BY ROBERT FINN

edical evacuations of patients

critically injured in Haiti’s dev-

astating earthquake to hospitals
in the United States resumed on Feb. 1,
following a 5-day interruption.

The exact cause of the interruption
appears to be under dispute. According
to published reports, some sources said
the issue involved how hospitals would
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be reimbursed for caring for these pa-
tients. Other sources cited a lack of ca-
pacity at hospitals in Florida, where
most of the patients had been sent.

White House spokesman Tommy Vi-
etor said that logistical problems had
caused the interruption. He pointed to
difficulties in locating appropriate med-
ical facilities that were close to airports
capable of handling large military trans-
port planes.

Whatever the cause, the flights re-
sumed the day after Kathleen Sebelius,
Secretary of the Department of Health
and Human Services, activated compo-
nents of the National Disaster Medical
System (NDMS). With this announce-
ment, hospitals that are part of the
NDMS could be assured that the feder-
al government would pay them for the
patients’ care at 110% of the Medicare
reimbursement rate.

Ve n Ofe r” (Table 2 continued) (Table 3 continued)
" Al NDD-CKD NDD-CKD
Jronsucrose m}e(ﬂon Usp Adverse Events Venofer® Oral Iron Adverse Events 200mg 500 mg
(Preferred Term) (N=139) (N=139) (Preferred Term) (N=109)  (N=30)
Brief Summary (See Package Insert For Full Prescribing Information) 9% % % %
mmgmgmgmﬁ Musculoskeletal and Connective 1’0”39“';_5“:':'3' and Connective
Venofer® (ron sucrose injecton, USP) i indicated In the treatment of ron ceficiency anemia in the following patients: Tissue Disorders p:;l‘l: ex';:mi;'s 46 33
« non-dlalysis dependent-chronic Kidney disease (NDD-CKD) patients receiving an erythvopoietin Back pain 22 36 i Tioord - -
» non-cilsis dependent-chvonc kichey csease (NDD-CKD) ptients ot recehing an entropoetn Muscle cramp 07 07 ervous System Disorders
CONTRAINDICATIONS Myalgia 36 0 Dizziness 55 10.0
The use of Venofer® is contraincicated n patients ith evidence of ron overioad, in pafiens with known hypersensiity to Venofer® or any of s inactve components, | Pain in extremity 43 0 Headache ] _ 37 0
and in patients with anemia not caused by iron deficiency. 3 Respiratory, Thoracic and Mediastinal
WARNINGS Neryous System Disorders Disorders
Hyesensit eacons e e epr i ke Fon o, See PREGAUTIONS 2 ADVERSE REACTIONS, s - oy A
PRECAUTIONS : . g Spnea .
General: Because body iron excretion is imited and excess tissue iron can be hazardous, caution should be exercised to withhold iron administration in the presence Hyposfstheswa - — 07 07 Pharyngitis 0 0
of evidence of tisue ron overioad. Patents receiving Vencfer reque perodc monftoring o hematobgi and hemetiic paramelers (hemoglobin, hemetoct, serum Respiratory, Thoracic and Mediastinal Skin and Subcutaneous Tissue Disorders
feritin and transfermin saturation). ron therapy should be withheld in patients with evidence of iron overload. Transferrn Saturation values increase rapidly after Disorders Pruritus 09 67
adminisration of iron sucrose; thus, serum iron values may be reliably obtained 48 hours after IV dosing. See DOSAGE AND ADMINISTRATION and Cough 22 07 :
OVERDOSAGE Dyspnea 35 07 Vascular Disorders
Hypersensitity Reactions: Sero.s hypersensiviy reacions have been reported npaents receing Venoer®. NoIfe-eatering hypersensiy reectons vere | Dyspnea evacerbeted 22 07 Fypertension NOS 64 67
observed n e ciical sces Sevea ases o i o moderl Pypersesbt eacons et dsrie 1 ese sues. There ae st maketng PN | g congeston VY Hypotension NOS 09 67
reports of Ine threatening hypersensitivity reactions in patients receiving Venofer. See ADVERSE REACTIONS. Phanyngiis 0 0
ion: Hypotension has been reported frequenty in hemodialysis dependent chronic kidney disease patients receiving infravenous iron. Hypotension also has R r¥ 9 aleraic NOS 07 99
