet for Department of Health 
(May be removed for redacted documents) 

Name: ________________ _ 

SSN: _________________ _ 

DOB: _________________ ~ 

Phone number: --------------

Street address:--------------

City/State: 

Current M ilitary Installation Name: -----------
Have you changed duty station since 1 April 2013? Y N 
If yes, what was your prior duty station/location(s)? _________ _ 

State/Case ID: ______ _ 

Component (select one): AD__ Guard__ Reserves __ _ Other (list) ____ _ 

Beneficiary ___ (If Beneficiary, include FMP ___ _ 

Service (select one): AF __ Army __ Marine Corps __ Navy __ Other (list) _________ _ 

Rank: _____ _ 

Interviewed by:--------------

Interviewer installation name: ____________ _ 

Interviewer contact #s (DSN/Commercial): ________________ _ 

1 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID: ______ _ 
Interviewer: ___________ _ 

INTRODUCTION 
(Ask to speak with the case, if possible. Otherwise, ask to speak with their spouse/parent. Have a calendar with you). 
Hello. My name is and I'm calling from (Installation name) public health or preventive medicine office. 
We are looking into several cases of liver disease and investigating why people are becoming ill. We were notified that 
you (your family member) have (has) recently been sick with liver disease, and we would like to talk to you about your 
(their) illness and possible exposures you (they) might have had. 

I'm calling as part of a Centers for Diseaise Control and Prevention nation-wide investigation. Have you already 
completed an interview with your local health department about your recent illness I mentioned above? 

Yes __ No Don't know _ _ _ 

If patient answers Yes: Could you give me the name of the person and office that interviewed you? 

Since you've already completed this questionnaire, I will not ask you to do it again. If you have any questions, 
you can contact me at . Thank you very much for your time. 
(End of interview and contact the local Health Department for a copy of the questionnaire.) 

If patient answers No or Don't know: 
Participating in the questionnaire is completely voluntary. Your information will be kept confidential within the scope of 
this public health Investigation. If you are active duty, there will be no adverse action taken by your command if you 
decline to participate. 

Would you be willing to answer our questions? It should take approximately 20-30 minutes. Most questions may be 
answered with a Yes, No, Don't Know, or I prefer not to answer. You are free to skip any questions you don' t want to 
answer. 

D Yes - consent obtained from patient 
OR 

n Yes - consent obtained from parent or ,guardian (proxy) 
OR 

D Yes - consent obtained from other proxy (e.g. wife on behalf of husband} 

Relationship of proxy to patient:--------------
OR 

D No - Case refused 

2 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID: ______ _ 

Thanks for agreeing to help us out. I'm going to be asking you some questions about t he two months before your (your 
family member's) illness, so you might find it helpful to look at a calendar. Think back to when you (they) first felt sick. 

1. When did your symptoms begin? 
Date.: (mm/dd/yyyy) o Don't know/don't remember (go to la) 

l a. If you don't remember a date, do you remember which month or which week? 
Mont h Date of Sunday of the specified week ______ (mm/dd/yyyy) 

Answer opt ions for the following section are Yes, No, Don' t Know, or Prefer Not to Answer. 

2. During your illness, did you have any of the following symptoms? 

Nausea? y N Don't know Refused 

Vomiting? y N Don't know Refused 

Diarrhea? y N Don't know Refused 

Abdominal pain? y N Don't know Refused 

Fever? y N Don't know Refused 

Sweating at night? y N Don't know Refused 

Body aches? y N Don't know Refused 

Fatigue? y N Don't know Refused 

Loss of appet ite? y N Don't know Refused 

Light or clay-colored stool? y N Don't know Refused 

Dark urine? y N Don't know Refused 

Yellow skin or yellow eyes? y N Don't know Refused 

Shortness of breath? y N Don't know Refused 

Fast heart rate? y N Don't know Refused 

Heart palpit ations (irregular heart rate)? y N Don't know Refused 

Chest pain? y N Don't know Refused 

Dizziness? y N Don' t know Refused 

Confusion? y N Don't know Refused 

3 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) 
Did you have any other symptoms I haven't asked about? 

State/Case ID: ______ _ 

Y N Don't know Refused 

If yes, list: a. ------------

b. -------------

c. ___________ _ 

3. Were you hospitalized for your illness? y N Don't know Refused 
If yes, please indicate which medical treatment facilities where you were hospitalized: 
Military hospital only__ Civilian hospital only Both Military and Civilian hospitals __ _ 

4. Were you given a diagnosis by a healthcare provider for your illness? 
Y N Don't know Refused 

If yes, What was the diagnosis?------------------
!/yes, please indicate which medical treatment facilities gave you a diagnosis for your illness: 
Military hospital only__ Civilian hospital only Both Military and Civilian hospitals __ _ 

5. Were you ever sick enough during your illness that you were consiidered for a liver transplant? 
Y N Don't know Refused 
If yes, complete question 6. Other, skip to question 7. 

6. Did you receive a liver transplant? 
Y N Don't know Refused 

7. Did you seek follow up care with an1y medical providers outside of the hospital or emergency department? 
Y N Don't know Refused 

If yes, please indicate which medical treatment facilities where you saw a physician: 
Military hospital only__ Civilian hospital only Both Military and Civilian hospitals __ _ 

8. Prior to your illness, were you previously diagnosed by a healthcare provider with a liver problem, such as 
autoimmune hepatitis, primary biliary cirrhosis, Wilson's disease, or hemochromatosis? 

Y N Don't know Refused 
If yes, 
Do you know the name of the problem, or your diagnosis?---------- Don't lknow 

9. Have you ever been diagnosed by a healthcare provider with any of the following conditions? 

Diabet es y N DK Refused 
Thyroid disease, such as hypothyroidism (low thyroid) or y N DK Refused 
hyperthyroidism (overactive thyroid) 
Heart disease y N DK Refused 
Kidney disease (such as renal insufficiency, renal failure, hemodialysis) y N DK Refused 
Cancer y N DK Refused 
Hypertension y N DK Refused 
Celiac disease (also known as 'celiac sprue') y N DK Refused 
Rheumatoid arthritis y N DK Refused 
Lupus y N DK Refused 

4 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) 
Did you have any other chronic conditions not listed here? 

State/Case ID: ______ _ 

Y N Don't know Refused 

If yes, list: a. ------------

b. -------------

c. ___________ _ 

Now I want to ask you some questions about different exposures you might have had before you became ill. The next 
questions will cover just the two months before your symptoms began, so from until your illness began. It 
may be helpful for you to get any supplements, herbal medications, or other medicine bottles for the next portion of the 
questionnaire. 

10. During the two months before your symptoms began, did you take any nutritional supplements? This includes things 
like vitamins, calcium pills, weight loss pills, energy or muscle building products, energy drinks or shots, herbal or 
homemade remedies, etc. 

