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FOREWORD

On March 6 of this year, witnesses testified before the Special
Committee on Aging that thousands of kidney dialysis patients may be
exposed to unnecessary and life-threatening risks through the multiple
reuse of disposable dialysis devices. We also learned that reuse of
these plastic throw-away devices is standard practice 1n more than
half of this nation's 1,300 dialysis clinies--not because cliniecal
study has shown it to be the safest and most effective procedure--but
because 1t 1is the most profitable.

While there appears to be no consensus among experts as to the
ultimate safety of reuse, there 1s consensus that safety cannot be
assured without proper standards. By standards, we mean answers to
such questions as: How many times can a dlalyzer blood filter or blood
tubing be reused before cracking, blood clotting or harmful chemical
residue deposits occur? Five, 10, 20 or 50 times? In some clinies,
these disposable items--dialyzer filter, blood tubling, transducer
filter and dialyzer caps--labelled by manufacturers for "single use
only" are reused more than 40 times.

Since the Committee's hearing in March, it has become clear that
some patients subjected to reuse are falling victim to extremely poor
and 1ll-defined procedures. Outbreaks of infection among patients in
California, Florida, and Georgia underscore agaln the serious lack of
quality control in many clinies. Ironically, these cliniecs had
switched from using the potent toxin, formaldehyde, to chemicals
belleved to be safer 1in sterilizing the disposable devices for reuse.
At least two of these clinics reportedly have returned to using
formaldehyde, a cancer-causing chemical and one that can cause
rejection of kidney transplant.

Moreover, we have learned since the March hearing that testimony
of the Public Health Service, assuring Congress and the public that
"no health hazards for dlalyzer reuse have been demonstrated," was
flawed. 1In the words of the Public Health Service witness himself,
the testimony contained "serious omissions and 1naccuracies."

Indeed, this staff report chronicles a very disturbing
collection of events brought about by ill-concelved and defective
decislonmaking that, at best, is attributable to expediency and, at
worst, to benign neglect. Whatever the cause, 1t 1s incumbent upon
the Department of Health and Human Services to initiate a concerted
effort toward ensuring that all dlalysis patients receive safe and
effective treatment. Surely, this natlon's 80,000 dialysis patients
are deserving of no less.

Recent action by the Assistant Secretary for Health in
establishing an Interagency Task Force within the Public Health
Service to review the reuse 1ssue 1is encouraging. This staff report
will be forwarded to the Task Force for consideration.

We can not, and we must not, continue to accept and tolerate the
seemingly endless "pass-the-buck" actions by the responsible federal
agencies. Nor should any dialysis patlent be placed at risk for lack
of standards and protections essential to safety and efficacy in
treatment.

It is, therefore, my sincere hope that the Secretary of the
Department of Health and Human Services will give serious
consideration to the findings and recommendations contained in this
report.

JOHN HEINZ
Chalrman

(m)
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HAZARDS IN REUSE
OF DISPOSABLE DIALYSIS DEVICES

A Staff Report
to the
Speclal Committee on Aging
United States Senate
John Heing, Chairman

EXECUTIVE SUMMARY

INTRODUCTION TO THE EXECUTIVE SUMMARY.

This report summarizes the findings of a ten month investigation by
Committee staff, which began with an inquiry culminating in the
Committee's March 6, 1986 hearing, entitled "Disposable Dialysis Devices:
Is Reuse Abuse?", and now encompasses an additlonal six months of inten-
sive post-hearing follow up. In the course of this investigation,
interviews and sworn depositions were conducted with scores of analysts
and officlals of the Public Health Service. 1In addition, staff
catalogued and analyzed thousands of documents generated over the past
ten years by Governmental and private entitles concerned with reuse of
disposable medical devices, particularly dialysis devices.

BACKGROUND.