been reported in non-dialysis dependent and peritoneal dialysis dependent-chronic kidney disease patients receiving iniravenous fron. Hypotension following | AINIS AEAGIC - :
admimstrar}\;end of \(/j%llw_ofer@ Srggy be re\aéeﬁutg LaBeM?fosmestlg}\‘on and total dose administered. Caution should be taken to administer Venofer® according to | Skin and Subcutaneous Tissue Disorders
recommended guidelnes. See DOSAG 3 Pruritus 22 43
Carcinogenesis, Mutagenesis, and Impairment of Fertility: Rash NOS 14 29
No long-term studies in animals have been performed to evaluate the carcinogenic potential of Venofer®, Vascular Disorders
Venofer®was not genotoxic in the Ames test, the mouse lymphoma cell (L5178Y/TK+-) forward mutation test, the human lymphocyte chromosome aberration test, Hypert NOS 65 43
or the mouse micronucleus test ypertension ) :
Venofe‘riai N doses upto 15 rr'ﬂg |ron/kg/?ay (aboué ! 2 u‘mes the recommended maximum human doss on a bady surface area basis was found o have no effect | FYpotension NOS 22 07
on fertity and reproductive performance of male and female ras e ) o e ) -
Pregniancy Category B: Teraoloy siucies have been perfomed i s N doses up fo 13 mg ronky/cay (ebout 0.5 tmes the recommended masimum human NOS=Not othemise specified NOS=Not ohemise specifed
mﬁgﬂ%mﬁgg e%renaobgfg)eggg %ﬁaﬁ %ﬁ?@‘ff tﬁ;{% rg)g g%%g%%”&;ﬂggfﬁ m%mended W?:Mﬁxg%mp&%ﬁgﬁgﬁg Drug elated acherse events reported by > 2% ofVenofer (ron sucrose nction, USP)reated ptents are shown by dose group in Table 4.
pregnart wormen. Because enmal reproducton studes are not aiways predicive of human response, this drug should be used during pregnancy only if cearly  Table 4. Most Common Adverse Events Related to Study Drug Reported in > 2% of Patients with NDD-CKD by Dose Group
needed. (Multidose Safety Population)
Nursing Mothers: Venofer®is excreted in mik of rats. t s not known whether this drug is excreted in human milk. Because many drugs are excreted in human mik, NDD-CKD
caution shouid be exercise wien Venofer® is administered o a nursing woman Adverse Events T I
Pediatric Use: Safety and effectiveness of Venofer® in pediatric patients have not been established. In a country where Venofer®is avalable for use n children, at a ferred T =1 Dg M_wg
single stte, five premature infants (weight less than 1,250 ) developed necrofizing enterocolis and two of the five expired during or following a period when they (Preferred Term) (N=109) (N=30)
received Venofer®, several other medications and erythropoietin. Necrotizing enterocolitis may be a complication of prematurity in very low birth weight infants. No _ _ %
causal refationship to Venofer® or any other drugs could be established. Subjects with any adverse event 29 20.0
Geriatric Use: The five pivotal clinical trials did not include sufficient numbers of subjects aged 65 years and older to determine whether they respond differently fom | Gastrointestinal Disorders
younger subjects. No overall differences in safety were observed between these subjects and younger subjects, and other reported clinical experience has not | Diarrhea NOS* 0 0
dentied cifferences in responses befween the elderly and younger patients, but greater sensitviy of some older individuals cannot be ruled out Dysgeusia 73 33
ADVERSE REACTIONS Nausea 28 0
Adverse Events observed in all treated populations General Disorders and
The frequency of adverse events associated with the use of Venofer® has heen documented in six randomized cinical trials involving 231 hemodialysis dependent, | Administration Site Conditions
139 non-dlalysis dependent and 75 peritoneal dialysis dependent-CKD patients; and in two post-marketing safety studies involving 1,051 hemodialysis dependent- Infuson ste buring 37 0
CKD patients for a total of 1,496 patients. In adcition, over 2,000 patients treated with Venofer® have been reported in the medical Iterature. Ijection e pain 28 0
