
After several months of a sud-
den, unforeseen shortage, the 
supply of peritoneal dialysis 

(PD) fluid is expected to return to nor-
mal by the end of March, when Baxter 

Healthcare says it will have more pro-
duction capacity on line.

The supply disruption came as a 
surprise in August 2015, when Baxter 

sent dialysis clinics and patients let-
ters informing them that “several 

factors, including limited manu-
facturing capacity, along with 
increased overall demand for 
sterile solutions, have result-
ed in temporary supply con-
straints ... expected to last 
for the next six months.” 

Home PD has grown tre-
mendously in recent years, 
particularly since the Cent-

ers for Medicare and Medic-
aid Services changed payments 

in 2011 in ways designed to en-
courage its use. Demand grew 30% 

in the past three years alone. 
Baxter said that it was committed 

to supplying patients currently on PD, 
but restricted expansion to new pa-
tients. The shortage disrupted provid-
er operations and patient care in many 
important ways.  

PD providers were given alloca-
tions for how many new PD patients 
they could accept based on the pro-

viders’ history of growth during the 
first six months of 2014. For example, 
Northwest Kidney Centers (NKC), the 
largest dialysis provider in the Puget 
Sound area of Washington, had been 
training seven or eight new patients a 
month. Their allocation was set at two 
new patients per month. 

Dialysis Clinic, Inc. (DCI), a non-
profit based in Nashville, Tenn., that 
operates 235 clinics in 28 states, was 
starting about 69 new patients per 
month with Baxter fluid. Its alloca-
tion was set at 17 or 18 new patients 
a month. 

“Even as current PD patients pre-
dictably dropped off the rolls due to 
death or a switch to hemodialysis, 
NKC was not allowed to replace them 
with new patients,” said Connie An-
derson, vice president of clinical oper-
ations at NKC. As a result, NKC’s PD 
patient count decreased from 200 to 
192 in September, and has only slowly 
begun climbing back up. 

Patient referrals decreased at both 
NKC and DCI, apparently because as 
word of the shortage spread, physicians 

The development of kidney stones 
is a common problem that has 
traditionally been recognized as 

no more than an isolated and painful 
condition. Yet epidemiological studies 
have revealed links between nephrolithi-

asis and conditions such as the metabolic 
syndrome, hypertension, chronic kid-
ney disease, and cardiovascular disease. 
In support of the concept that nephro-
lithiasis is a systemic disease, a new study 
published in the Clinical Journal of the 

American Society of Nephrology shows 
that blood vessel calcification in recur-
rent kidney stone formers may put pa-
tients at increased risk of heart disease, 
and kidney stones’ effects on the bones 
may increase osteoporosis risks.

“This is the first study to our knowl-
edge to provide controlled evidence for 
a possible role of vessel calcification and 
associated osteoporosis in cardiovascular 
morbidity among kidney stone formers,” 
said lead author Linda Shavit, MD, of 
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Fluid Shortage 
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did not refer patients for a therapy they 
could not receive.

The shortage eased somewhat by 
November. The Food and Drug Ad-
ministration fast-tracked approval for 
Baxter to import PD fluid from its 
plant in Ireland. And Baxter bought a 
large amount of PD fluid from Frese-
nius Medical Care to distribute to its 
customers. Baxter’s allocations for new 
patients slowly rose from the starting 

level of 25% of historic usage to 35% 
and then to 60% in December.

Anderson said that she greatly ap-
preciated Fresenius making its fluid 
available, but the Fresenius fluid pre-
sented challenges because it involves a 
completely different delivery system in 
which the mechanics vary greatly from 
the Baxter system. “We ended up hav-
ing to train 16 RNs on a whole new 
process in order to be able to train pa-
tients on the Fresenius product. It’s a 
management nightmare to provide a 
24-7 on-call nurse that has to know 

both systems, figure out which one the 
patient has, and then troubleshoot the 
problem,” Anderson told Kidney News.

And even with the additional Fre-
senius product, clinics were limited to 
offering new patients continuous am-
bulatory PD, and they are still not able 
to offer automated PD, Anderson said. 

Patients already on PD received the 
fluid they needed, but their routine of-
ten involved stressful disruptions for a 
patient relying on a life-or-death treat-
ment. Patients accustomed to receiv-
ing a monthly shipment from a Bax-
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ter delivery person who would bring 
it into the house and help them with 
it often had a two-week supply left 
on the doorstep by a commercial car-
rier. Baxter might then need to send 
an employee to the residence to help. 
“Baxter ... did a lot of workarounds to 
try to make up for the issues that the 
shortage caused,” said Joan Thomas 
of Kidney Community Emergency 
Response, based in New York State. 
Thomas coordinated regular confer-
ence calls that brought together offi-
cials from CMS, FDA, other govern-
ment agencies, medical suppliers, renal 
clinics, and many other stakeholders 
who shared information, discussed 
problems, looked for solutions, and 
provided the main source of informa-
tion for the clinics having to cope with 
the shortage. 

Doug Johnson, MD, vice chair of 
the board at DCI, said that his com-
pany has been  focusing on increasing 
home dialysis, which more patients are 
choosing when they understand the 
options: “What was so difficult for us 
was that we had a therapy that we saw 
as ideal for a patient on dialysis, and 
we knew that we were going to have to 
limit access to that therapy.”

With a colleague, Johnson per-
sonally reviewed patient cases to de-
termine who could be started on PD 
and who could be deferred, and he 
was impressed by the way that every-
one worked together to cope with the 
constraints. The cooperation even ex-
tended to some patients’ employers, 
who offered the flexibility to allow 
the patient to keep working and get 
in-center treatment while waiting to 
switch to home dialysis. Johnson said 
that Baxter also had a medical justifi-
cation form, and “if there was a person 
with a clear medical need for PD, it 
was approved.”

The cause of the sudden short-
age remains unclear. Baxter received 
several letters from the FDA citing 
quality improvement problems in its 
plants and voluntarily recalled two lots 
of PD solution in August, but Bax-
ter representative William Rader said 
that those issues did not contribute to 
the supply constraints. He cited the 
great increase in demand and factors 
such as “changes to the manufactur-
ing process in response to increased 
industry standards.” He said that the 
implementation of “process enhance-
ments” to meet the higher standards 
“impacted the speed in which we can 
deploy additional capacity to meet the 
increasing demand for our solutions.” 

Baxter expects an added manufac-
turing line dedicated to PD solutions 
to be operational in the first quarter of 
2015 that will enable it to meet the an-
ticipated growth of U.S. PD demand 
“for the foreseeable future.”

In contrast, Fresenius managed to 
increase its production sufficiently to 
both meet the growing demand from 
its own customers and supply some 
for Baxter’s customers. The Fresenius 
supply was not so great, however, that 
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clinics could simply switch large num-
bers of patients over to it. 

The shortage’s long-term implica-
tions for the spread of PD remain to be 
seen, but it is likely to be only a tem-
porary glitch. “It has been a long-stated 
goal of CMS to expand the proportion 
of patients with end stage renal dis-
ease that are dialyzed at home. When 
people are aware of their options, a lot 

more people choose to dialyze at home, 
and so the growth of patients on PD in 
the United States has happened at an 
unprecedented rate,” said Raj Mehro-
tra, MD, professor of medicine at the 
University of Washington and chair 
of the dialysis advisory group of the 
American Society of Nephrology. “I 
think the shortage teaches us that we 
need to have some redundancy in the 

system, whether it is with regards to 
the number of manufacturers, or num-
ber of plants a single manufacturer has, 
which would have ensured the avail-
ability of solution to patients.” 

As the supply returns to levels to 
meet the growing demand, Johnson 
said that the shortage could actual-
ly lead to greater use of home PD in 
the future because of the attention it 

brought to the treatment. Johnson’s 
involvement in the allocation process 
made a great impression: “I now know 
even more than I did before how valu-
able it is to be able to dialyze at home, 
and the way it can change a person’s 
life. I was already a very strong ad-
vocate for home dialysis, but I am a 
stronger advocate today than I was be-
fore the shortage.
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Vessel 
Calcification
Continued from page 1

the University College London Medical 
School in the UK and the Shaare Zedek 
Medical Center in Israel. 