More than half of this nation's 1,300 dialysis clinics are subject-
ing their patients to reuse of reprocessed dialysis devices that are
designed and labeled by manufacturers for "single use only". These
devices, through which the patient's blood passes for removal of life-
threatening toxins, are reprocessed and reused as many as 40 to 50 times.
Approximately 48,000 individuals are dlalyzed several times weekly with
reused dlalyzers, bloodlines, and related devices.

Reprocessing of the disposable devices in these clinics involves
flushing out the device after each reuse with a disinfectant solution
(usually 2% to 4% formaldehyde or some other chemical), which is intended
to sterilize the device for 1its subsequent reuse. Failure to properly
sterilize these devices results in bacterlal contamination. Bacterial
infection 1s a very serious threat to dlalysis patients because they
often suffer from anemlia, and are sickly and frail.

Additional hazards to the patient in reuse are potential harmful
effects from the disinfectant chemicals themselves. For example, formal-
dehyde, which is used as the disinfectant in approximately 85% of those
clinics practicing reuse, 1s a known carcinogen, and can cause severe
allerglc reaction, liver damage, anemia, central nervous system disor-
ders, destruction of red blood cells, reproductive disorders, and kidney
transplant rejection. Studies have shown that residues of formaldehyde
remain in the devices following reprocessing, and that these residues
leach out directly into the blood of dialysils patients.

On August 15, 1986, the Health Care Financing Adminlstration (HCFA),
acting upon assurances from the Public Health Service that reuse 1s safe
and efficacious, published a final rule to reduce the base rates pald to
dialysis clinics by as much as $7 per treatment. The rate reduction,
which became effective October 1, 1986, will provide additional incen-
tives for dlalysis centers to reuse devices if they are not already, and
to increase the number of reuses per device in centers in which reuse 1is
already practiced.

(0}



STAFP FINDINGS

FINDING I: Hazards in reuse of disposable dialysis devices have caused
deaths, serious injurles, and costly hospitalization of patients.

o These dangers are evident from past experlence with dlalysis
devices, as well as with devices other than dialysis equipment.

o Since the March 6, 1986 hearing of the Committee on this subject,
outbreaks of bacteremla have occurred in at least seven dialysls
clinies that reuse disposable devices, resulting in the
hospitalization of many frail dialysis patients, and the death of
one patient.

o Investigations of these outbreaks by the Centers for Disease
Control (CDC) have clearly demonstrated a positive link between a
higher number of reuses of dialysis devices and a higher risk of
blood infection.

o CDC's investigations implicated poor reprocessing practice and
procedure in several of the dlalysis clinics where these outbreaks
occurred.

o The Public Health Service (PHS) assurance that reuse 1is safe if
practiced safely, 1gnores a substantial body of evidence developed
by CDC and FDA investigators which indicates widespread unsafe
-reuse practices in clinics.

o Large numbers of patients are unnecessarlly exposed to the risks
of reuse, in the name of preventing "First-Use Syndrome", while
their preventahble dialyzer hypersensitivities go untreated.

FINDING II: Dialysis patients are left unprotected by the absence of
uniform enforceable Federal standards, and by inadequate and deflclent
voluntary guidelines, needed to promote safety and efficacy in reuse.

o The Public Health Service and FDA have repeatedly refused to
promulgate enforceable standards for reuse.

o Existing voluntary guldelines provide inadequate protection to
dialysis patients.

FINDING III: FDA and HCFA have shirked thelr responsibility to enforce
existing rules meant to ensure safety, efficacy, and quality of care in
dialysis centers.

o In 1981, FDA substantlally weakened 1ts compllance policy in
regulating reuse of disposable devices, removing the threat of
prosecution for reuse of disposable medical devices.

o FDA has falled to apply existing regulatory authority to the
reprocessing of disposable medical devices.

o Since 1981, FDA has conducted only a handful of field inspections
relating to reuse of dlsposable dialysls devices.

o Because of a shrinking budget, FDA would like to shift respon-
sibility for inspectlon of dilalysis clinlcs to HCFA, but that
agency has severe budget problems also and 1is inspecting fewer
than 60% of clinics each year.

o HCFA promised the Committee 1n June 1986 to enforce the law
prohibiting clinies from forcing patients to reuse, but has since
refused to protect patients from forced reuse.