Treatment-emergent adverse events reported by > 2% of treated patients  Treatment-emergent adverse events reported in > 2% of patients by dose Peripheral edema 18 6.7
with NDD-CKD in the randomized clinical trials, whether or not related to group are shown in Table 3. Nervous System Disorders
Venofer®administration, are listed by indication in Table 2. Dizziness 28 67
Table 2. Most Common Treatment-Emergent Adverse Events Table 3. Most Common Treatment-Emergent Adverse Events Headache 28 0
Reported in > 2% of Patients with NDD-CKD by Clinical Indication  Reported in > 2% of Patients with NDD-CKD by Dose Group Vascular Disorders
(Multidose Safety Population) (Multidose Safety Population) Hypotension NOS 0 6.7
NDD-CKD NDD-CKD ——
Adverse Events Venofer>  Oral lron Adverse Events 200mg  500mg “NOS=Not otherwise specified
(Pefrtd Term) 1 e (Pefrrd Tem) 009 05001 cherse Evnts Oberedinor-Dialss Dependent Chrni iheyDsease (NDD-GKD) Paters
0 . 0 - In the pivotal study of 182 NDD-CKD patients, 91 were exposed to Venofer®. Adverse events, whether or not related to Venofer®, reported by > 5% of the Venofer®
Subjects with any adverse event 763 34 Subjects with any adverse event 752 800 exposed patients were as follws: dysgeusia (7.7%), perpheral edema (7.7%), diarrhea (5.5%), constipation (5.5%), nausea (5.5%), dizziness (5.5%), and
Ear and Labyrinth Disorders Ear and Labyrinth Disorders hypertension (5.5%). One serious related adverse reaction was reported (ypotension and shoriness of breath not requiring hospitaization in a Venofer® patient). Two
Ear Pain 22 0.7 Ear Pain 09 6.7 patients experienced possible hypersensitivity/allergic reactions (ocal edema/hypotension) during the study. Of the 5 patients who prematurely discontinued the
Eye Disorders Eye Disorders treatment phase of the study due to adverse events (2 oral iron group and 3 Venofer® group), three Venofer® patients had events that were considered drug-related
Conjunctiits 0 0 Conjunctits 0 0 (Mypotensin, dyspr;‘e;amsg) WARNINGS and PRECALTIONS,
Gastrointestinal Disorders Gastrointestinal Disorders Hypersensitity 056 WARVITES and PRELY ) .
Abdominal pain NOS® 14 29 Andominal pain NOS* 18 0 In clinical studies, several patients experienced hypersensitvity reactions presenting with wheezing, dyspnea, hypotension, rashes, or pruritus.  Serious episoes of
Constina f 3 12‘ 9 Constioat & 3'7 67 hypotension occurred in 2 patients treated with Venofer®at a dose of 500 mg
Di nshpa ,‘385 5 01 Dq:m‘pa ;\?SS 6' 4 100 The post-marketing spontaneous reporting system includes reports of pafients who experienced serious or life-threatening reactions (anaphylactic shock, loss of
D;asZeiZia ; o 1 0 D‘yasgeizia o v consciousness or collapse, bronchospasm with cyspnea, or convulsion) associated with Venofer® adminisration.
- - - OVERDOSAGE
Na“?? 86 122 Nau;ga 92 67 Dosages of Venofer® i ( ron sucrose injection, USP) in excess of iron needs may lead to on of iron in st ites leading to is. Periodic monftoring
Vomiting NOS 50 86 Vomiting NOS 55 33 ofiron has seum lemun and tensferin seturaton may assisin recognizing fon accumulation. Venofer® should ﬂot beadmintred o pten's wih fon
General Disorders and General Disorders and overoad and should be discontinued when serum fertn vels equal or exceed established quidelines [1]. Particular caution should be exercised to avoid iron overload
Administration Site Conditions Administration Site Conditions Where aneria unresponsive o reatment has been incorecty dagnosed s ron defcency anemia B o
Asthenia 07 22 Asthenia 09 0 Symptoms associated with overdosage or infusing Venofer too rapidly included hypotension, dyspnea, headache, vomiting, nausea, dizziness, joint aches,
Chest pain 14 0 Chest pain 09 33 paresthesia, abdominal and muscle pain, edema, and cardiovascular colapse. Most symptoms have been successfully reated with NV fluids, hydrocortisone, and/or
Edema NOS 51 5 65 Edema NOS 7:3 33 antihistamines. Infusing the solution as recommended or at a slower rate may also alleviate symptoms.