Y N Don't know Refused 
If yes, go to #11, otherwise skip to #14 

11. During the two months before your symptoms began, did you use the product "OxyELITE Pro" ? 
Y N Don't know Refused 

If yes, please complete the following: 

Which OxyELITE Pro product did you use? o OxyELITE Pro (Original Formula) 
o OxyELITE Pro (New Formula) 

(If they used more than one of the products, complete an o OxyELITE Pro (Advanced Formula, Ult ra-Intense 
additional table for each product (see Appendix 1.)) Thermo) 

o OxyELITE Pro Super Thermo Powder 
o OxyELITE Pro Purple Top (Super Thermo) 
o Other OxyELITE Pro Product (i.e. Don't remember 
which OxyELITE Pro product) 

What was the primary reason you took OxyELITE Pro? o Lose weight 
o Increase muscle gain 
o Improve athletic performance 
o Increase energy 
o Other 

How many tablets, scoops, or beverages did you take each _ tablets per day or 
day? _scoops per day 

_ drinks per day 

What date did you start taking it? (mm/dd/yyyy) 

What date did you stop taking it? (mm/dd/yyyy) 
[ ] still taking it 

When did you buy the container of OxyELITE Pro that you were 
taking when your symptoms began? (mm/dd/yyyy) 

5 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID· 

Where did you buy t he container of OxyELITE Pro that you Store Name/Website: 
were taking when your symptoms began? (select one below) 

Onbase Q Address: 
Off base: 
Internet: City, State: 
Other (I ist): (EX: mailed to me at my deployed location by 
a friend) 

Do you have a membership/shoppers card with that store? y N Don't know Refused 
If yes: Can you provide the number for us? Number 

Do you still have any of the OxyELITE Pro t hat you were taking y N Don't know Refused 
when your symptoms began? 

If they have OxyELITE Pro left, ask them to please not throw it out, and answer next two questions. If they do not have 
any OxyELITE left, skip the next two questions and go to the last question on health effects. 

What is the OxyELITE Pro lot number on the bottle? 

Would you be will ing to give us the remaining OxyELITE Pro y N Don't know Refused 
that you were taking when your symptoms began for testing? 
If yes, what is the best way to reach you for further 
instructions? 
Are you aware of any health effects associated with taking y N Don't know Refused 
OxyELITE Pro? 
If yes, Please describe those health effects 

12. Are you aware of anyone else (friends, family, coworkers, etc.) that also used OxyELITE Pro? 
Y (go to #12a and b) N (go to# 13) Don't know (go to #13) Refused (go to #13) 

12a. If you know of someone who uses OxyELITE Pro, would you be willing to provide contact information for them if 
needed? 

Y N Don't know Refused 
If no, please consider notifying individual for them to consider discussing with the local health department. 

12b. If you know of someone who uses OxyELITE Pro, do you know if they are ill with symptoms mentioned above? 
Y N Don't know Refused 

13. During the two months before your symptoms began, did you use any other nutritional supplements? 
Remember this includes things like vitamins, calcium pills, weight loss pills, energy or muscle building products, 
energy drinks or shots, herbal or homemade remedies, etc. 

Y N Don't know Refused 
If yes, please complete the following, otherwise skip to #14: 

{Please complete one table for EACH supplement reported. Use additional tables if they used multiple supplements (see 
Appendix 1).) 

Product Name 

What was the primary reason you took the supplement? o Lose weight 
o Increase muscle gain 
o Improve athletic performance 
o Increase energy 
o Other 
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DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID· 

How many tablets, scoops, or beverages did you take each _tablets per day or 
day? _ scoops per day or 

_drinks per day 

What date did you start taking it? (mm/dd/yyyy) 

What date did you stop taking it? (mm/dd/yyyy) 
[ I still taking it 

When did you buy t he container of supplement that you were 
taking when your symptoms began? (mm/dd/yyyy) 

Where did you buy the container of supplement that you were Store Name/Website: 
taking when your symptoms began? (select one below) 

Onbase: ~ Address: 
Off base: 
Internet: City, State: 
Other (list) : 

Do you have a membership/shoppers card with that store? y N Don't know Refused 
If yes: Can you provide the number for us? 

Do you st ill have any of the product that you were taking when y N Don't know Refused 
your symptoms began? 

If they have product left, ask them to please not throw it out. 
What is the product lot number on the bottle? 

Would you be willing to give us the remaining product that you y N Don't know Refused 
were taking when your symptoms began for test ing? 
If yes, what is the best way to reach you with further 
instructions? 
Are you aware of any health effects associated with taking this y N Don't know Refused 
supplement? 
If yes, Please describe those health effects 

14. Did you take any prescription or over-the-counter medications, including Tylenol (also known as acetaminophen), 
regularly during the two months before your symptoms began? 

Y N Don't know Refused 
If yes: 

{Please complete one table for EACH medication reported. Use additional tables if they used multiple medications {see 
Appendix 1).) 

Product Name 

What date did you start taking it? (mm/dd/yyyy) 

What date did you stop taking it? [I (mm/dd/yyyy) 
[) still taking it 

What was your dose? or Unknown 
(eg. 2 pills or SOOmg) 

How often did you take it? Every day 
A few times per week 
A few times per month 
Never 
Other (please specify) 

7 



DoD-modified Acute Liver Disease Case Questionnaire (250ct13) 

I Don't know 
Refused 

The next several questions ask about behaviors that may affect the liver. 

State/Case ID: 

15. Did you eat any mushrooms that were gathered from the wild by you or someone you know during the two months 
before your symptoms began? 

Y N Don't know Refused 

16. Did you use tobacco during the two months before your symptoms began? 
Y {go to #16a.} N Don't know Refused 

16a. Approximately how many tobacco products did you use per day or per week? 
Cigarettes: Number per day OR Number per week __ _ 
Smokeless tobacco: Number per day ___ OR Number per week __ _ 
Other: Number per day OR Number per week __ _ 

17. Did you drink alcohol during the two months before your symptoms began? 
Y N Don't know Refused 
If yes, 

How many days in the average week did you drink alcohol? 
_______ days 

How many servings of alcohol did you have at each sitting? (One serving is equal to one glass of wine, one can/bottle 
of beer, or one shot.) 

_______ servings 

18. (Question Deleted by DoD) 

Now I would like to obtain some basic information about you. 

19. What is your age? _____ years 

20. What is your sex? M F 

21. What is your height? ____ feet ______ inches 

22. What is your weight? __________ pounds 

23. Which one or more of the following would you say is your race? 
D White (skip to question #28) 
D Black or African American (skip to question #28) 

[I American Indian or Alaska Native (skip to question #28) 

D Asian (go to question #24) 

D Pacific Islander (go to question #24) 

D Other (skip to question #28) 

D Don' t know/Refused (skip to question #28) 

If Asian or Pacific Islander, go to question #24. If other race, skip to #28. 
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DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID: ______ _ 
24. With what groups or nationalities do you associate your cultural heritage (for example, Native Hawaiian, Japanese, 

Filipino?) __________________________________ _ 

25. In what country were you born?-----------------------------

26. In what country or countries have you lived? 

27. During the two months before your symptoms began, did you consume any foods, herbs, or other products that you 
used as part of traditional cultural practice? Y N Don't know Refused 
If yes, Please describe: 

28. Are you of Hispanic, Latino, or Spanish origin: y N Don't know Refused 

29. Have you ever lived in Hawaii for at least 6 months? y N Don't know Refused 

30. What was your occupation during the two months before your symptoms began? 

31. Did you travel out of the state for work or pleasure since 1 April 2013? 
Y N Don't know Refused 
If yes, 
Please indicate all locations you travelled/vacationed to: __________________ _ 

32. Were you deployed out of the country at anytime from January 2013 to present to PACOM, CENTCOM, SOUTHCOM, 
orAFRICOM? 