Approximately 10% of men and 
7% of women develop kidney stones or 
nephrolithiasis. Although the mecha-
nisms involved in the potential link 
between nephrolithiasis and increased 
cardiovascular risks are unknown, Shavit 
and her colleagues suspected that abnor-
mal deposits of calcium in the blood ves-
sels may play a role. Such vascular calci-
fication is considered a strong risk factor 
for heart-related disease and death. 

In a 111-participant study that in-
cluded 57 recurrent kidney stone formers 
and 54 healthy controls, the researchers 
used computed tomography (CT) scans 
to evaluate the severity of abnormal cal-
cium deposition in the abdominal aorta, 
one of the largest blood vessels in the hu-
man body. 

Individuals with kidney stones had 
more calcification in the abdominal aor-
ta, which could explain their increased 
risk for heart disease. They also had less 
dense bones and more prominent bone 
demineralization compared with individ-
uals who did not develop kidney stones. 
Average vertebral bone mineral density 
was 159 Hounsfield Units in stone form-
ers vs. 194 in controls. Previous studies 
have shown that vascular calcification 
often occurs alongside bone loss, suggest-
ing a relationship between osteoporosis 
and atherosclerosis.

“Our findings raise several important 
questions that may be relevant to the care 
of patients with kidney stones,” Shavit 
said. “Existing CT can be a useful tool 
for assessment of aortic calcification and 
osteoporosis, along with kidney stone 
number and distribution. Moreover, pre-
liminary experimental and clinical evi-
dence suggests that therapeutic strategies 
aimed to treat osteoporosis may have a 
favorable effect on vascular calcification.” 

According to the authors, CT tech-
nology for both aortic and spine meas-
urements provides clear benefits over 
conventional radiographs, which are less 
precise and do not permit clinicians to 
obtain graded quantifications.

“This interesting study confirms one 
previous observation of my group that 
in calcium renal stone formers, arteries 
are rigid and calcified,” said Giovanni 
Gambaro, MD, PhD, who was not in-
volved with the study and is head of the 
Division of Nephrology and Dialysis at 

Columbus-Gemelli University Hospital, 
in Rome. “We advanced that in neph-
rolithiasis, a liaison exists between bone 
and vessels. This is probably a general 
phenomenon since it has been observed 
in osteoporosis, in hypertension, and in 
chronic kidney disease.”

While the study cannot prove direct 
causality, it provides controlled evidence 
for a possible role of vessel calcification, 
and associated osteoporosis, in cardio-
vascular morbidity among kidney stone 
formers, and it suggests that prospec-
tive trials are warranted to explore the 
potential benefits of targeting the bones 
and cardiovascular system to help protect 
kidney stone formers’ heart health.

In an accompanying editorial, Eric 
Taylor, MD, MSc, of the Maine Medi-
cal Center and Brigham and Women’s 
Hospital, noted that the study has several 
strengths, including its systematic pro-
cess to generate abdominal calcification 
scores and its use of existing imaging data 
obtained for other indications. However, 
he also pointed to several limitations, 
such as the presence of certain factors in-
cluding race and body size that may con-
found the observed associations. Also, it 
is unclear whether the greater severity of 
calcification in stone formers was inde-
pendent of differences in bone mineral 
density between patients and controls. 

Taylor noted that the study raises a 
number of important unanswered ques-
tions. “The nexus between calcium kid-
ney stone formation, bone deminerali-
zation, and atherosclerosis should be an 
active area of investigation pursued by 
the clinical investigator and basic scien-
tist alike,” he wrote. “Future studies will 
require careful assessment of calcium-
phosphorus regulatory hormones and 
inhibitors of tissue calcification hypoth-
esized to play important roles in the 
complex pathophysiology of all 3 disease 
states.”

For now, while it is too early to in-
corporate a history of calcium nephro-
lithiasis into screening guidelines for os-
teoporosis or cardiovascular risk factors, 
the findings suggest that addressing heart 
disease risk factors may also help prevent 
kidney stones and bone fractures.  
__________________________

Disclosures: Robert Unwin is currently 
on secondment as a chief scientist with 
AstraZeneca Cardiovascular & Meta-
bolic Diseases Innovative Medicines 
and Early Development Science Unit 
(Mölndal,Sweden).

The article is entitled “Vascular Calcifica-
tion and Bone Mineral Density in Recur-
rent Kidney Stone Formers.”

Correction
The article “New Combo Drug for Hypertension” (February 2015 
Kidney News) contained errors in the first sentence. 

The corrected sentence reads: “The U.S. Food and Drug 
Administration (FDA) has approved a fixed-dose antihypertensive 
pill combining angiotensin-converting enzyme inhibitor and 
calcium channel blocker compounds.”



Diamond Level

Platinum Level

  
Corporate Supporters

ASN gratefully acknowledges the Society’s Diamond and Platinum Corporate 
Supporters for their contributions in 2014.

ASN LEADING THE F IGHT
AGAINST  KIDNEY DISEASE

2014 Corp Supporters Ad_KN.indd   1 9/14/14   3:26 PM



6  |   ASN Kidney News  |  March 2015

Findings  

Kidney transplants from living donors 
(LDs) aged 60 or older are increasing, with 
recipient survival rates at least as good as 
those after deceased standard donor criteria 
(SDC) transplantation, reports a study in 
Transplantation.

The researchers analyzed United Net-
work for Organ Sharing data from 1994 
to 2012, focusing on trends in the use of 
older LD kidneys and their outcomes. Of 
the total 250,827 transplants, 92,646 were 
from LDs. 

Overall, 4.5 percent of recipients of LD 
transplants received organs from donors 
aged 60 or older. The percentage of older 
LD transplants increased from 3.6 percent 
in 1994 to 7.4 percent in 2011; most of 
the growth was among donors aged 60–69. 
Older LD kidneys were associated with 
lower graft and overall survival compared 
with younger LD kidneys.

Graft survival was also lower with LD 
kidneys from donors aged 70 or older, 
compared with deceased SCD transplants. 
However, overall survival was similar be-
tween these groups. Both graft and overall 
survival were higher for older LD kidneys 
compared with expanded criteria donor 
(ECD) transplants.

As the use of older LD kidneys increases, 
questions remain about their safety and ef-
ficacy. The new study shows that although 
younger LD transplants still have the best 
outcomes, older LD kidneys yield overall 
survival similar to that with deceased SCD 
transplants and better than with ECD kid-
neys. The investigators conclude, “[T]he 
comparable long-term outcomes of kid-
neys from older living donors compared to 
SCD or ECD kidneys with the short-term 
advantages of avoiding dialysis promote the 
expanded use of this resource” [Englum 
BR, et al. Outcomes in kidney transplant 
recipients from older living donors. Trans-
plantation 2015; 99:309–315].  

Higher levels of the gut bacterial by-
product trimethylamine N-oxide 
(TMAO)—associated with consump-
tion of red meat, eggs, and dairy prod-
ucts—are linked to the development 
of and mortality from chronic kidney 
disease (CKD), reports a study in Cir-
culation Research.

The researchers examined the prog-
nostic value of TMAO levels in pa-
tients with CKD and the potential 
role of TMAO in the development 
and progression of kidney disease. A 
gut microbiota–dependent metabolite 

Increased Use, Good 
Outcomes of Living 
Kidney Transplants from 
Older Donors

Dietary Metabolite 
Linked to CKD 
Development and 
Progression

formed during the digestion of choline 
and carnitine, TMAO is cleared by the 
kidneys. Previous studies have shown 
that TMAO is associated with heart 
disease and have identified it as a strong 
predictor of major adverse cardiovascu-
lar events.

In 521 patients with CKD in stable 
condition, the median fasting plasma 
TMAO level was 7.9 μmol/L—signifi-

cantly higher than in control individu-
als without CKD. For CKD patients 
in the fourth versus first quartile of 
TMAO, the unadjusted hazard ratio 
(HR) for all-cause mortality at 5 years 
was 2.76. The association was smaller 
but still significant (HR 1.93) after 
adjustment for traditional risk factors, 
high-sensitivity C-reactive protein, and 
estimated GFR.

Measurement of TMAO provided 
additional prognostic value in CKD pa-
tients, with net reclassification index of 
17.26 percent and differences in the area 
under the receiver operator characteris-
tic curve of 63.26 versus 65.95 percent. 
Among control individuals without 
CKD, higher TMAO levels were associ-
ated with increased mortality in those 
with normal or elevated cystatin C levels. 
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Cognitive Function Linked to Mortality in 
Hemodialysis Patients

In animal models, higher dietary choline 
or TMAO levels were directly linked to 
progressive renal tubulointerstial fibrosis 
and decreased kidney function.