FINDING IV: The Public Health Service falled to gather data needed to
determine the safety and efficacy of reuse.

o The PHS' fallure to gather data essential to determining the
safety and efficacy in reuse of disposable dialysis devices stems
primarily from a decision 1n early 1981 to discontinue a congres-
slonally mandated study.

o CDC's annual survey of dialysis clinics depends upon voluntary
responses, has never been valldated, and falls to include any
specific questions on the incidence of infection in patients
subjected to reuse.

o CDC's epidemiologists most familiar with reuse of medical devices
have concluded "the dats base concerning safety and appropriate-
ness of reusing disposable hemodialyzers is currently inadequate
to make a sclentific assessment" of the safety of reuse.

FINDING V: PHS relied on flawed studies, and malinterpreted 1ts own data
to assert that reuse 1s safe and efficaclious.

o The 1982 NIH-funded report, relied upon by PHS officials, HCFA and
the Executive Office of Management and Budget to establish the
safety and efficacy of reuse, is lacking in substantive factual
data to support its key conclusions.

o PHS' assessment of the safety and efficacy of reuse repeatedly
cltes a single 1986 study without qualification, ignoring fun-
damental flaws in 1ts methodology and conclusions that were
established at the March 6, 1986 hearing of the Senate Aging
Committee.

o In testimony on March 6, and in a briefing book prepared sub-
sequently for the Assistant Secretary for Health, PHS falsely
cites FDA's 1980 "Investigation of Risks and Hazards Assoclated
with Hemodialysis Devices" as stating that no standards for reuse
are needed, and that there 1s no increased risk assoclated with
reuse. The report in fact stated, "standards cannot be proposed"
in the absence of definitive studles and because manufacturers
label these devices for "single-use only". In addition, the
report does cite evidence of risks as well as hazards assoclated
with reuse.

FINDING VI: PHS has consistently misled the Congress, HCFA, the dlalysis
community and the public on the safety of reuse.

o PHS has repeatedly answered letters from dialysis patients, thelr
organizations, and Members of Congress with assurances of the
safety of reuse which are contradicted by information in the
possession of PHS.

o PHS' testimony before the Senate Specilal Committee on Aging was
"flawed" and contained "serious omissions and inaccuracles”,
according to the PHS witness himself.

0 As a matter of poliecy, the DHHS has elected not to impose upon
dialysis clinics FDA's exlsting Good Manufacturing Practice
regulations (GMPs), but informed the Committee on April 29, 1986
that the law would not permit imposing the GMPs on cliniecs.

o CDC's June 1986 publication of the findings of 1ts 1lnvestigation
of outbreaks of bacteremla was edited to remove accurate state-
ments and conclusions because they conflicted with the pollcy
presented at the Speclal Committee on Aging hearing in March 1986.

o On the eve of the publication of the OMB/HCFA dlalysls reimburse-
ment rate reduction, PHS mislead HCFA by advising that agency that
reuse has no impact on patient outcomes, and that virtually all
dialysis facilities are following adequate procedures.



FINDING VII: The Public Health Service assessment of the safety and
efficacy of reuse 1is flawed and incomplete.

o

PHS incorrectly assumed at the outset of the assessment that
"nothing new" would be found that had not already been considered
for the March 6 hearing testimony.

NCHSR/HCTA was glven an unreasonably short deadline for completing
the assessment, less than half the time normally allotted for a
health technology assessment.

During the course of the assessment, FDA and CDC did not respond
in a timely manner to requests from NCHSR/HCTA for information and
data pertaining to deaths, serious injuries, malfunctions, and
poor practice and procedure assoclated with reprocessing and reuse
of disposable dialysis devices. Most of these materlals were not
recelved until after the assessment had been prematurely
terminated.