Fafigue 36 58 Fatigue 46 0 Precinica Data: B ' ) )
Fegling abnormel 0 0 Fegling abnomal 0 0 Single IV doses of Venofer® at 150 mg iron/kg in mice (about 3 times the recommended maximum human dose on a body surface area basis) and
Ifusion e buring 36 0 Ifusin e buring 37 33 100 mg ironvkg in rats (about 8 imes the recommended maximum human dose on a body surface area bass) were lethal
Ijecion se extraiasaton 2‘2 0 iecton e pain 2'8 0 The symptoms of acute toxictty were sedation, hypoactivit, pele eyes, and bleeding in the gastrointestinal tract and lungs.
Injection site pain 22 0 Peripheral edema 55 133 DOSAGE AND ADMIN!STRAHDN . .
Peripheral edema 72 50 Pyreria 09 0 The dosage of Venofer® is expressed in terms of mg of elemental ron. Each miL contains 20 mg of elemental iron.
Pyrexia 0‘7 0'7 infections and Infestations - h/lost C‘KE patients will r%quire a‘ m\nr\\mum cumu\cefietwe reTpge/n\%n dose of 1,000 mg of elemental iron, administered over sequential sessions, to achieve a favorable
. - - s S lemaglobin response and to replenish iron stores (feritin,
!}n;;cnun; am: Infestations 0 Catheter e nfection 0 0 ‘Administration: Venofer® must oly be admiisteed nravenously etier by siow inection o by nfusion.
et s inection 0 Nasopharyngits 09 0 Recommended Adult Dosage:
Nasophenyngits 07 22 Peioneal infection 0 0 on-Dilysis Dependent-Chroric Kicey Disease Patients (NDD-CKDJ:enderis aiised as i cumute e of 000 g oera 14 ay e s 200
Peritoneal infection 0 0 Sinusitis NOS 0 33 mg slow N nfecion unclutel over 2 o 5 minutes on 5 ifeent occasions witin the 14 day perod. There i imited experienoe with administadon ofan rfusion of 500 mg of
Sinustis NOS 07 07 Upper respiratory tract infection NOS 09 0 Venofer®, diuted in a maximum of 250 mL of 0.9% NaCl, over a period of 3.5-4 hours on day 1 and day 14; hypotension occurred in 2 of 30 patients reated. (See CLINI
Upper respiratory tract infection NOS 07 14 Injury, Poisoning and Procedural TRIALS, Study D: NW'DB'VS‘_S D -Ghronic Kidney Disease (NDD-CKD) Patients axd ADVERSE REACTIONS, Adverse Events Observed in
Urinary ract infection NOS 07 50 Complications HoW ;PNIS’TJED -Chroric (NDD-CKD) sectons)
j isoni Proced Graft complication 18 0
gz:::y’h};::::;ng and ural investi agions Venofer® is supplied in 5 mL and 10 mL single dose vials. Each 5 mL vial contains 100 mg elemental iron (20 mg/mL) and each 10 mL vial contains 200 mg
plications stig elemental iron (20 mg/mL). Contains no preservatives. Store in original carton at 25°C (77°F). Excursions permitted to 15°-30°C (59°-86°F). [See the USP controlled
(Graft complication 14 0 Cardiac murmur NOS ’ 28 0 foom temperature]. Donat feeze.
Investigations Fecal occult blood positive 18 0 eri
Cardiac murmur NOS 22 22 Metabolism and Nutrition Disorders NDC-0517-2340-01 100 mg/5 mL Single Dose Vial  IndividuallyBoxed | NDC-0517-2310-01 200 mg/10 mL Single Dose Vil Incividually Boxed
Fecal occult blood positive 14 36 Fluid overload 18 0 NDC-0517-2340-10 100 mg/5 mL Single Dose Vial - Packages of 10 NDC-0517-2310-05 200 mg/10 mL Single Dose Vial -~ Packages of 5
Metabolism and Nutrition Disorders Gout 18 6.7 NDC-0517-2340-25 100 mg/5 mlL Single DoseViel - Packagesof 25 | NDC-0517-2310-10° 200mg/10 mL Single Dose Vial - Packages of 10
Flid overload 14 07 Hyperghcemia NOS 37 0 Rx Only
S;;érglycemia s Sg 104 ;ymg‘vrenll‘alxls T 09 0 REFERENCE: [1] National Kidney Foundation. K/DOQI Clinical Practice Guidelines for Anemia of Chronic Kidney Disease, 2000. Amt J Kidney Dis.
- usculoskeletal and Gonnective 37:5182-5238, (suppl 1) 2001.
Hypoglycemia NOS 0.7 0.7 Tissue Disorders e
Musculoskeletal and Connective /éghflg\? 1 g 2%
Tissue Disorders CK pain - N BS2340
Arthvalgia 14 22 Wuscle ramp 0 33 RA%EERr\ﬁAN Rev. 10/08
Arthrtis NOS 0 0 Wyalgia 28 67 Venofer®is manufactured under license from Vifor (International) Inc., Switzerland. © 2008 American Regent, Inc