The results suggest that dietary-
induced, microbiota-dependent differ-
ences in levels of TMAO may contrib-
ute to CKD development, progression, 
and mortality. Further studies of these 
associations are needed, including the 

possible effects of a diet designed to 
limit TMAO precursors (low in red 
meat, egg yolk, and high-fat dairy 
products) on the rate of CKD progres-
sion [Tang WHW, et al. Gut microbi-
ota-dependent trimethylamine N-oxide 
(TMAO) pathway contributes to both 
development of renal insufficiency and 
mortality risk in chronic kidney dis-
ease. Circ Res 2015; 116:448–455]. 

Cognitive impairment, especially impaired 
executive function, is associated with an 
increased risk of death among patients re-
ceiving maintenance hemodialysis, reports a 
study in American Journal of Kidney Diseases.

The researchers analyzed the results of 
baseline and annual neurocognitive assess-

ments in 292 patients receiving mainte-
nance hemodialysis. The patients’ mean age 
was 63 years, and 90 percent had at least 
a high school education. Patients with de-
mentia were excluded.

Associations between cognitive func-
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AURYXIA™ (ferric citrate) IS THE FIRST AND ONLY 
ABSORBABLE-IRON–BASED PHOSPHATE BINDER 
CLINICALLY PROVEN TO MANAGE HYPERPHOSPHATEMIA1-6

For the control of serum phosphorus levels in patients 
with chronic kidney disease on dialysis

INDICATION

AURYXIA is a phosphate binder indicated for the 
control of serum phosphorus levels in patients with 
chronic kidney disease on dialysis.

IMPORTANT SAFETY INFORMATION

Contraindication: AURYXIA is contraindicated in 
patients with iron overload syndromes.

Iron Overload: Iron absorption from AURYXIA may 
lead to excessive elevations in iron stores. Assess 
iron parameters, serum ferritin and TSAT, prior to 
and while on AURYXIA. Patients receiving IV iron may 
require a reduction in dose or discontinuation of IV 
iron therapy. 

Overdose: AURYXIA contains iron. Iron absorption 
from AURYXIA may lead to excessive elevations 
in iron stores, especially when concomitant IV iron
is used. 

Accidental Overdose of Iron: Accidental overdose 
of iron containing products is a leading cause of fatal 
poisoning in children under 6 years of age. Keep this 
product out of the reach of children.

Patients with Gastrointestinal Bleeding or 
In� ammation: Safety has not been established.

Pregnancy Category B and Nursing Mothers: 
Overdosing of iron in pregnant women may carry 

a risk for spontaneous abortion, gestational diabetes, 
and fetal malformation. Rat studies have shown 
the transfer of iron into milk. There is possible infant 
exposure when AURYXIA is taken by a nursing woman.

Pediatric: The safety and ef� cacy of AURYXIA have 
not been established in pediatric patients.

Adverse Events: The most common adverse events 
with AURYXIA were diarrhea (21%), nausea (11%), 
constipation (8%), vomiting (7%), and cough (6%). 
Gastrointestinal adverse reactions were the most 
common reason for discontinuing AURYXIA (14%).

Drug Interactions: Doxycycline should be taken at 
least 1 hour before AURYXIA. Consider separation 
of the timing of the administration of AURYXIA with 
drugs where a reduction in their bioavailability would 
have a clinically signi� cant effect on safety or ef� cacy.

Please see Brief Summary on following page.

You may report side effects to Keryx at 
1-844-44KERYX (844-445-3799). 
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BRIEF SUMMARY

AURYXIA™ (ferric citrate) tablets contain 210 mg of ferric iron equivalent to 1 g ferric citrate for oral use.

INDICATIONS AND USAGE
AURYXIA is a phosphate binder indicated for the control of serum phosphorus levels in patients with chronic kidney disease on dialysis.

CONTRAINDICATIONS
AURYXIA is contraindicated in patients with iron overload syndromes (eg, hemochromatosis).

WARNINGS AND PRECAUTIONS
Iron Overload: Iron absorption from AURYXIA may lead to excessive elevations in iron stores. Increases in serum ferritin and transferrin saturation 
(TSAT) levels were observed in clinical trials. In a 56-week safety and efficacy trial in which concomitant use of AURYXIA and IV iron was permitted,  
55 (19%) patients treated with AURYXIA had a ferritin level >1500 ng/mL as compared with 13 (9%) patients treated with active control.
Assess iron parameters (eg, serum ferritin and TSAT) prior to initiating AURYXIA and monitor iron parameters while on therapy. Patients receiving IV 
iron may require a reduction in dose or discontinuation of IV iron therapy.
Accidental Overdose of Iron: Accidental overdose of iron-containing products is a leading cause of fatal poisoning in children under 6 years of age. 
Keep this product out of the reach of children. In case of accidental overdose, call a doctor or poison control center immediately.
Patients with Gastrointestinal Bleeding or Inflammation: Patients with inflammatory bowel disease or active, symptomatic gastrointestinal 
bleeding were excluded from clinical trials. Safety has not been established in these populations.

ADVERSE REACTIONS
Adverse reactions to a drug are most readily ascertained by comparison with placebo, but there is little placebo-controlled experience with AURYXIA, 
so this section describes adverse events with AURYXIA, some of which may be disease-related, rather than treatment-related. A total of 289 patients 
were treated with AURYXIA and 149 patients were treated with active control (sevelamer carbonate and/or calcium acetate) during the 52-week, 
randomized, open-label, active control phase of a trial in patients on dialysis.
A total of 322 patients were treated with AURYXIA for up to 28 days in three short-term trials. Across these trials, 557 unique patients were treated 
with AURYXIA; dosage regimens in these trials ranged from 210 mg to 2,520 mg of ferric iron per day, equivalent to 1 to 12 tablets of AURYXIA. In 
these trials, adverse events reported for AURYXIA were similar to those reported for the active control group. Adverse events reported in more than  
5% of patients treated with AURYXIA in these trials included diarrhea (21%), nausea (11%), constipation (8%), vomiting (7%), and cough (6%). 
During the 52-week active control period, 60 patients (21%) on AURYXIA discontinued study drug because of an adverse event, as compared to 
21 patients (14%) in the active control arm. Patients who were previously intolerant to any of the active control treatments (calcium acetate and 
sevelamer carbonate) were not eligible to enroll in the study. Gastrointestinal adverse events were the most common reason for discontinuing 
AURYXIA (14%).
AURYXIA is associated with discolored feces (dark stools) related to the iron content, but this staining is not clinically relevant and does not affect 
laboratory tests for occult bleeding, which detect heme rather than non-heme iron in the stool.

DRUG INTERACTIONS
Doxycycline is an oral drug that has to be taken at least 1 hour before AURYXIA. Oral drugs that can be administered concomitantly with AURYXIA 
are: amlodipine, aspirin, atorvastatin, calcitriol, clopidogrel, digoxin, doxercalciferol, enalapril, fluvastatin, levofloxacin, metoprolol, pravastatin, 
propranolol, sitagliptin, and warfarin. There are no empirical data on avoiding drug interactions between AURYXIA and most concomitant oral drugs. 
For oral medications where a reduction in the bioavailability of that medication would have a clinically significant effect on its safety or efficacy, 
consider separation of the timing of the administration of the two drugs. The duration of separation depends upon the absorption characteristics 
of the medication concomitantly administered, such as the time to reach peak systemic levels and whether the drug is an immediate release or an 
extended release product. Consider monitoring clinical responses or blood levels of concomitant medications that have a narrow therapeutic range.