Premature termination of the assessment accommodated the OMB/HCFA
timetable for publishing dialysis reimbursement rate reductions on
August 15.

Prior to publication of the reimbursement rate reductlons, PHS
falsely assured HCFA that there were no serious hazards assoclated
with reuse.



RECOMMENDATIONS

1. Until further information is avallable, providers of dialysis serv-
lces who reuse "single use only"™ dlalyzers, should review thelr practices
and experience and assess whether alternatives to one-time use of dis-
posable dlalyzers are approprlate and optimally beneficlal to patients.

2. The Secretary of DHHS should direct the Public Health Service to
undertake a thorough, objective, and complete health technology assess-
ment of the problems associated with reuse.

3. The Secretary should direct the Centers for Disease Control to follow
the recommendation of 1its epldemlologists, and immedlately initiate a
comprehensive investigation of a national sample of dlalysis clinies to
determine the extent of poor practice and procedure in reprocessing and
reuse.

8. The Secretary of DHHS should direct the FDA to promulgate uniform,
enforceable federal standards to promote safety and efflicacy in reuse of
disposable dialysis devices, as well as all other disposable medical
devices that are reprocessed for reuse.

5. The new DHHS Interagency Reuse Task Force should glve thorough and

serious consideration to the findings and recommendations contained 1in

this report when formulating a policy for the reuse and reprocessing of
dialysis devices.

6. The Task Force should be expanded to include representatives of
dialysis patilents, clinicilans, and device manufacturers who favor reuse,
and other representatives from these groups that are opposed to reuse.

T. HCFA should immediately withdraw 1its regulation for reducing
Medicare's dlalysis reimbursement rates, so as not to encourage or force
an 1ncrease in the reuse of dialysis devices.

8. The FDA should require that dilalysis clinics that practice reuse
abide by the requirements of the Good Manufacturing Practices in accord-
ance with, and as provided for, in exilsting law and regulations.

9. The Secretary of DHHS should require that controlled preclinical and
clinical studles be performed to assess the dangers associlated with the
reuse of all dilalysis devices, including the dialyzer, blood tubing,
dlalyzer caps, and transducer fillter.

10. The Secretary of DHHS should dlrect HCFA to enforce the patient's
rights provislons of the Medicare conditions of participation, to protect
the legally guaranteed rights of dialysis patients.

11. DHHS should require dialysis clinics to inform their patients in
writing about the risks assoclated with reuse and reprocessing, and allow
the patients the freedom to choose whether or not to reuse their dilalysis
devices.

12. HCFA should direct all clinics to stop reusing blood lines and
tubing, transducer filters, and dialyzer caps, under penalty of decer-
tification of the facllity, because of the total lack of standards,
voluntary guldelines, or even data regarding safety and effilcacy, for
reuse of these devices.



INTRODUCTION

This report by the staff of the Special Committee on Aging contains
findings and conclusions based on ten months of investigation and on
testimony presented during the Committee's March 6, 1986 hearing,
"Disposable Dilalysis Devices: Is Reuse Abuse?",

The purpose of this report is threefold: (1) to inform the
Administration and the public at large of the potential dangers in reus-
ing disposable dialysis devices under existing conditions; (2) to expose
the fundamental deficiencies in the U.S. Public Health Service's (PHS)
recent health technology assessment of the safety and efficacy of reuse;
and (3) to correct the record of the March 6 hearing, which contains
seriously flawed testimony by PHS witnesses.

More than half of this nation's 1,300 dialysis clinics subject thelr
patients to reuse of reprocessed dlalysis devices that are designed and
labeled by manufacturers for "single use only." Although many of the
more than 600 clinics practicing reuse may be employing adequate proce-
dures to ensure safety, there is no database -- qualitative or
quantitative -- to 1identify those clinics that do, as opposed to those
that do not. What is certain is that most dialysis patients are unable
to determine on their own whether reprocessing/reuse procedures in their
clinies are safe and efficaclous.