Y N Don't know Refused 
If yes, please indicate the count ry/installation/approximat e dates : 

That is all of the questions we have for now; thank you very much for your time. This information wil I help us try to 
resolve the cause of your illness. As we learn more about this situation, we may have more information to share with 
you or additional questions to ask you. Would it be all right to contact you again if more information is needed? 

Y N If yes, What would be the best way to reach you? ----------------

In the future, we recommend that you discuss the use of any nutritional supplements with your healthcare provider. 

Your local health department may contact you to conduct this same interview. To prevent you from repeating this 

questionnaire, please let them know they can contact me at--------------

Please call our office at ________ if you have any further questions and again, thank you for your help! 
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DoD-modified Acute Liver Disease Case Questionnaire (250ct13) 
Appendix 1. Extra Supplement and Medication Tables 

State/Case ID: ______ _ 

Additional Oxy-Elite Pro Supplement Form 
(Please complete one table for EACH OxyELITE Pro product reported. Use additional tables if they used multiple products.) 

Which OxyELITE Pro product did you use? o OxyELITE Pro (Original Formula) 
o OxyELITE Pro (New Formula) 
o OxyELITE Pro (Advanced Formula, Ultra-Intense 
Thermo) 
o OxyELITE Pro Super Thermo Powder 
o OxyELITE Pro Purple Top (Super Thermo) 
o Other OxyELITE Pro Product (i.e. Don't remember 
which OxyELITE Pro product) 

What was the primary reason you took OxyELITE Pro? o Lose weight 
o Increase muscle gain 
o Improve athletic performance 
o Increase energy 
o Other 

How many tablets, scoops, or beverages did you take each _tablets per day or 
day? _scoops per day 

_ drinks per day 
What date did you start taking it? (mm/dd/yyyy) 
What date did you stop taking it? (mm/dd/yyyy) 

[I still taking it 

When did you buy the container of OxyELITE Pro that you were 
taking when your symptoms began? (mm/dd/yyyy) 
Where did you buy the container of OxyELITE Pro that you Store Name/Website: 
were taking when your symptoms began? (select one below) 

Onbase ~ Address: 
Off base: 
Internet: City, State: 
Other (I ist): 

Do you have a membership/shoppers card with t hat store? y N Don't know Refused 
If yes: Can you provide the number for us? Number 

Do you :still have any of the OxyELITE Pro that you were taking y N Don't know Refused 
when your symptoms began? 

If they have OxyELITE Pro left, ask them to please not throw it 
out. 
What is the OxyELITE Pro lot number on the bottle? 

Would you be willing to give us the remaining OxyELITE Pro y N Don't know Refused 
that you were taking when your symptoms began for testing? 
If yes, what is the best way to reach you for further 
instructions? 
Are you aware of any health effects associated with taking y N Don't know Refused 
OxyELITE Pro? 
If yes, Please describe those health effects 
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DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID: ______ _ 

Additional Supplements Form 
(Please complete one table for EACH supplement reported. Use additional tables if they used multiple supplements.) 

Product Name 

What was the primary reason you took the supplement? o Lose weight 
o Increase muscle gain 
o Improve athletic performance 
o Increase energy 
o Other 

How many tablets, scoops, or beverages did you take each _ tablets per day or 
day? _scoops per day or 

drinks per day 
What date did you start taking it? (mm/dd/yyyy) 
What date did you stop taking it? (mm/dd/yyyy) 

[I still taking it 
When did you buy the container of supplement that you were 
taking when your symptoms began? (mm/dd/yyyy) 

Where did you buy the container of supplement that you were Store Name/Website: 
taking when your symptoms began? (select one below) 

On base ~ Address: 
Off base: 
Internet: City, State: 
Other (list) : 

Do you have a membership/shoppers card with that store? y N Don't know Refused 
If yes: Can you provide the number for us? 

Do you still have any of the product that you were taking when y N Don't know Refused 
your symptoms began? 

If they have product left, ask them to please not throw it out. 
What is the product lot number on the bottle? 

Would you be willing to give us the remaining product that you y N Don't know Refused 
were taking when your symptoms began for testing? 
If yes, what is the best way to reach you with further 
instructions? 
Are you aware of any health effects associated with taking this y N Don't know Refused 
supplement? 
If yes, Please describe those health effects 
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DoD-modified Acute Liver Disease Case Questionnaire (250ct13) State/Case ID: ______ _ 
Additional Prescription or OTC Medication Form 

(Please complete one table far EACH medication reported. Use additional tables if they used multiple medications.) 

Product Name 

What date did you start taking it? (mm/dd/yyyy) 

What date did you stop taking it? [ l (mm/dd/yyyy) 
[] still taking it 

What was your dose? or Unknown 
(eg. 2 pills or 600mg) 

How often did you take it? Every day 
A few times per week 
A few times per month 
Never 
Other (please specify) 
Don't know 
Refused 

Product Name 

What date did you start taking it? (mm/dd/yyyy) 
What date did you stop taking it? [ l (mm/dd/yyyy) 

[] still taking it 

What was your dose? or Unknown 
(eg. 2 pills or 600mg) 

How often did you take it? Every day 
A few ti mes per week 
A few times per month 
Never 
Other (please specify) 

Don't know 
Refused 

Product Name 

What date did you start taking it? (mm/dd/yyyy) 

What date did you stop taking it? [ l (mm/dd/yyyy) 
[] still taking it 

What was your dose? or Unknown 
(eg. 2 pills or 600mg) 

How often did you take it? Every day 
A few times per week 
A few t imes per month 
Never 
Other (please specify) 
Don't know 
Refused 
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Checklist for Potential Cases Identified Within the DoD 

I . Did the patient present with acute onset hepatitis ol unknown etlol'ogy that developed on or alter Aprfl 1, 2013? 

No (Stop, not a case) Yes (Go to question # 2) 

2 1 me pat Iii u -a non pres fif)t on weight lo s or m ~ b cfiOD d t ry or out t1ona1 6Uf)f11emeitt (I .ng lh9 
60-day&.fl".jOf.,.W ttooss-OASQ.I i 

No. Sloo • ~se 

~L,Ooes the patient have an ALT 2 4 ti mas the upper limit of normal AND a total blllrubin 2 2 limes lhe upper limit or 
normal? 