USE IN SPECIFIC POPULATIONS
Pregnancy: Pregnancy Category B: There are no adequate and well-controlled studies in pregnant women. It is not known whether AURYXIA can 
cause fetal harm when administered to a pregnant woman. Animal reproduction studies have not been conducted.
The effect of AURYXIA on the absorption of vitamins and other nutrients has not been studied in pregnant women. Requirements for vitamins and 
other nutrients are increased in pregnancy. An overdose of iron in pregnant women may carry a risk for spontaneous abortion, gestational diabetes, 
and fetal malformation.
Labor and Delivery: The effects of AURYXIA on labor and delivery are unknown.
Nursing Mothers: Data from rat studies have shown the transfer of iron into milk by divalent metal transporter-1 (DMT-1) and ferroportin-1 (FPN-1). 
Hence, there is a possibility of infant exposure when AURYXIA is administered to a nursing woman.
Pediatric Use: The safety and efficacy of AURYXIA have not been established in pediatric patients.
Geriatric Use: Clinical studies of AURYXIA included 106 subjects aged 65 years and older (33 subjects aged 75 years and older). Overall, the  
clinical study experience has not identified any obvious differences in responses between the elderly and younger patients in the tolerability or  
efficacy of AURYXIA.

OVERDOSAGE
No data are available regarding overdose of AURYXIA in patients. In patients with chronic kidney disease on dialysis, the maximum dose studied was 
2,520 mg ferric iron (12 tablets of AURYXIA) per day. Iron absorption from AURYXIA may lead to excessive elevations in iron stores, especially when 
concomitant IV iron is used.
In clinical trials, one case of elevated iron in the liver as confirmed by biopsy was reported in a patient administered IV iron and AURYXIA.

PATIENT COUNSELING INFORMATION
Dosing Recommendations: Inform patients to take AURYXIA as directed with meals and adhere to their prescribed diets. Instruct patients on 
concomitant medications that should be dosed apart from AURYXIA.
Adverse Reactions: Advise patients that AURYXIA may cause discolored (dark) stools, but this staining of the stool is considered normal with oral 
medications containing iron.
AURYXIA may cause diarrhea, nausea, constipation, and vomiting. Advise patients to report severe or persistent gastrointestinal symptoms to  
their physician.

Keryx Biopharmaceuticals, Inc.
©2015 Keryx Biopharmaceuticals, Inc.
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Findings

tion and all-cause mortality were assessed, 
with adjustment for demographics and di-
alysis and cardiovascular (CV) risk factors. 
Test results were broken down into domain 
scores representing memory and executive 
function.

There were 145 deaths during a median 
follow-up time of 2.1 years. Each one SD 
increase in executive function score was 
associated with a 35 percent reduction in 
mortality—hazard ratio (HR) 0.65. The as-

sociation remained significant after adjust-
ment for demographics and dialysis-related 
factors (HR 0.81) but lost significance after 
adjustment for CV disease and heart failure. 
In time-dependent models, the unadjusted 
HR was 0.62, and the association remained 
significant after adjustment for demograph-
ic, dialysis, and CV factors (HR 0.79).

On univariate analysis, better memory 
scores were associated with lower mortality: 
HR 0.82 per one SD. However, this asso-
ciation became nonsignificant after adjust-
ment for demographics.

Many hemodialysis patients have cogni-

tive impairment, which is associated with 
increased morbidity. The new study shows 
that impaired performance on neurocog-
nitive testing is associated with increased 
mortality. The association with memory ap-
pears to be explained by demographic fac-
tors, whereas the association with executive 
function may partly reflect the effects of CV 
disease. The authors call for new approaches 
to improving or stabilizing cognitive im-
pairment in dialysis patients [Drew DA, et 
al. Cognitive function and all-cause mortal-
ity in maintenance hemodialysis patients. 
Am J Kidney Dis 2015; 65:303–311]. 

Women who become living kidney donors 
are at increased risk of gestational hyperten-
sion and pre-eclampsia, suggests a study in 
the New England Journal of Medicine.

The retrospective cohort analysis in-
cluded 85 women in Ontario who donated 
a kidney between 1992 and 2010 and sub-
sequently become pregnant. The median 
age at donation was 29 years; the women 
had a total of 131 pregnancies after enter-
ing the cohort.

They were matched to 510 healthy 
nondonors for age, year, urban versus rural 
residency, income, number of pregnancies, 
and time to first pregnancy. The control 
women had a total of 788 pregnancies. 
The rates of hospital-diagnosed gestational 
hypertension or pre-eclampsia were com-
pared for donors versus nondonors, along 
with other maternal and fetal outcomes.

The primary outcome of gestational hy-
pertension or pre-eclampsia was more than 
twice as frequent among women who do-
nated a kidney: 11 percent versus 5 percent 
of pregnancies: odds ratio 2.4. The odds 
ratios for the individual outcomes were 2.5 
and 2.4, respectively.

Other maternal and fetal outcomes 
were similar between groups, including 
preterm birth and low birth weight. There 
were no cases of maternal death, stillbirth, 
or neonatal death among the donors.

Young women who are considering liv-
ing kidney donation commonly ask about 
the possible effects on future pregnancies. 
Some studies have reported an increased 
risk of gestational hypertension and pre-ec-
lampsia after donation, but these findings 
have been controversial.

The new study finds a significantly in-
creased risk of gestational hypertension or 
pre-eclampsia in pregnancies occurring in 
woman after living kidney donation com-
pared with similarly healthy nondonors. 
The authors believe that this information 
should be included in clinical practice 
guidelines and shared in the informed con-
sent process. They note that most women 
in their donor cohort had uncomplicated 
pregnancies after donation [Garg AX, et al. 
Gestational hypertension and preeclamp-
sia in living kidney donors. N Engl J Med 
2015; 372:124–133]. 

Findings

Kidney Donors at 
Increased Risk of 
Gestational Hypertension 
and Pre-Eclampsia
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Policy Update

21st Century Cures Draft Legislation Aims to Accelerate New Therapies

Top Five Kidney Policy Issues in 2015

Building upon nearly a year of hearings, 
roundtables, and input from patient and 
other advocacy groups, the House Energy 

and Commerce Committee released a draft piece 
of legislation aimed at spurring the development of 
innovative new therapies and speeding their deliv-
ery to patients. Energy and Commerce Committee 
Chair Fred Upton (R-MI) and Rep. Diana DeGette 
(D-CO) launched this bipartisan effort—the 21st 
Century Cures Initiative—during the last Congress, 
and the committee floated a preliminary draft bill 
in January 2015. 

ASN has been in conversation with committee 
staff and the offices heading up components of the 
draft legislation of potential relevance or benefit 
to patients with kidney disease—such as telehealth 
expansion in the Medicare program and the devel-
opment of patient-reported outcomes measures for 
use in US Food and Drug Administration regula-
tory decision-making; the society’s input on the dis-
cussion draft is available at https://www.asn-online.
org/policy/. 

The nearly 400-page draft is chock-full of pro-
posals—some new, some based on prior legisla-
tion—as well as a significant number of “placehold-
ers” that will be fleshed out in the coming weeks 
and months. Broken down into five broad sections, 
the draft currently covers the following themes:

•	 TITLE I—Putting Patients First By Incorpo-
rating Their Perspectives into the Regulatory 
Process and Addressing Unmet Needs

•	 TITLE II—Building the Foundation for 21st 

Century Medicine, Including Helping Young 
Scientists 

•	 TITLE III—Modernizing Clinical Trials
•	 TITLE IV—Accelerating The Discovery, De-

velopment, and Delivery Cycle and Continu-
ing 21st Century Innovation at NIH, FDA, 
CDC, and CMS

•	 TITLE V—Modernizing Medical Product 
Regulation

Despite the unobjectionable-sounding nature of 
these titles, the path to passage of the 21st Century 
Cures legislation will not be without controversy. 
Although the initiative began as a fully bipartisan 
effort, the January 2015 draft reflected considerably 
more partisan influence. 

“As Chairman Upton and I begin to draft the bill 
itself, we look forward to receiving feedback on the 
issues identified in his draft document and other 
suggestions. While I don’t endorse the draft docu-
ment, I know that with continued engagement, we 
can reach a bipartisan consensus to help advance 
biomedical research and cures,” said Rep. DeGette 
in a press release following the draft’s release. 

Meanwhile, Senate Health, Education, Labor, 
and Pensions Committee Chair Lamar Alexander 
(R-TN) and Sen. Richard Burr (R-NC) chimed in 
to the conversation on discovery and development 
with the release in late January of the “Innovation 
for Healthier Americans” Report, a similar concept 
to the 21st Century Cures Initiative. “Getting more 
and better cures and treatments to patients more 
quickly is a goal shared by all,” Rep.Upton said. “I 

applaud Senators Alexander and Burr for releasing 
this report today and encouraging further discus-
sion to determine how best to keep America at the 
forefront of health care innovation.” 