Adding to this uncertainty is the fact that there are no enforceable
uniform federal standards for reprocessing and reuse, nor does there even
exist a comprehensive set of voluntary guidelines for these procedures.
This lack of standards or adequate guidelines is further compounded by
the absence of any provision for verifiable quality control, as well as
there belng no requirement for clinics to report accidents, injuries --
or even deaths -- that may be caused by faulty reprocessing/reuse prac-
tice and procedure. Consequently, an undetermined number of clinics
practicing reuse may be exposing their patients to potentially dan-
gerous, and sometimes life-threatening, risks.

Unfortunately, some clinics make it a practice of threatening their
patlents with dismissal if they refuse to submit to reuse. Clinics that
force reuse directly violate federal regulations that provide for
patients' rights, including prohibiting the transfer or dlscharge of
patients by clinics for any reason other than medical, for the patient's
welfare or that of other patients, or for nonpayment. Testimony at the
March 6 hearing established HCFA's failure to enforce the patients'
rights regulation.

End Stage Renal Disease (ESRD) patients on dlalysis are extremely
vulnerable to the dictates of clinic managers and physiclans. Loss of
kidney function requires most patients to undergo four hours of treatment
on a dialysis machine three times a week for the rest of their lives, or
until the patient recelves a successful kidney transplant. Dialysis
patients often suffer from anemia and other debllitating medical com-
plications as a result of kidney function loss. These often very frail
patients are particularly susceptible to contracting bacterial infec-
tions, a risk inherent in reprocessing disposable devices without
adequate procedure for ensuring safety. In one Louisiana clinic, 15
patients died from a virulent bacterial infection in 1982 after reusing
their disposable devices.

Most often reused -- as many as 40 and 50 times -- is the dlalyzer,
the filter through which the patlent's blood flows for removal of toxins,
and excess salt and fluld. An increasing number of clinics are also
reusing the connecting blood lines, transducer filters and dlalyzer caps.

Reprocessing in these clinics 1s performed by a "technician,™ who
"sterilizes" the device by flushing 1t with a disinfectant solution. A
2% to 41 formaldehyde solution, or some other chemical, is used in the
"sterilization" process. The dangers of improper sterilization are
clear: bacterial contamination, which can, and often does, result 1in
patients suffering life-threatening infections and other complications.



An additional, but as yet unstudied, issue is the potential for the
disinfectant chemical to cause harmful effects. Por example, formal-
dehyde, the disinfectant used in 85% of those clinies practicing reuse,
1s a known carclnogen, and can cause severe allergic reaction, liver
damage, anemia, central nervous system disorders, destructlion of red
blood cells, reproductive disorders, and kidney transplant rejection.
Studies show that residues of formaldehyde remain in the devices follow-
ing reprocessing, and that these residues can leach out directly into the
blood of dlalysis patients.

In 1978, the Congress mandated that the Department of Health and
Human Services (DHHS) conduct a study to determine the "approprilateness
and safety" of reuse. The National Institutes of Health (NIH) contracted
for a 1limited study of the effects of reprocessing and reuse on the
dialyzer filter. Some of the test results were 1inconclusive.
Inexplicably, the NIH also cancelled that portion of the study which
included clinical study to determine how reuse affects the patlient. To
date, the practice of reusing disposable dialysis devices has never
undergone such controlled clinical study.

Reuse 1s driven by financial -- not medical -~ incentives. PFor
example, each time a clinic reuses a $12.00 dialyzer filter, it saves
from one-third to as much as one-half the cost of a new one. A
Congressional Office of Technology Assessment study found that clinics
practicing reuse garner $80 million per year 1in excess profits through
reuse of dlalyzer filters alone.