No (Stop, not a case) Yes (Go to question # 4) 

~Does the patient have a negative workup tor lnlectious hepatitis and any other expncativellikely euorogy? 

No (stop, not a case yet, ihospital should continue workup) 

~Does the patient have 

a. Hepatic imaging (i.e .. ultrasoundldoppler, CT scan, or MRI) 
findings INCONSISTENT with another explicative/likely etiology? 

b. A negative viral hepatitis panel? 

c No pre-existing diagnosis of chronic liver disease (e.g. 
d.£. r primary biliary cirrhosis, primary sclerosing cholangitis, 

Wilson's disease, hemochromatosis) 

e.2,_No history of recent hypolensive shock or sep1ic episodes 

Yes (Go to question # 5) 

No 

No 

No 

No 

If yes to all 5a, 5b. 5c, " 5d ~ then this is a probable case. If anything else, this is a suspect case. 

Case Definitions: 
Probable Case 

Yes 

Yes 

Yes 

Yes 

¥es 

An individual with acute·onsel hepatitis of unknown etiology that developed symptoms on or after April 1, 2013 following 
use of a non-prescription weight lloss or muscle building dietary or nutritional supplement during the 60 days prior to 
illness onset. 

With acute-onset hepatitis of unknown etiology defined es having BOTH: 
· ALT 2: 4 times the upper limit of normal 
- Total bilirubin 2: 2 times the upper limit of normal 

AND negative workup for infectious and any other explicative etiologies for hepatitis with documentation of ALL of 
the following : 

- Hepatic imaging (i.e. ultrasound/doppler, CT scan, MRI) not consistent with alternative, explicative 
etiologies 
- Negative viral hepatitis panel 
· No pre-existing diagnosis of chronic liver disease (e.g., autoimmune hepatitis, primary biliary cirrhosis, 
primary sclerosing cholangitis, Wilson's disease, hemochromatosis) 
· No recent hypotensive shock or septic episodes 
· No history of alcoholism documented in medical records 

Suspected Case 
An individual that meets the criteria for a probable case, but does not have complete documentation of a negative workup 
for infectious or other etiologies as listed above. 



Acute Hepatitis Linked to Dietary Supplement Use 

KEY MESSAGE: Since I Apr 2013, a number of previously healthy individuals deve loped 
acute hepatitis and sudden liver failure of unknown cause after using a dietary supplement for 
weight loss or muscle building. The Centers for Disease Control (CDC) recommends increased 
vigilance by public health agencies, emergency departments, and healthcare providers for 
patients who develop acute hepatitis or li ver fa ilure fo llowing use of a we ight loss or muscle 
building nutritional suppleme nt. On 8 Oct 2013 the Food and Drug Administration (FDA) and 
CDC issued advisory messages warning against the use of certain dietary supplements following 
reports of cases of acute hepatitis in Hawaii. DoD is following the lead Federal Agencies, DA 
and CDC, and joined the investigation and safety messaging actions. The Defense Hea 
Agency, Armed Forces Health Surveillance Center, Military Service Public Health nters, 
Human Performance Resource Center, and CDC will continue to work collaborat' ely on the 
cases, and will hold teleconferences as needed. 

KEY POINTS: 

• On 9 Sep 2013, the Hawaii Department of Health (HDOH) was tified of seven patients 
with severe acute hepatitis and fulminant liver failure of un wn etiology. Patients were 
previously healthy and sought medical care during May-S tember 2013. Clinicians reported 
that the seven patients had all used Oxy ELITE Pro™ P), a dietary supplement marketed 
for wei.ght loss and muscle gain, before illness onset. 

• As of 23 Oct 2013, the CDC has received repor of 49 potential cases from several states, 
including cases from the DoD. Currently, th majority of confinned cases are located in 
Hawaii. 

• CDC has been asking about over-the- ounter, traditional and prescription medications, home 
remedies, and herbal and dietary s plements in addition to OEP, and is looking at the data; 
so far no other product appears be strongly associated as a potential cause or factor. 

- Of cases reported to th DOH and CDC in response to a public health alert, the majority 
had used OEP. Al st all cases identified on the mainland outside of Hawaii had OEP 
use history. The· appears to be a racial preponderance, however the investigation is 
ongoing and i · s unclear whether this trend will hold. Although CDC does not yet have 
infom1aho on the majority of mainland reports. among cases whern rnce is known and 
who t~ OEP, almost all arc Asian or Pacific ls.lander. 

• The D..91'-~scd DMSS to find Active Duty (AD) case meeting the CDC ca c definition and 
ha'\jdentified 48 potential cases among DoD health care benefici.aries (based on HL7 lab and 
li~r function data to include total bilirubin and ALT, and absence of other diagnoses {except 
newly diagnosed autoimmune hepatiti.s which may share some common laboratory and 
histological findings) for funhcr investigation. 

• Active survciHancc using medical data initially identified 281 poLcmia] ca cs with 
diagnoses of unexplained hepatitis since l Apr 2013. The list was further narr-0wed down 
by AFHSC and MCPHC to 140 potential case among the Active Duty population, of 
which 92 had incomplete laboratory data, for follow-up between the Services and 
AFHSC. 

Page 1 of5 
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Acute Hepatitis Linked to Dietary Supplement Use 

• AFHSC has begun to search for cases among DoD healthcare beneficiaries (in 
addition to Active Duty) evaluated or treated in MTFs using medical data. 

• The DoD Services will focus on the 48 cases first , then expand to the remaining 
140 cases over the next 2-4 weeks, with subsequent investigation of the 
dependent/beneficiary population. The Services have been sent the list of their 
potential cas·es for further investigation. DoD/AFHSC has worked closely with 
CDC to deve lop a questionnaire for case i.nvestigation to be used by the Services 
CDC will share any data from DoD cases that they may come across in their 
investigation. 

• DoD health care providers have reported six cases with acute hepatitis meetin the CDC 
case definition. Among the DoD cases, 5/6 used OEP, the sixth used a diffi ent 
supplement for weight loss and is being considered a case by the HI DO 

- AD Sailor (24yo m ale Japanese/Hawaiian) in Virginia (from H aii) discharged from 
MC V in Richmond and being treated as an outpatient for h atiti s. Need for a liver 
transplant now appears averted due to continued stabiliz on. H e has plans to return 
to Hawaii based on the follow-up outcome. Reported purchased OEP at Pearl 
Ridge Mall GNC (not the Navy Exchange). 

- AD Airman (37yo male Asian) treated for he titis (with autoimmune features) as an 
outpatient (discharged from Univ. of Cine· nati) and continues improving. 
Reportedly purchased OEP at Wright-P· terso11 AFB, and was interviewed by FDA 
investigators. 

- AD Soldier (25yo female) e uated for acute hepatitis as an outpatient by T ripler 
Ann y Medical Center (T C) in Sep 2013, associated with the use of the dietary 
supplement "True-Sli , 'a herb tea product marketed for wei.ght loss which she took 
for about two mont s before her symptom onset. She has returned to duty, and her 
liver function te s have continued to improve .. 