Although some in Washington have pointed out 
that the 21st Century Cures draft includes numerous 
and potentially questionable benefits for industry, it 
has also won praise for many patient-centered provi-
sions and for its focus on integrating the patient voice 
into the regulatory process. “Keeping our work cen-
tered on the patient and understanding the patient 
perspective will bring much needed focus on results for 
patients who may lack adequate treatment options,” 
said Energy and Commerce Committee Health Sub-
committee Chair Rep. Joe Pitts (R-PA). Besides dis-
cussions regarding the policy content, the cost of the 
legislation could be an issue for the budget-conscious 
on both sides of the aisle—and as of yet, no estimates 
of the cost of the draft legislation have been released. 

The committee anticipates an aggressive schedule 
to introduce the 21st Century Cures legislation and 
send a bill to President Obama’s desk for signature 
by the end of 2015, thereby avoiding the snarl of 
2016 presidential election politics to the extent pos-
sible. Although the draft is far from finalized and 
its future remains uncertain, the initial target for 
having the bill on the House floor may be as early as 
May 2015. ASN will continue working with Con-
gress to provide input and help advance a patient-
centered bill. Stay tuned for email notices regarding 
how you can help the society encourage Congress to 
move this and other important legislation forward 
in the coming months. 

These are the major policy issues affecting the 
kidney community in 2015. 

National Institutes of Health (NIH) 
Funding 

 ASN requests that Congress allocate $32 bil-
lion for the NIH and $2.066 billion for the Nation-
al Institute of Diabetes and Digestive and Kid-
ney Diseases (NIDDK) in fiscal year (FY) 2016. 
The society is also requesting additional NIDDK 
funding—$150 million per year over the next 10 
years—beyond current funding levels for kidney 
research to spur innovation. 

President’s Proposed Budget 

On February 2, 2015, President Barack Obama 
released his proposed federal budget for FY 
2016 (see budget story). The president spe-
cifically calls on Congress to raise the 2016 
spending caps for defense and non-defense 
programs (which includes medical research), 
which he proposes paying for by cutting spend-
ing to inefficient government programs and 
through tax refrom.

Treatment Options for Patients with Dialy-
sis-Requiring Acute Kidney Injury (AKI) 
President Obama’s proposed FY 2016 budget 
expands the Part B scope of benefits to allow 
patients with dialysis-requiring AKI to receive 
treatment at a Medicare-certified End Stage Re-
nal Disease (ESRD) facility. Currently, these pa-
tients face limited options for treatment, each 
of which comes with major challenges. If im-
plemented correctly the plan could potentially 
afford significant improvements to overall care 
and quality of life. 

Telehealth and the 21st Century Cures 
Legislation

ASN is collaborating with the U.S. Committee 
on Energy and Commerce on its 21st Century 
Cures legislation. The Committee is committed 
to accelerating discovery, development, and de-
livery of promising new treatments to patients 
and has solicited ASN’s insights on telehealth 
and other critical nephrology issues. Read the 
society’s comments to Congress at http://asn.
kdny.info/JA7L8. 

ESRD Seamless Care Organization 
(ESCO)

The Centers for Medicare & Medicaid Services 
(CMS) developed the first-ever disease-specific 
accountable care organization for dialysis pro-
viders, with the goal of reducing costs to the 
Medicare part D system. Designed to reduce 
duplicative services and expenditures, ESCOs 
would consolidate all aspects of care for pa-
tients with ESRD. The ESCO program has been 
riddled with problems since its conception. 
Over the past 2 years the Centers for Medicare 
and Medicaid Innovations (CMMI) has extended 
the request for applications three times, and 
now has pushed back its launch to July 2015. 
ASN is hopeful that CMS and CMMI have made 
much-needed changes to the program to en-
sure it saves costs and promotes improved pa-
tient care.  

Follow @ASNAdvocacy on Twitter and visit 
http://www.asn-online.org/policy/ to learn how 
you can take action on important issues affect-
ing the kidney community. 

By Rachel Meyer

By Mark Lukaszewski
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President Proposes Modest 2016 Budget Increases for NIH and NIDDK

On February 2, 2015, President Barack Obama 
released his proposed federal budget for Fiscal 
Year 2016 (October 1, 2015, to September 30, 

2016), the starting point of the congressional budget-
making process.

In his State of the Union address, the president 
made the case that the US has turned the corner on the 
economy and is now in a stable position. As such, the 
president is now asking Congress to make investments 
in government services—including research—that have 
been underfunded since Congress instituted deficit re-
duction measures earlier in the decade.

The president is specifically calling on Congress to 
raise the 2016 spending caps for defense and non-de-
fense programs and to pay for the increases by cutting 
spending for inefficient government programs and re-
forming the tax code. As federal budget experts in Wash-
ington, DC, continue to observe, since all discretionary 
programs (defense and non-defense combined) consti-
tute less than one-third of total federal spending, these 
programs are not the driver of U.S. debt. 

Nonetheless, due to the deficit reduction measures, 
funding for discretionary programs as a percentage of 
the GDP is at a near record low and annual budgets for 
federal research agencies have not kept pace with in-
creases in inflation. As a result, the National Institutes 
of Health’s (NIH) purchasing power is shrinking, grant 
application success rates are at record lows, and the aver-
age age a first-time investigator gets their first research 
project grant (nearly 45 years of age) is a record high. 

ASN is especially concerned about the funding en-
vironment for kidney research, which has been under-
funded compared to other areas of research. And the 
trend continues: in his budget proposal, the president is 

By Grant Olan

Table 1
NIH and NIDDK Funding

2015 Actual
President’s 2016  
Budget Request

% Change Over  
2015 Actual

Millions of Dollars

NIH $29,446 $29,446 2.95%

NIDDK $1,889 $1,889 2.59%

requesting a 2.95% increase in the overall NIH budget, 
but just a 2.59% increase for the National Institute of 
Diabetes and Digestive and Kidney Diseases (NID-
DK)—the largest funder of kidney research in the world 
(Table 1).

“Considering that Medicare spends more on the cost 
of care for patients with end stage renal disease than the 
entire NIH budget ($35 billion vs. $30 billion in 2014), 
ASN believes more investments are needed in kidney 
research to slow or prevent the progression of kidney 
disease and develop better therapies to improve patient 
care and health, which could yield significant saving to 
Medicare, the federal government, and taxpayers,” ASN 
Research Advocacy Chair Frank “Chip” Brosius said. 
“Total federal investments in kidney research are less 
than 1% of what it spends on the total cost of kidney 
care (about $650 million vs. $80 billion).”

“ASN is working with the research advocacy com-
munity (including Friends of NIDDK) in urging the 
president and Congress to raise the spending levels for 
discretionary programs and ensure parity between in-
creases for defense and non-defense programs,” contin-
ued ASN Public Policy Board Chair John R. Sedor, MD, 
FASN. “The society is specifically calling on Congress to 
provide NIH $32 billion and NIDDK $2.066 billion 
in 2016, as well as provide NIDDK an additional $150 
million per year over the next 10 years on top of the cur-
rent funding level for kidney research to spur innovation 
in this field, which has lagged far behind other areas.”

Congress is currently working on a budget resolution 
instructing the House and Senate Appropriations Com-
mittees how much they can allocate for discretionary 
programs for 2016. Follow ASNAdvocacy on Twitter or 
check back here for updates.  

Industry Spotlight

The US Food and Drug Administration has approved 
Sanofi’s new diabetes drug formulation Toujeo (insu-

lin glargine injection, 300 U/mL). The drug, which may be 
used by patients with either type 1 or type 2 diabetes, is a 
once-daily long-acting basal insulin. 

The new drug is a triple dose of the insulin glargine 
found in Sanofi’s existing diabetes drug Lantus (100 U/
mL). Designed to release insulin more slowly, Tuojeo was 
better at modulating nighttime hypoglycemia than Lan-
tus, according to results from the EDITION clinical trial 

program. The EDITION trial evaluated the efficacy and 
safety of Toujeo compared to Lantus in more than 3500 
adults with type 1 or type 2 diabetes, all with uncontrolled 
diabetes on their current therapy,

Toujeo is expected to be available in the United States 
in early April. In February, Lantus was to lose its patent 
protection. Analysts say that Sanofi, however, may have 
to work very hard to persuade Lantus users to make the 
switch to Toujeo.  