The Committee staff's post-hearing, follow-up investigation over the
past seven months included the gathering and analysis of thousands of
internal records and documents generated by the Food and Drug
Administration (FDA), the Centers for Disease Control (CDC), HCFA, the
National Center for Health Services Research and Health Care Technology
Assessment (NCHSR/HCTA), the Office of the Assistant Secretary for
Health, and the Office of the Secretary of DHHS. Committee staff also
conducted interviews with scores of officlals and personnel within these
agencies, followed by a battery of sworn depositions involving in-
dividuals from FDA, CDC, and NCHSR/HCTA, the PHS agency which had
conducted an assessment of the safety and efficacy of reuse following the
Committee's March 6 hearing.

This report presents the facts as they were discovered, 1dentified
and established during the investigation by Committee staff.



SECTION I:
HAZARDS IN REUSE OF DISPOSABLE DIALYSIS DEVICES
HAVE CAUSED DEATHS, SERIOUS INJURIES, AND

COSTLY HOSPITALIZATION OF PATIENTS

Overview.

While the safety and efflcacy of reuse of disposable dlalysis
devices have been the subject of considerable debate, 1t 1is indisputable
that serious Injury and death can and does occur when reprocessing of
these devices 1s performed improperly. Given the clear threat posed by
improper reprocessing of medical devices, the Congress and the Department
of Health and Human Services (DHHS) must answer the question: 1s the
reprocessing and reuse of disposable dialysis devices, as presently
practiced and regulated, safe and efflcacious?

Evidence of widespread poor practice in reprocessing and reuse has
repeatedly surfaced in recent years. Committee staff combed through
thousands of Public Health Service (PHS) records at FDA and CDC to obtain
a closer approxlimation of the true extent of adverse patlent outcomes
assoclated with dialysis and reprocessing of devices used in dilalysis.

Staff study of these records reveals that dlalysis clinics have
failed to safely reuse because of their fallure to appreclate and prepare
for the added burdens and complexities for facility practice and proce-
dure necessitated by reprocessing and reuse. Problems generally arose
because of a fallure 1in one of the following four key areas: (1) water
treatment, (2) disinfecting devices after use, (3) dlalyzer and
reprocessing machine integrity, (4) unnecessary exposure of patlents to
the risks of reuse.

Evidence of poor practice and procedure.

One of the few objective studies of dialysis facllity practice and
procedure performed to date was submitted to FDA in "draft final®" form in
August 1985 by the California Department of Health Services. The study,
performed under FDA contract and entitled "California Dialysls Facility
Study", 1s based upon site visits and "oral and written information
voluntarily provided” by 31 randomly selected dialysis centers (eleven
hospital-based and twenty free-standing units) in that State.

The California study was not intended to focus on reuse in par-
ticular, but to examine dialysls practice and procedure 1n general.
Nevertheless, the most serious problems and the most pointed criticlsms
in the report are found in its section devoted to reuse of disposable
dialysis devices. In identifying these problems, the investigators
discovered that the center managers and employees "appeared to be
satisfied”, though their procedures and practices were egreglously
flawed:

m. . ., All dlalysis facilities appeared to be satlsfled that they
were providing safe and effective reprocessed dlalyzers. . .
However, the observation that facilities are frequently not adher-
ing to their protocols, and the general lack of quality control and
assurance procedures 1indicates that at least some of the reuse
programs are not operating in a state of control. . ."1

Contributing to the facilities' ignorance of thelr own deficiencles
1s the fact that the personnel performing key reprocessing tasks in some
clinics are not required to have extensive background or experience in
their work. The California study noted

n. ., . [f]ive facilities have. . . a separate Job classification for
reuse. The reuse techniclan's responsibility 1s to reprocess



dialyzers and to maintain reuse equipment. Educational require-
ments for this position, when specified, were minimal. Por
example, one facility's requirement was that the person be at least

16 years of age and be able to read and write English."2

The reality of poorly qualified facility employees performing
reprocessing of intravascular dlalysis devices contrasts sharply with the
image of reprocessing as "medical practice" projected by many proponents
of reuse.