- AD Chief etty Officer (female) admitted to N aval Medical Center San Diego with 
severe . epatitis and coagulopathy likely from OEP/supplement-related drug-induced 
live njury. She is being evaluated for potential need of liver transplant. 

AD Marine (22yo male) admitted to aval Ho pital Twenty- ine Palms for acute 
hcpatjcis on 16-18 Oct 2013 who had bccn taltlng OEP approximately 4 weeks prior 
Lo illness onset. 

- AD Sailor (29yo male) who presenled lo TAMC 5 Jun 20] 3 with diagnosis of drug 
induced hcpalitjs. He ubsequcntly PCScd onboard lhc USS Reagan. Upon follow­
up queslioning, he slated he used OEP which he got from bodybuilder.c<>m. 
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Acute Hepatitis Linked to Dietary Supplement Use 

• CDC investigation shows a link to the consumption of OEP, marketed for weight loss and 
work-out enhancement, and issued a Health Advisory Network alert on 8 Oct 2013. 

- However, CDC investigators continue to collect data on possible cases that use any "non­
prescription weight loss or muscle building dietary or nutritional supplement" during the 
60 days prior to illness. 

• On 11 Oct the FDA advised consumers not to use any dietary supplements labe led OEP or 
VERSA-I because these products contain an ingredient, aegeline, for which the manufact er 
has not provided adequate evidence of safety; DoD is issuing the same message. The i · ial 
FDA advisory, issued 8 Oct 201 3, was for OEP only. 

• FDA issued a warning letter to USP Labs, Inc. regarding the ingredient in two oducts, OEP 
and VERSA-I , on 11 Oct 201 3. The FDA investigation has focused on the i gredie nt 
aegeline, also referred to as N-[2-hydroxy-2(4-methoxyphenyl) ethyl]-3- enyl-2-
propenamide. 

- The FDA warning letter asks USP Labs, Inc. to confirm that a geline is a "dietary 
ingredient" under 21 U.S.C. 32l (ff)(l ) for which a notifica ·on is required under 21 
U.S.C. 350b(a)(2) and 21 CFR 190.6, if present in the~ d supply as an article used fo r 
food in a form in wh tich the food has not been chemi ly altered or there is a history of 
use or other evidence of safety provided to FDA p ··or to marketing. Otherwise, aegeline 
is an adulterant. The company has two weeks respond to the FDA. 

- This warning letter is similar to the 2012 F A warning letter issued to the same company 
regarding DMAA. USP Labs, Inc., rec tly reformulated OEP removing 1,3-
dimethylamylamine (DMAA) from is supplement and others, following the April 2013 
FDA determination that DMAA i not a legal dietary supplement ingredient. 

- To identify and track cases a potential cases, the FDA is using MEOW ATCH, and 
CDC is using the Nationa oison Data System (NPDS) and CDC Hot Line. 

- DoD is using DMSS · r passive surveillance and OPSS messaging for active surveillance 
of cases and pote ·al cases. 

• To identify and t · ck cases and potential cases, the FDA is using MEOW ATCH, and CDC is 
using the Naf · . al Poison Dara System (NPDS) and ha.~ issued a call for cases chrough 
scvcraJ rel am professional groups. 

• DoD · using DMSS for pas ivc urvcilJancc and OPSS mes aging for active surveillance of 
ca " " and pocential cases. 

- y 17 Oct 2013, GNC stores L"Cmovcd four products (OEP, VERSA-1, Cmzc, and Detonate) 
from military instal lation slurt!s. 

OEP and VERS A- I contain aegeline, accm<ling Lo the 1-'DA Warning Letter to USP 
Labs, Inc. (Ref: Oct 11, 2013 Waming Letter online at 
http://www.fda.govnCECl/EnforcementActions/WarningLetters/20 I 3/ucm37 I 203.htm ) 
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Acute Hepatitis Lin.ked to Dietary Supplement Use 

- Craze and Detonate contain another compound, identified by researchers and not 
mentioned in current FDA and CDC messaging. Researchers in the US and overseas 
found N,alpha-diethylphenylethylamine (N, n-DEPEA). u methamphetamine analog in 
samples of Craze and Detonate (Ref: Cohen ct al., online at 
lmp://on li nc library. wilcv.com/doif I 0 .1002/dta. I 578/pdf and f deliniti ve source anicle not 
yet procured]. 

• Jt is DoD policy lo "provide appropriate dietary supplements to Service members where 
indicated"' and to ·•provide education and training to Service members in order to ensui;e"that 
they are able lo make healthy lifestyle choices regarding nutrition and dietary suppl tfcnts 
and so achieve and maintain pt?rformance and health" in accordance wilh DoD l ruction 
6130.05, "DoD Nutrition Commiltee'". 

• The Military Service Secretaries are responsible for providing "'military-s ciftc education 
and training to Service members on the benefi ts of adequme and approp 1ate nutrition and the 
use of and potential harm from dietary supplements, taking into con itleration relevant 
recommendations of the DoD Nutrition Committee'', in accordan · with DoD Instruct ion 
61 30.05, "DoD Nutri tion Committee". 

• The Dietary Supplements and Other Self-Care Products ~l)commi ttee ·Of the DoD Nutrition 
Committee "shall make policy recommendations to thc)Vtil itary Services and other DoD 
beneliciary groups regarding the use or dietary :2:upP. en1ents, where indicated, in areas 
including. but not limited to: ( I) Dietary supplem t education; (2) Mil'itary-specilic 
research; (3) Adverse event reporting and mon· oring; (4) Human performance optimization; 
(5) Military Service special operations; (6) entification of research gaps and requirements; 
and (7) Identification of opportunities fo esource sharing and cost containment among the 
Military Services." IA W DoDI 6130.0 . 

RECENT COINGRESSIONA TEREST: 

• Senatorlmils offic expressed interest in the content of draft DoD policy on dietary 
supplemenns afte~a velopmental draft was shared with the M. ilitary Exchanges for review. 
DoD policy regar 'ng dietary supplements is contained in DoD Instruction 6130.05, "DoD 
Nutrition Com mee". Additional draft policy under consideration remains in development . 

QUESTION 

• What appened lo the cases in OoO'? 

Al identified cases are being treated and seem to be recovering. 

• Who directed the removal of these dietary supplements from stores on military 
installations? 

Th" manufacturer (USP Labs. Inc.) and vendor (GNC) removed rwo products, each of which 
contains the ingredient that is the focus of FDA's warning lcncr to USP Labs, Inc. 
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Acute Hepatitis Linked to Dietary Supplement Use 

• What is DoD doing to protect Service members and families from unsafe dietary 
supplements like these? 

DoD and the Military Services implemented Operation Supplement Safety educational 
program during the summer of 2013. Dietary supplement safety educational outreach 
directed to both consumers and medical professionals is occurring in military treatment 
facilities, dietician offices, gyms, and online via the Human Performance Resource Center 
and Operation Live Well. 

• What is a dietary supplement? 