Toujeo’s clinical advantages are not found on US labe-

ling, according to Fierce Biotech analyst Tim Anderson. 
Europe’s different labeling rules allow the advantages to be 
noted. 

In addition, Novo Nordisk’s long-acting diabetes drug 
Tresiba is approved for use in Europe, creating a crowd-
ed marketplace for big diabetes drug companies, Reuters 
noted. While the FDA rejected a Novo bid for approval 
in February 2013 with a directive for more testing, Novo 
said it would submit interim results with an eye toward a 
potential launch in 2016.  Industry Spotlight

Rockwell Medical has won drug approval by the US Food 
and Drug Administration (FDA) for a new anemia drug, 

Triferic (soluble ferric pyrophosphate or SFP).
The results from two phase 3 clinical studies demonstrated 

that Triferic was effective in maintaining “hemoglobin during 
the treatment period in iron-replete patients with hemodial-
ysis-dependent chronic kidney disease in the studies as con-
ducted,” according to FDA documents.

  The drug could reduce the need for erythropoiesis-stim-
ulating agents (ESAs). Motley Fool financial website high-
lighted data that showed a reduction of 30 to 37 percent in 
the need for ESAs when Triferic was used. “The impact of this 
on dialysis providers is enormous,” Motley Fool wrote, and 
estimated that a 35 percent reduction in the $2 billion spent 
on ESAs annually would be about $700 million in savings. 

Several industry analysts expect Triferic to change the way 

iron replacement therapy is given in dialysis patients. Triferic 
so far is the only iron replacement therapy that can be deliv-
ered through the dialysate solution. Triferic also is slowly in-
fused and taken up by the body in a manner similar to dietary 
absorption, Seeking Alpha noted, qualities that may be bad 
news for earlier FDA-approved intravenous iron products for 
the treatment of iron deficiency anemia that require patient 
monitoring after administration. Industry Spotlight

New Drug for Type 1 and 2 Diabetes

Rockwell Wins Approval for Triferic

2015 Actual
ASN’s 2016 
Budget Requests

% Change Over  
2015 Actual

Millions of Dollars

NIH $29,446 $32,000 8.67%

NIDDK $1,889 $2,066 9.37%
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Should ACEIs/ARBs be given to all 
diabetic patients?

The current guidelines are for angiotensin converting 
enzyme inhibitors (ACEIs) or angiotensin receptor 
blocking agents (ARBs) to be given to all diabetic pa-
tients without a contraindication if there is albuminuria, 
regardless of the presence of hypertension and indepen-
dently of GFR. A diagnosis of diabetes without evidence 
of renal injury and in the absence of microalbuminuria 
and hypertension is not of itself an indication for ACEIs/
ARBs. In other words, there is no evidence to support 
ACEIs/ARBs for the primary prevention of microalbu-
minuria. If hypertension and microalbuminuria are pre-
sent, ACEIs/ARBs should be used as first-line therapy. 
The target dose of ACEIs/ARBs is unknown, but in nor-
motensive patients, titrating the dose to the maximum 
tolerated level seems reasonable, given the known ben-
efits. The target BP should be less than 130/80 mm Hg. 
Also important are hemoglobin A1C level less than 6.5 
percent, total cholesterol less than 175 mg/dL, triglycer-
ide less than 150 mg/dL, smoking cessation, and weight 
reduction (1–3).

Is an ACEI/ARB combination superior to 
either agent alone?

Intuitively, combination therapy to maximally block 
the renal angiotensin aldosterone system makes sense, 
given the demonstrated renal protective and cardio-
vascular beneficial effects. This issue was controver-
sially addressed in the now withdrawn COOPERATE 
study, which reported outcome benefits in terms of 
renal protection in nondiabetic patients with chronic 
kidney disease (CKD) who received a combination of 
ACEIs and ARBs versus either alone (4). 

The CALM study looked at candasartan and lisin-
opril combination endpoints in terms of BP control 
and proteinuria and showed a benefit (5). However, 
the benefits did not extrapolate to mortality and dis-
ease outcomes. The OnTarget study looked at cardio-
vascular outcomes in diabetic patients with cardiovas-
cular risk who received ACEIs and ARBs alone or in 
combination, but when the renal outcomes were ana-
lyzed, the combination group had worse renal func-
tion and adverse outcomes compared with the group 
who received a single agent (6). Now the NEPHRON 
D study has reported that combination therapy with 
ACEIs and ARBs is associated with an increased risk 
of adverse events among patients with diabetic ne-
phropathy (7). Although these results are puzzling to 
those who believe in the benefits of renal angiotensin 
aldosterone system blockade, for purposes of clinical 
practice we are left with the use of either ACEIs or 
ARBs to achieve the desired endpoints.

Should we discontinue ACEIs/ARBs in 
patients with late-stage CKD?

The use of angiotensin blockade in late-stage CKD 
was addressed by Hou et al (8) in a study of 400 
nondiabetic CKD patients published in the New 
England Journal of Medicine in 2006. In this study, 
patients with late-stage CKD creatinine levels of 1.5 

to 3.0 mg% in group 1 and 3.1 to 5 mg% in group 
2 treated with Benzapril 20 mg a day versus placebo 
had a marked reduction in risk to primary endpoint 
(doubling of serum creatinine, ESRD, or death) in 
both groups, and this benefit was not felt to be due 
to blood pressure control alone. Meanwhile, Ahmed 
et al. (9) in a small study of elderly patients with 
stage 5 CKD, evaluated in a clinic in Sheffield, Eng-
land, for patients with low estimated GFR who had 
demonstrated progressive CKD, showed that discon-
tinuation of ACEI delayed the initiation of dialysis 

by significantly slowing the rate of decline in CKD 
function. So although ACEIs appear to be beneficial 
through stage IV CKD, discontinuing ACEI in stage 
V CKD might delay progression to ESRD and al-
low for the option to extend medical management of 
stage V CKD, at least for a while. Whether or not to 
discontinue ACEI in late-stage disease should depend 
on the patient’s preference; in those who prefer medi-
cal management over dialysis, the option of discon-
tinuing ACEI would be a consideration.

Is there a role for ACEI use in transplant 
patients?

Transplant patients by the nature of their presentation 
have a reduced nephron mass, and protection against 
hyperfiltration injury therefore seems intuitive. For 
transplant patients with greater than 1 g of proteinu-
ria, the Kidney Disease Improving Global Outcomes 
(KDIGO) guidelines recommend ACEIs/ARBs as 
first-line treatment (20). That said, renal physiology 
in transplantation is skewed by the use of calcineurin 
inhibitors and by impedance of tonic afferent arteriole 
vasodilation. A meta-analysis of studies reviewing the 
management of hypertension in renal transplantation 
and comparisons between calcium channel blockers, 
ACEIs, and placebo suggested that calcium channel 
blockers may be preferred as first-line agents for hyper-
tensive kidney transplant recipients (10). In retrospec-
tive reviews of patients receiving ACEIs/ARBs after 
kidney transplantation, the use of these agents has been 
associated with, and not associated with, improved 

graft survival. More importantly, patient survival was 
reported improved in these studies (11, 12). Therefore, 
following the KDIGO guidelines, if the transplant re-
cipient has proteinuria, ACEIs/ARBs are a reasonable 
choice. If the patient has hypertension and no protein-
uria, then a calcium channel blocker seems logical.

Should we stop ACEIs/ARBs in the 
context of major surgery for purposes of 
renoprotection?

This is a controversial subject. Studies of continu-
ing versus discontinuing ACEIs/ARBs before major 
surgery have observed increased intraoperative hy-
potension in patients who continued ACEIs/ARBs 
and increased postoperative hypertension in those 
in whom the indication for ACEIs/ARBs was hy-
pertension. The inclination of many nephrologists 
is to hold ACEIs/ARBs perioperatively to maintain 
GFR, assuming adverse renal hemodyamics with the 
patient under anesthesia, but data from small studies 
have shown preserved and improved renal function 
and less acute kidney injury when ACEIs/ARBs were 
continued (12–14). Data in cardiac surgery patients 
show both increased and decreased acute kidney in-
jury when ACEIs or ARBs are given perioperatively 
(15, 16). As a result, decision making should be on a 
case-by-case basis. In patients who are taking ACEIs/
ARBs primarily for renal benefit, short-term discon-
tinuation seems reasonable; if the indication is hyper-
tension or myopathic heart disease, it may be prefer-
able to continue.