The FDA "Dialysis Use Committee" 1dentified potential and actual
patient injurles and deaths that can occur because of improperly trained
and supervised clinic employees. Two such incidents were described 1n an
attachment to the Dialysis Use Committee's October 1984 report to FDA
leadership:

o "PROBLEM: Incorrect Hookup Of Disinfectant Lines.

CLINICAL CONSEQUENCES: 1) Severe hemolysis and death, 2) toxie
reaction.

DESCRIPTION OF PROBLEM: 1) In one incident, bleach was added to the
concentrate reservoir on a multiple patient (batch) delilvery
system. The event occurred during dlalysis and was due to human
error. The system lacked a safety interlock. The patlient suffered
severe hemolysis and died. 2) In the second incldent, the con-
centrate line was inserted into the disinfectant reservoir during
dlalysis. The event resulted in a 'possible' toxic reaction. The
system lacked a safety interlock and the event was due to human
error.”

o "PROBLEM: Overriding Alarm Systems.

CLINICAL CONSEQUENCES: When the dlalysate concentrate is depleted,
insufficient electrolytes are delivered to the patient. . . clini-
cal consequences to the patient may include severe cramping, muscle
spasm, Incoherence, hypertension, hemolysis, and ultimately, death.

DESCRIPTION OF PROBLEM: (a) The concentrate reservoir of a single
patient dialysate dellvery system emptied. The. . . alarm was
activated automatically, but a staff member overrode 1t. The
patient's blood was severely hemolyzed (hematocrit decreased from
20 to 8) and dlalysis was terminated. The patient recovered mainly
due to transfusion and prompt initlation of proper dialysis. (b)
Four patients were on a dlalysate delivery system whose proportion-
ing pump malfunctioned. . . alarm was bypassed by the staff. Three
of the four patients died of massive hemolysis. . .

ANALYSIS OF PROBLEM: In all cases, the conductivity meter alarm was
overridden by the operator; thus, the problem was compounded by
human error. . . dlalysis staff. . . should be educated to monitor
the conductivity level whenever the monitor is overridden due to

3

"

false alarms.

Unfortunately, FDA did not provide a copy of the October "Dialysis
Use Committee" report and i1ts attachments to the authors of the PHS
assessment report, so these findings could not be included 1in the
assessment. In addition, the FDA-funded California "Dialysis Facility
Study" was not forwarded to FDA until August 12, 1986, by which tlme PHS
had already determined the assessment was complete, As a result, these
and other flndings of the California study reported herein were not
incorporated in the assessment.

Disinfection of reused dlalysis devices: walking a fine line.

Reprocessing involves flushing out the device after each reuse with
a disinfectant solution (1.5% to 4% formaldehyde or some other chemical),

‘
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which is 1ntended to sterilize the device for its subsequent reuse.
Failure to sterilize these devices can result in bacterial contamination,
which poses a very serious threat of infection to dlalysis patients
because they often suffer from anemia, and are sickly and frail.

Besides risk of infection, additional hazards to the patient in
reuse are potential harmful effects from the disinfectant chemicals
themselves. For example, formaldehyde, which 1is used as the disinfectant
in 85% of those clinics practiclng reuse, 1s a known carcinogen, and can
cause severe allergic reaction, liver damage, anemia, central nervous
system dlsorders, destruction of red blood cells, reproductive disorders,
and kidney transplant rejection. Studies have shown that residues of
formaldehyde remain in the devices following reprocessing, and that these
residues leach out directly into the blood of dialysls patients.

Two problems immediately arise when a clinic decides to reuse, as a
result of the need to somehow simultaneously avoid both inadequate dis-
infection and toxic residues. The clinic should use a strong solution of
disinfectant, or bacteremla and death or serious injury may result. But
the greater the concentration of disinfectant used, the greater the risk
reslidual disinfectant will harm the patient and the more thoroughly a
device must be rinsed to remove the residual.

In economic terms, using a higher disinfectant concentration
presents clinics with increased costs for disinfectant, rinsing solutilon,
labor, and/or reprocessing machine time. On the other hand, there may be
no increased costs (accrulng to the clinic) as a result of using too low
a concentration of disinfectant, even if a bacteremia outbreak results.