A product (other than tobacco) that is intended to supplement a diet that bears or ontains one 
or more of these dietary ingredients: a vitamin; a mineral; an herb or other bo nical; an 
amino acid; a dietary substance for use by humans to supplement the diet increasing the 
total daily intake of that substance; or a concentrate, metabolite, constit nt, or extract, or 
combination of the c ingredient . 

ls inte nded f'or ingestion. 

Ts not represented for use as a conventional food or a.~ the s 

Is labeled as a .. diecary supplement" 

Includes product uch as an approved. new drug- ertified antibiotic or licensed biologic that 
was marketed as a dietary supplemenl or food fore approval. certification, or licem;e 
(unless the Secretary of Henlth and Human rvices waives this provision). 
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Contact informat ion Dietary Supplement Investigation 

Name last Name First Rank/Title 

CDC 

CAPT 
CDR/DoD Liaison 

Medical Officer/Tox 

Epidemiologist 

Research Officer 

USAPHC 

MAJ 
DR 
LTC 

NM CPHC 

CAPT 

DR 

Communicable Disease 
Epidemiologist 

LCDR 

AFMSA 

Col 

USAFSAM 

Col 

Lt Col 

MAJ 
USCG 

CAPT 

AFHSC 

CAPT 

CAPT 

LTC 

LCDR 

LCDR 

DHA DR 

COL 

DR (CTR) 

CHAMP 

DR 



Work Cell Email Address 



Notes 

leading case ascertainment 



Contact information Dietary Supplement Investigation 

Name last Name First Rank/Title 

CDC 

CAPT 
CDR/DoD Liaison 

APHC 
MAJ 

DR 

NMCPHC 

CAPT 

DR 

USAFSAM 
Col 

Lt Col 

Col 

MAJ 

AFHSC 
CAPT 
CAPT 

LTC 

LCDR 

DHA 
COL 

DR 

HPRC 
DR 



Work Cell 



FDA OxyELITE product guidance 14 Nov 2013 

As discussed, our SMEs would like to receive the OxyELITE Pro products from patients identified by the 
DoD and .Services. We request photographs of all sides/angles of product package (including bottom). 
Also provide the product description, and UPS tracking number for each product collected prior to 
shipment. Following your chain of custody procedures, please provide the collected samples to our 
Forensic Chemistry Center for analysis at the below address: 

iiiiiiiiiiiiiiiiiiii~ and 

For more Information regarding the product recall please S·ee, 
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm374395.htm 

4300 River Road 
College Park, MD 20740 



From: 
To: 

Cc 
Subjett 
Date; 

Sir/M11'mn, 

1-w: fOA warri1ng me~ge or widest d1strt uuon 
Tues~. Oc1ober 15, 201310:04;31 AM 

Please ensure 1hc widest distribution. IC any members are currenUy using 
OxyElitc Pro they UJ'('. '\lfgcd 10 stop its ~ while tui irwcstig;ition of 
po!>!!ible link.~ between the product and :.icutC' b~p:.uiti\'. cases urc evalu:.11ed. 
V/R. 

l(b)(6) 

*****Best Viewed in HTML***** 

Wing/MOO CC's and MAJCOM/SG's, 

Sent on behalf of the Air Force Surgeon General Public Affairs Office: 

Airmen urged to heed FDA warning about dietary supplement 

The U.S. Food and Drug Administration is advising consumers to stop using 
OxyElite Pro, a dietary supplement, because of suspected links to acute 
hepatitis. 

The FDA. along with the Centers for D isease Control and Prevention and the 
H'oWtlii OcparllllClll ,,r Health nrc irwc .. tigating rcrort .. 1lf llCUIC non-~ini l 

hcpnlitis in Hawaii wl1ctc 2.'> cn~es hre linkc1l l11u.1lic1my s111rplcmcnl. 

Thi.: fDA urge~ co1hwricn. to stop usln~ tltc protlucl \\ hilc tile 111vcsti~111ion 
~"U11ti11uc:s. D i~uibutctl by USPlnbs LLC in Dullllll, Tc:l(W., 1111.: pro<lucl ii. ~old 
nallonwidc in r~tail s1orcs and on I.he internet. 

· w e arc urgin~ Airn1cn to i.top using the product umH lbc i1WC.5tlgmion 
concludes and results att! conlirnwd_ .. s::Ud CollmJ chiel' of Healll1 
Promotion. Afr Force Med1tal Suppon Ag(!My, Air J·orce Surgeon Gen~t 

There havo been a IUlal of 29 en~.; of nc11te non·,•ir.il hcpatiti:s with tm 

unknown cause reported in H:.iwaii. Elc,•en or the 29 p:ltienl!> haw been 



h<)::.pil;1li1.cd wi1lt ne:utc h1.:pati1i:s1 1v.io httvi.: received liver tnuu;plunls und 
one person hu~ died. The CDC is ab:n invcs.tign1ing otJu;r (;US.CS or liver 
injury nntion·wicllc 1hnt could be rclutcd. 

Syn1plon1s of hepatitis include fever, fotiguc, loss of oppclhc. nouscn, 
von1idng. nbdon11inal pain. dark urine. clay or grny-colorcd bo\\•cl n1ovcn1cnts, 
joint pnin, yello'v eyes. nnd jaundice. 

Perco11Jll 

1\imlen '"ho are .experiencing these s-yn1p«on1s should contact 1heir henhh care 
provider immediotely. M:1ny Airmen reponedly use dietary supplements for 
weight lo<.< or muscle building. In 201 I. one-third of Ainnen reJ><>ned using 
legal bodybuilding supplemenis in the past year. including 15 percent in rhe 
last n1onth. 

\ Ve cucouragc A1nncn 10 get cduc~11cd on dietary :supplc1ncn1 safety through 
01x:n1tion Supp1Cllt(:nl Safely. the Dcpat11ncnt of Dcfen:sc dichlry St1pplc1ncnt 
cducution and st1fc1y cun1pt1ig.n. 

lnfonnation about the ca1npaign is round at: \VW\v.hprc-onlinc.org/opss. Visit 
this link for rnorc infonnation about the FDA \varning: 
hun·lfw>Y>Y fdp &2y/'inf&tv&1sd\VutchJSofCtylnf'n1n1p1jon(ljpfc1yA!srt~fqrl lun1opMcd 

icn1Products/ucrn370857.htrn . 