FEBRUARY 2010 o HOSPITALIST NEWS

U.S. Hospitals Resume Care for Injured Haitians

The flights were halted on Jan. 27,
shortly after Florida Governor Charlie
Crist wrote a letter to Secretary Sebelius
stating that medical facilities in Florida
were “quickly reaching saturation, espe-
cially in the area of high-level trauma
care.”

In that letter, Governor Crist also
pointed to a “lack of coordination by fed-
eral authorities” overseeing the evacua-
tions. He noted that 436 patients had
been admitted to Florida hospitals, with
more than 90% suffering from multiple
traumas.

“Recently, we learned that federal
planning is underway to move between

With the National Disaster
Medical System activated,
‘evacuations have only been
used in limited instances where
patients had medical needs that
could not be met in Haiti.’

30-50 critically ill patients per day for an
indefinite period of time,” Governor
Crist’s letter continued. “Florida does
not have the capacity to support such an
operation.”

The US. Agency for International De-
velopment (USAID) is coordinating the
government’s response to the earth-
quake. In a statement announcing the ac-
tivation of the NDMS, USAID adminis-
trator Dr. Rajiv Shah stated, “Medical
evacuations have only been used in lim-
ited instances where patients had medical
needs that could not be met in Haiti. We
are committed to working with the Hait-
ian people and the Government of Haiti
to create long-term care facilities in-
country. Continued medical assistance is
critical to these efforts.”

In a Feb. 1 statement responding to
the NDMS activation, Governor Crist
said that “Florida is grateful to our fed-
eral partners for taking steps to activate
the National Disaster Medical System.
The quick response to my letter last
week to Secretary Sebelius will ensure
that critically injured survivors of the
Haiti earthquake will continue to re-
ceive the medical care they so desper-
ately need.”

Governor Crist noted that Florida had
committed to welcoming 19,000 people
from Haiti including, as of that date, 526
patients who were receiving critical
medical care.

“Florida’s hospitals, doctors, nurses
and medical teams are at the forefront of
caring for survivors, both here in Flori-
da and in Haiti,” he continued. “For
their tireless efforts, I commend their
dedication to promptly and compas-
sionately serving those in need.”

The day following the NDMS an-
nouncement, medical evacuation flights
resumed, arriving in Tampa and At-
lanta. Hospitals in New York, Boston,
Philadelphia, and Lyons, N.J., were also
alerted that patients might be sent to
those facilities. |