How should we manage hyperkalemia in 
patients taking ACEIs/ARBs?

Hyperkalemia is a problem in many patients for 
whom ACEIs/ARBs are indicated and is the reason 
these agents cannot be used in some cases. Some pre-
dictors suggest which patients will be prone to hy-
perkalemia: those taking potassium-sparing diuretics, 
those with type IV renal tubular acidosis, and those 
taking diuretics whose potassium levels are above 4.5 
mEq/L before starting ACEIs/ARBs. (17). 

Whether to tolerate mild hyperkalemia is a clini-
cal decision based on many factors, including the abil-
ity to closely follow up the patient. Certainly, dietary 
potassium restriction can be helpful in this setting. 
Reducing the ACEI/ARB dose is also indicated. Loop 
diuretics to increase renal potassium wasting and oral 
bicarbonate to correct metabolic acidosis can be used. 
In patients who become hyperkalemic, a repeated labo-
ratory test should be done in 5 to 7 days. If the potas-
sium level does not return to baseline during the next 
2 to 4 weeks despite these interventions, a decision 
about discontinuing therapy with ACEIs/ARBs should 
be made (1). Of note, long-term exposure to sodium 
polystyrene sulfonate (Kayexalate) carries the inherent 
risk of gastrointestinal necrosis and should be avoided 
but recently released results from the HARMONIZE 
Trial that evaluated ZS-9 (sodium zirconium cyclosili-
cate), a cation that exchanges potassium in the intesti-

By David J. R. Steele, for the ASN Practicing Nephrologists Advisory Group

Use of Angiotensin Converting Enzyme Inhibitors 
and Angiotensin Receptor Blocking Agents
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• See and compare improvements over time

The Kidney Transplantation PIM has been planned and 
implemented through the joint providership of American Society 
of Nephrology (ASN) and American Society of Transplantation 
(AST). The program was designed to help you improve care for 
post-kidney transplant patients. 

Kidney Transplantation
Practice Improvement Module

To learn more, visit asn-online.org/pim 

nal tract for sodium and hydrogen, and the OPAL-HK 
trial that evaluated Patiromer, a non-absorbed polymer 
that binds potassium in exchange for calcium, show 
effective alternatives that will hopefully be available in 
the near future.(18,19)  
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MOC Changes’ Impact on ASN Programs; 
Nephrology Board Formed

As you have likely heard, the American Board of 
Internal Medicine (ABIM) recently took action 
to address many concerns from the community 

regarding the Maintenance of Certification (MOC) 
program. 

On February 3, 2015, ABIM president Richard J. 
Baron, MD, MACP, apologized for the mistakes that were 
made with the previous changes to MOC and announced 
significant and immediate changes to the program via e-
mail to all ABIM Board-Certified physicians (Table 1).

Table 2 presents a brief look at the impact of ABIM 
changes on ASN member activities for MOC.

In addition to the changes to the MOC program, 
ABIM is also changing the way it operates through re-
cent changes to its governance structure (see below) and 
by taking significant steps to engage the physician com-
munity in a dialogue on the MOC program to help 
design a program that reflects the shared values of the 
medical community, and provides a better framework 
for physicians to demonstrate that they are keeping up 
with the changes in their disciplines.

To ensure that ABIM is meeting the needs of the 
medical community, ABIM plans to gather feedback 
through the changes to its governance as well as by ask-
ing physicians directly about their vision for their special-
ties, the MOC program, and their opinions about what 
it means to be a doctor today. ABIM has also created 
“Transforming ABIM,” a Google+ Community that you 
can join, to ask questions and share ideas, and a blog. 

In addition, ABIM has posted information about 
“Where the Money Goes” and many of its financial re-
ports on its website. 

ABIM has altered its governance structure in some 
important ways. Perhaps most notable is the forma-
tion of new specialty boards. In the past, the only 
specialty-specific committees were the test writing 
committees, which were charged primarily with de-
veloping new exam questions. Due to the amount of 
time and effort involved in this process, test writing 
committee members had little time to consider spe-
cialty-specific issues related to initial certification or 
MOC. Recognizing that there was a need for ABIM 
to adapt its MOC program to more closely align with 
the needs and specific practice patterns of its diplo-
mates within each specialty and to also examine re-
quirements for taking initial certifying exams, ABIM 
established these specialty boards to: 

•	 Define, refine and set standards for certification 
and MOC in the discipline;

•	 Perform oversight/review of performance assess-
ments in the discipline; and  

•	 Build partnerships with societies and other or-
ganizational stakeholders. 

The secure examination will continue to be de-
veloped by a separate, dedicated group of physicians, 
but will now be referred to as exam committees, i.e., 
the Nephrology Board Exam Committee.  The Exam 
Committee has been charged with maintaining exam 
“blueprints” that appropriately mirror the specialty’s 
scope of knowledge and practice for both initial certifi-
cation and MOC test takers. 

As chair of the ABIM’s Nephrology Board, I am 
excited to have this opportunity to introduce the role 
of this newly formed Nephrology Specialty Board and 
its members.  

The ABIM Nephrology Board, along with nine 
other specialty Boards, held their inaugural meetings in 
fall 2014. Each of the specialty boards is comprised of 
practicing ABIM Board-Certified physicians, an intra-
professional team member, and a patient representative. 
Members of the ABIM Nephrology Board include:

Jeffrey S. Berns, MD, Chair, Philadelphia, PA
I am a board certified internist and nephrologist and 
Professor of Medicine and Pediatrics at the Perelman 
School of Medicine at the University of Pennsylvania, 
where I am Associate Dean for Graduate Medical Edu-
cation, Associate Chief of the Renal, Electrolyte, and 
Hypertension Division, and Director of the Nephrol-
ogy Fellowship Training Program. 

Laura Greenberg, RN, Cherry Hill, NJ
Laura Greenberg, the board’s intra-professional mem-
ber, is a Clinical Nurse at Penn Medicine’s Renal, Elec-
trolyte, and Hypertension Clinic and the Lead Clinical 
Nurse overseeing Penn Medicine’s combined Renal and 
Rheumatology Ambulatory Practice. 

Edward R. Jones, MD, Philadelphia, PA
Dr. Jones, a board-certified internist and nephrolo-
gist, is a practicing nephrologist in Philadelphia and a 
Chairman of Kidney Care Partners. He also is a Coun-
selor to the Renal Physician Association (RPA).

Kevin Longino, MBA, Greenwich, CT
Kevin Longino, our patient representative, was diag-
nosed with an inherited kidney disease in 2000 and re-
ceived a transplanted kidney in 2004. He continues to 
enjoy excellent health and has become a passionate ad-
vocate for kidney health and organ donor registration.

Andrew S. Narva, MD, Bethesda, MD
Dr. Narva, a board-certified internist and nephrologist, 
is the Director of the National Kidney Disease Educa-
tion Program (NKDEP) at the National Institutes of 
Health and previously served as Director of the Kidney 
Disease Program for the Indian Health Service.

Jerry Yee, MD, Detroit, MI
Dr. Yee, a board certified internist and nephrologist, is 
the Division Head of the Henry Ford Hospital’s Di-
vision of Nephrology and Hypertension and Clinical 
Professor of Internal Medicine, Wayne State University.

Rudolph A. Rodriguez, MD, Seattle, WA 
Dr. Rodriguez, a board certified internist and neph-
rologist, is the Director of the Hospital & Specialty 
Medicine Service Line at the VA Puget Sound Health 
Care System and a Professor and Vice Chair of the De-
partment of Medicine at the University of Washington.

Suzanne G. Watnick, MD, Portland, OR
Dr. Watnick, a board certified nephrologist, is a Profes-
sor of Medicine at Oregon Health and Science Univer-
sity (OHSU) and the Medical Director of the Portland 
VA Medical Center Dialysis Unit in Portland, OR. 
She also serves as the training program director for the 
Nephrology Fellowship at OHSU. 

I am honored to lead such a diverse group of pro-
fessionals from across the spectrum of nephrology and 

look forward to sharing updates with you as we embark 
on our work of ensuring the importance and value of 
board certification in Nephrology and the relevancy of 
MOC to nephrologists across the country. 