Oin."t;lor. Co1n1nundcr's Act inn Group 



blank page 



From: 
To: 
Cc: 
Subject: Fwd: OffltJry StJppltment M1nu$Cript Accepttd 

wednt.sday. oecembet 07. 2016 8:48:03 PM Date: 

Enrnils 
ldWiiWkiMilJil PhD, MPH, PACSM 
Professor and Director 
Consonium for Health and Military Performance 
A DoD Center of Excellence 
Depa11ment of Mi litary and Emergency Medicine 
Uniformed Services University 
430 I Jones Bridge Road 
Bethesda, MD 208 14 
Oflice 
FAX iiMiL ti 

Begin forwarded message: 

From: IMVlfil ffiijiDIMf811mE---------~ 

Subject: Re: Dietary Supplement Manuscript Accepted 
Date: June 27, 2016 at 10:33:25 AM EDT 

To:ptfi II 
Thanks much for the update! Congrats 

idiVIO I !IB!llfld! PhD, MPH, FACSM 
Professor and Director 
Consortium for Health and Military Performance 
A DoD Center of Excellence 
Department of Military and Emergency Medicine 
Uniformed Services University 
4301 Jones Bridge Road 
Bethesda, MD 20814 
Office 
FAX 

On Jun 27, 2016, at 9:03AM, 111lftMl\lli:!mi!.ll:.... ............ .:.i1! liiWil!!·=~====:::::::I 
wrote: 

Hi all, our manuscript "Hepatotoxicity associated with weight loss or sports dietary 

supplements, including OxyELITE Pro'" - United States, 2013" was accepted to Drug 

Testing :and Analysis over the weekend. I sincerely appreciate everyone's help 

throughout this process. I'll update everyone when I hear back about the publication 



date. 

Ma ny thanks! 

Ell 



Distributed via the CDC Health Alert Network 
October 8, 2013, 2:30 ET (14:30 PM ET) 
CDCHAN·00356 

Acute Hepatitis and Uver Failure Following the Use of a Dietary 
Supplement Intended for Weight Loss or Muscle Building 

Summary: Reoenlly, 8 number at previously heaflhy fndiv/(!uats developed acute hepatitis and sudden 
liver failu1e of unknown cause alter using a dietary supplemenl for weighr loss or muscle building. CDC 
recommends increased vigilance by public health agencies, emetgency departments, and healthcare 
providers for patients who develop acute hepatitis or liver failure following use of a weight loss or muscle 
building nutritional supplement. CDC requests that state health departments report such occurrences to 
the CDC. CDC also recommends that, as part of a comprehensive evaluation, clinicians evaluating 
patients with acute hepatitis should ask about consumption of dietary supplements. 

Background: 

On September 9, 2013, the Hawaii Department of Health (DOH) was notified of seven patients with 
severe acute hepatitis and sudden liver failure of unknown cause. The patients were previously healthy 
and sought medical care from May through September 2013. Clinicians reported that the seven patients 
had all used OxyELITE Pro, a dietary supplement marketed for weight loss and muscle gain, prior to 
illness onset. 

The investigation is ongoing anid the data presented are preliminary. Thus far, clinicians have reported 45 
patients to the Hawaii DOH in response to a public health alert. Of those, 29 patients, including the 
original seven, were confirmed to have acute hepatitis after using a nutritional supplement for weight loss 
or muscle building. The median age of the 29 patients is 33 years; 14 (48%) are male. The date of the 
first reported laboratory test was used as a proxy for illness onset and ranged from May 10 through 
October 3, 2013. The most commonly reported symptoms included loss of appetite, light-colored stools, 
dark urine, and jaundice. Median laboratory values reported at the peak of illness were the following: 

• aspartate aminotransferase (AST) 1, 128 IU/L; 
• alanine transaminase (ALT) 1, 793 IU/L; 
• alkaline phosphatase 150 IU/L; and 
• total bilirubin 12.6 mg/dl. 

Ten patients had liver biopsy data available at the time of this report. Seven had histology consistent with 
hepatitis from drug/toxic injury, with findings including hepatocellular necrosis and cholestasis. Three 
patients had liver biopsy findings of acute hepatitis associated with other etiologies such as autoimmune 
hepatitis. Eleven (38%) patients were hospitalized, with a median duration of seven days. One patient 
died, and two patients received liver transplants. Two remain hospitalized, and all other hospitalized 
patients have been discharged. 

Of the 29 identified patients, 24 (83%) reported using OxyELITE Pro during the 60 days prior to illness 
onset. There was no other dietary supplement or medication use reported in common by more than two 
patients. 

National case finding efforts have identified several individuals from states outside Hawaii with reported 
OxyELITE Pro or other weight loss or muscle building dietary supplement use prior to the development of 



acute hepatitis of unknown cause. CDC, in collaboration with s1ate health departments, is collecting 
additional clinical and epidemiologic information from these individuals to determine if this outbreak is 
national in scope. 

Case definition: 

An individual with acute-onset hepatitis of unknown etiology that developed symptoms on or af1er April 1, 
2013 following use of a non-prescription weight loss or muscle building dietary supplement during the 60 
days prior to illness onset. 

With acute-onset hepatitis of unknown etiology defined as having BOTH: 
- ALT~ 4 times the upper limit of normal 

AND 
- Total bilirubin ~ 2 times the upper limit of normal 

-negative workup for infectious or other explicative etiologies for hepatitis. Workup for 
other potential etiologies should include: 

- Hepatic imaging (i.e., ultrasound/doppler, CT scan, MRI) not consistent with 
alternative, explicative etiotog.ies 
- Negalive viral hepati1is panel 
- No pre-existing diagnosis or chronic liver disease (e.g., autoimmune hepati11is, 
primary biltary cirrhosis, primary sclerosing cholangitis. Wilson's disease. 
hemochromatosis) 
- No recent llypolensive shock or seplic episodes 
• No history of alcoholism documented in medical records 

Recommendations: 

• Clinicians evaluating patients with acute hepatitis should ask about consumption of dietary 
supplements as part of a comprehensive evaluation. 

• Clinicians should report patients meeting the case definition to the local or state health 
department, as well as the US Food and Drug Administration's MedWatoh program online at 
httpstfwww.accessdata.fda.gov/scriptstmedwatch/ or by phone at 1-888-INFO-FOA. 

• People who use dielary supplements for weight loss or muscle gain should do so with caution 
and under a medical provider's close supervision. 

For more information: 

State public health agencies should contact CDC at (866) 933-5295 ii they identify patients who meet the 
case definition. 

The Centers for Disease Control and Prevention (CDC) protects people 's health and safety by preventing and 
controlling diseases and injuries; enhances health decisions by providing credible inf ormation on critical health 

issues; and promotes healthy living through strong partnerships with local, national, and international 
organizations. 

Categories of Health Alert Network messages: 
Health Alert Requires immediate action or attention; highest level of importance 
Healt h Advisory May not require immediate action; provides important information for a specific incident or situation 
Health Update Unlikely to require immediate action; provides updated information regarding an incident or situation 
HAN Info Service Does not require immediate action; provides general public health information 



##This message was distributed to state and local health officers, state and local epidemiologists, state 
and local laboratory directors, public information officers, HAN coordinators, and clinician 

organizations## 



EIS Update from Ireland 14 Nov 2013 

Risk Assessment 

Serious Public Health Impact 

Yes. This is the first case to be reported in Ireland. However, as of 31 October 2013, the United States 
has reported 56 cases of acute non-viral hepatitis, including two cases of liver failure and one fatality, 
following the use of dietary supplements marketed for energy boost, muscle building, and weight loss. 

Unusual or unexpected 

Yes. The occurrence of the event itself is unusual for the population. The cause of liver illness in affected 
individuals has not yet been determined. 

International disease spread 

Yes. The affected product is on internet marketing sites. The dietary supplement is marketed in multiple 
countries. Information on international distribution of the affected product will be disseminated once 
available. 

Interference with international travel or trade 

Yes. The event resulted in requests for information by foreign officials and has gained media attention. 

Date first Published to EIS:Thursday, November 14, 2013 - 21:49 

List of published bulletins for event 2013-E000203 

Details 

On 13 November 2013, lrelandl reported a case of non-viral hepatitis following the ingestion of OxyELITE 
Pro products, dietary supplements marketed for energy boost, muscle building, and weight loss. The 
Food Safety Authority Ireland ( FSAI) and the Irish Medicines Board (IMB) has issued a joint warning not 
to purchase or consume certain food supplements, namely: 

OxyELITE Pro Super Thermo capsules; 

OxyELITE Pro Ultra-Intense Thermo capsules; 

OxyELITE Pro Super Thermo powder, and 

VERSA-1 

The OxyELITE Pro range is associated with severe liver disorders, including hepatitis and liver failure, 
with one case reported in Ireland to date. The case consumed OxyElite Pro after purchasing it online. 



Bolh OxyElite Pro and VERSA-1 are produced by USP Labs LLC in the USA. Although VERSA-1 has not 
been associated with liver disease, both it and OxvElite Pro contain the ingredient aegetine, which 
cannot be excluded as a cause of illness. lhe OxyElite Pro products were on retail sale in Ireland. 

Retailers have been requested to remove the products from sale. 

The FSAI press release contaifling full details is available online: 
http:Uwww.fsai.ie/news centre/food a lerts/oxyelite warnfng.html 
<http:L/www.fsal.ie/news centre/food alertsLoiNelite warning.html> 



Statement on Us-t! or Dletary Supplements and .Acute Hepatitis lllness 

TI1e Department of Defense is advising all Service members and their families to foltow Centers for Disease 
con1ro1 and Prevention (CDC) and Food and Drug Administration (FDA) guidance lo stop using any dietaiy 
supplement labeled OxyELITE Pro and VEASA·1. The Department is partlcipaling man tnvestlgatlon with the CDC. 
FDA and Hawaii Department of Heallh on the acute hepalili! and !Iver lailure of individuals who may have taken 
these dietary supplements. As a precaution, the Department has ordered lhe removal of all OxyELITE Pro and 
VERSA-1 products lrom mlfllary lacllltles. 

Service members and !heir families who believe they have been harmed by the use of this product should 
contact their health care provider. Heallh care provider.> are asked lo report any adverse events related lo lhe use of 
O)(yEUTE Pro and VERSA·1 to the fOA's MedWateh Safely lnforrnaliOo and Adverse Reporting Program al 
www.rda.gov/MedWa1c!Vfeoort.htm . 

FDA Guidanoe: http:llwww.fda.gov1Food/Rec.ansou1breaksEmergenclEtS10utbreaks/uom370849.htm 

CDC Guidance: 
h!lp:l{ememency.00c"oo11/HAN"1en00356.flSP 



OEP +other Total# 

@) 
Case# 

Su1111lement 
OEP 

Su1111lements 

1 Yes Yes 2 

2 No Yes 1 

3 No No 3 

4 Yes Yes 2 

5 Yes Yes 2 

6 No No 1 

7 No No 1 

8 No No 2 

9 No Yes 1 

10 
No No 3 

11 No Yes 1 

12 No No 1 

13 No No 1 

14 No No 1 

15 No No 1 

16 No No l 

17 No Yes (> 6 mos ago) 1 

18 Yes Yes 8 

19 Yes Yes 1 

20 Yes Yes 3 

21 Yes Yes 2 

22 
23 No No 3 

24 No Yes l 

25 No Yes 1 

26 

27 No No 1 

28 Yes: Yes 3 

29 Yes Yes 3 

30 
Ye$ Ye$ 5 

31 

32 



Other Supplement 

Vita Pak 

No 

C4, No Explode, Whey Protein 

Xenadrine 

BCAA 

Monster Energy Drink (20 oz.) 3 drinks a day 

True-Slim Tea 

EAS Lean 15 Protein Powder, EAS 100% Whey Protein 

No 

6 Sar Pro Nutrition MuscleTech,BFN testosterone booster, MuscleTech NAO vapor (pre­

workout) 

No 
C4 pre-workout 

CRAZE 

E·strcngth 

No Xplode 

Cellucor Super HD 
Jack 30 

Hyper Shred, Super Pump Max, No Xplode, Jack. 30, 1 MFI, Pump HO, Bull Knoic 

No 

Colon RX-MEGAHO NUTRITION, GNC Herbal Plus Standardize<:! (Fenugreek) 

Eplstane 

waftlng on questionnaire stlll 

Monster Drinks, Mountain Dew Energy Drink, Atro-Phex pills 
No 
No 
Refused to Participate· no questionnaire 

C4 
Multiv1tamlns, amino add pltls? 

CLA and L·camitine 

~~~~~~~~~~~~~~~~ 

Whey Protein, Creatine monohydrate, L-argin ine, Roxylean 

Refused to Participate· no questionnaire 

Refused to Participate · no questionnaire 



1 year 

doesn' t know 

c.ouple months 

consistently takes 
1 mos; and > 6 mos 

How long? 

2 weeks OEP, approx 2 mos for l-lypershred (and others?) 

approx 1 year 

Case Status 

Suspect 

Suspect 

Suspect 

Suspect 

Probable 

Not Case? 

Probable 

Probable 

Probable 

Probable 

Probable 

Probable 

Probable 

Prob3blc 

Probable 

suspect 
Probable 

Probable 

Suspect 

Probable 

Probable 

Probable 

Suspect 

Probable 

Probable 

Probable 

Probable 

Probable 

Probable 

Probable 

Suspect 

Probable 



Recently, a number of previously healthy individuals developed acute hepatitis and sudden liver 

failure of unknown cause after using a dietary supplement for weight loss or muscle building. 

Nationwide, the Hawaii state department of health and the Centers for Disease Control and 

Prevention report a total of 69 confirmed cases of supplement-associated acute hepatitis and 

liver failure. The Armed Forces Health Surveillance Center, along with the US Army Public 

Health Center and the other Service public health centers, is investigating potential cases within 

the Department of Defense (DoD) Active Duty population and also among other beneficiaries. 

The majority of cases have been linked to OxyElite Pro dietary supplement products from 

USPLabs. Recalled supplements have been pulled from store shelves on base. Service 

Members should be reminded that dietary supplements are not regulated by the FDA, and 

should be used with caution. Unlike drug products, there are no provisions in the law for the 

FDA to "approve" dietary supplements for safety or effectiveness before they reach the 

consumer. More information on die·tary supplements and their use wiithin the DoD is a1vailable 

at: http://hprc-online.org/dietarv-supplements. For further information, please contact AFHSC 

at: 