Further information about ABIM’s new governance 
structure may be found via the ABIM website: http://
www.abim.org/about/governance. 

Jeffrey S. Berns, MD, is chair of the ABIM Nephrol-
ogy Board. He is an internist and nephrologist and 
Professor of Medicine and Pediatrics at the Perelman 
School of Medicine at the University of Pennsylvania.

By Jeffrey S. Berns, MD, Chair, ABIM Nephrology Board

Table 1

Changes to ABIM MOC Program

•	 Effective immediately, ABIM 
is suspending the Practice 
Assessment, Patient Voice, and 
Patient Safety requirements for at 
least two years. This means that 
no nephrologist will have his or her 
certification status changed for 
not having completed activities in 
these areas for at least the next two 
years. Diplomates who are currently 
not certified but who have satisfied 
all requirements for Maintenance of 
Certification except for the Practice 
Assessment requirement will be 
issued a new certificate this year.

•	 Within the next six months, ABIM 
will change the language used 
to publicly report a diplomate’s 
MOC status on its website from 
“meeting MOC requirements” to 
“participating in MOC.”

•	 ABIM is updating the Internal 
Medicine MOC exam. The update 
will focus on making the exam 
more reflective of what physicians 
in practice are doing, with any 
changes to be incorporated 
beginning fall 2015, with more 
subspecialties to follow.

•	 MOC enrollment fees will remain at 
or below the 2014 levels through at 
least 2017.

•	 By the end of 2015, ABIM will 
assure new and more flexible ways 
for internists to demonstrate self-
assessment of medical knowledge 
by recognizing most forms of 
ACCME-approved Continuing Medical 
Education.
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Table 2

Impact of ABIM changes on ASN member activities for Maintenance of Certification (MOC)

1 Although “suspended” (not needed to fulfill MOC requirements for recertification), MOC points will continue to be awarded for completed practice improvement modules.
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ABIM 2014 MOC Requirements ABIM 2015 MOC Changes ASN Activities

Verification of Credentials
•	 Valid, unrestricted, and unchallenged 

medical license.

Unchanged. N/A

Enroll in MOC
•	 Required.
•	 Pay annual or 10-year fees.
•	 Reported as “meeting MOC 

requirements.”

Enroll in MOC
•	 Required.
•	 Pay annual or 10-year fees.  Change—

fees remain at or below 2014 levels 
through (at least) 2017.

•	 Reported as “meeting MOC 
requirements.” Change—publicly report 
status as “participating in MOC” in the 
next 6 months.

N/A

Earn MOC Points
•	 Complete an MOC activity every 2 years.
•	 Earn 100 MOC points every 5 years (at 

least 20 points in medical knowledge).
•	 Earn points through:

	 Medical knowledge activities.
	 Practice assessment activities.
	 Patient safety activities.
	 Patient Voice activities.

Earn MOC Points
•	 Complete an MOC activity every two 

years.
•	 Earn 100 MOC points every 5 years (at 

least 20 points in medical knowledge).
•	 Earn points through: 

	 Medical knowledge activities.
	 Practice assessment activities.  
Change—requirement suspended for 
at least 2 years.

	 Patient safety activities.  Change—
requirement suspended for at least 2 
years.

	 Patient Voice activities.  Change—
requirement suspended for at least 2 
years

Medical knowledge activities:
•	 NephSAP (Nephrology Self-Assessment 

Program): 10 points/issue.
•	 KSAP (Kidney Self-Assessment Program): 

25 points per module.
•	 ASN Highlights 2015 Self-Assessment: 8 

MOC points.
•	 “Maintenance of Certification: NephSAP 

Review and ABIM Modules”
	 Kidney Week early program.
	 50 MOC points.
	 Awards CME credit.

Practice assessment activities:1

•	 Dialysis Practice Improvement Module: 20 
MOC points.

•	 Kidney Transplantation Practice 
Improvement Module: 20 MOC points.

Patient safety activities:
•	 None currently available from ASN.
Patient Voice activities:
•	 None currently available from ASN.

Pass the MOC exam Pass the MOC exam
Change—Internal Medicine exam updated 
with focus on making exam more reflective 
of what physicians in practice are doing, 
beginning fall 2015.  More subspecialty 
exams to follow.

Board Review Course and Update—Live.
•	 Offered annually.
•	 Awards CME credits.
•	 MOC points prohibited.

Board Review Course and Update—Online.
•	 ASN Learning Center.
•	 Presented in topic modules.
•	 Awards CME credits.
•	 MOC points

New Award Supports Kidney Research Scholar from Historically Disadvantaged Background

ASN recently announced the society is partnering with the Harold Amos Medical Faculty Development Program (AMFDP) of the Robert 
Wood Johnson Foundation to support the career development of a kidney research scholar from a historically disadvantaged background. 

The AMFPD awards 4-year post-residency grants to support the research and career development of physicians and dentists from 
disadvantaged backgrounds. The program, a long-running initiative of the Robert Wood Johnson Foundation, is designed to increase 
the number of faculty who achieve senior rank in academic medicine and dentistry and to foster the development of succeeding 
classes of such physicians and dentists. You may apply at http://asn.kdny.info/IKdZJ. 
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BC/BE NEPHROLOGIST

Outstanding opportunity for full-time, BC/BE Nephrologist in a Single Specialty 
Practice.  The physician will join six FT nephrologists and two non-physician 
providers in a well-established, physician-owned practice that began operation 
in 1980.  The Nephrologist will work in an excellent, award-winning medical 
community and support patients in eight dialysis units.  The compensation 
package is competitive with paid medical/dental benefits for physician and 
family, generous 401k plan, and paid malpractice insurance.  There is a two year 
partnership track that includes a JV opportunity.  A signing bonus is included in 
the first year salary.  There will be time to enjoy Colorado with a four day work 
week, one call weekend per month and six weeks of annual vacation.  Fort 
Collins is located in northern Colorado, an hour north of Denver.  The city is 
5000 feet above sea level and enjoys 300 days of sunshine and only 14.5 inches 
of precipitation a year.  Fort Collins is home to Colorado State University and 
an outstanding public school system. Fort Collins is not in an underserved area.  
Send CVs to thenephrologyclinic@gmail.com or fax to 970-493-2682. 

CHIEF, DIVISION OF NEPHROLOGY
Newton-Wellesley Hospital (NWH), a community teaching hospital in suburban 
Boston and a member of the Partners HealthCare System, Inc. (founded by the 
Massachusetts General Hospital (MGH) and the Brigham and Women’s Hospital), 
seeks a clinical nephrologist who demonstrates excellence in patient care, 
teaching, and administration, to serve as Chief of the Division of Nephrology. This 
individual, who will practice nephrology at NWH while overseeing the division, 
will identify opportunities to grow and expand the division. NWH is home to 
a comprehensive Cancer Center and is developing a state-of-the-art noninvasive 
Cardiovascular Center, in collaboration with MGH. NWH is an affiliate of the 
Tufts University School of Medicine and has postgraduate training programs for 
both Harvard Medical School and Tufts University School of Medicine trainees. 
The candidate must be Board Certified in Nephrology and qualify for an academic 
appointment at the rank of clinical associate professor or clinical professor. Please 
send cover letter and CV to Lawrence S. Friedman, MD, Chair, Department of 
Medicine, Attn: Alison Sholock, Newton-Wellesley Hospital, 2014 Washington 
Street, Newton, MA 02462, FAX 617-243-6701, Email asholock@partners.org. 
NWH is an equal employment opportunity employer.
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The ASN Foundation provides grant 
support to members at various stages 
in their careers.

Career resources
Whether you’re searching for your first 
job or an advanced position, the Career 
Center has the resources you need.

To learn more and join or renew today, go to www.asn-online.org/membership. 

ASN members enjoy an ever-expanding array of benefits, including:
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These days, a lot of labs are stripping away all of their value-added services and support to 
bring you that “unbelievably low” price. At Spectra we believe the best price is one that 
doesn’t come at a sacrifice to the quality of your results, efficiency of your staff, or the 
care of your patients. We offer everything for one fair price—customer service, education 
and training, couriers, and medically necessary testing with no arbitrary limitations.

We're proud to have maintained our core business values to provide all the resources 
that are in the best interest of your staff and your patients.  

Time out.
Let’s take a moment to look at 
the current state of the lab industry.
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