Evidence of harm caused by improper disinfection practice and procedure.

Patients have suffered acute affects and direct bloodstream exposure
to a carclinogen because the disinfectant used to sterilize dlalysis
devices at their clinic was not sufficlently dilute, or because resldues
were left behind in the reprocessed device.

In one recent instance, on August 12, 1985 a Medical Device Report
(MDR) was received by FDA regarding an incident in which a

"patient on dialysis experienced a burning sensation in his vascular
access area, shortness of breath and elevated blood pressure.
Dialysis was discontinued and symptoms disappeared. [The cliniecl
felt that this was a [disinfectant] reaction and found indicatlons
of [disinfectant] in the dlalysis compartment of the dialyzer used
on the patient. It was found that the dialysis technlclan had
falled to make the pre-dilution [of disinfectant concentrate] prior
to connecting the [disinfectant] concentrate to the dialyzer."

In this case, the disinfectant was a blend of hydrogen peroxide,
peracetic acid, and acetlc acid sold as a concentrate.

The State of California, in proposing a very low minimum concentra-
tion of formaldehyde for proper disinfection of reused devices, explalned
1ts recommendation in this way:

"Because of the lack of knowledge regarding dialyzer formaldehyde
residual levels which can be tolerated by dialysis patients, 1t 1s
reasonable to make efforts to minimize patlient formaldehyde ex-
posure as much as possible. Based upon an adequately controlled
and maintained water system with the final product water belng
supplied by a reverse osmosls system, the Department in 1its
proposed Hemodialyzer Reuse Regulations specifies a formaldehyde
concentration of at least 1.5%. . . Control measures should be
instituted to minimize bioburden, including use of properly treated
water, water system specification and control, and aseptlic tech-

nique 1n the reprocessing and handling of dialyzers."

In selecting a 1.5% formaldehyde solution strength, Californla has
decided to err on the side of less exposure to formaldehyde, clting the
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risks of infusing that chemical into patients' bloodstream. But serious
injurles and death have also resulted from use of too weak a disinfectant
solution. If past experience with less than 4% formaldehyde disinfectant
solutions is any gulde, patients in clinics using 1.5% formaldehyde may
suffer from bacterial infection of the blood.

A 2% formaldehyde disinfectant solution was in use at the Baton
Rouge, Louisiana center where, during the period spanning June 1982
through June 1983, twenty-seven patlents in a dlalysis center in Baton
Rouge were infected with rapidly growing mycobacteria. Fifteen of the
patients died within a year of the outbreak. The Centers for Disease
Control (CDC) reported that "one factor common to all patients was ex-
posure to [relprocessed dilalyzers." The CDC hypothesized that "patlents
became infected when their blood clrculated through [relprocessed
dlalyzers that contalned viable rapldly growing mycobacteria." CDC's
investigation revealed that the Louisiana dialysis clinic had been
reprocessing their dialyzers with the 2% formaldehyde solution, despite
the fact that CDC had published in 1981 its finding that 4% formaldehyde

solution 1s necessary for adequate disinf‘ection.5

The problem of clinics using too weak a solution for proper dis-
infection was again 1llustrated in 1986, during CDC's investigation of
infection outbreaks at two Georgla clinlcs, where CDC epidemiologists
found:

"the most likely source of the infectlions appears to be reprocessed
hemodialyzers. . . both [dialysis] centers used a 40:1 dilution of
[disinfectant] concentrate with product water, while the recom-
mended dilution specified on each bottle of the concentrate 1s
24:1. . . the apparatus used for rinsing and filiing of the
hemodlalyzers. . . may have allowed for additional dilution of the
prepared [already over-diluted disinfectant] solution prior to its

entry 1into dialyzers."6

California's Health Department, in its FDA~-funded investigation of
31 randomly selected dialysis clinics, also found many facilities falled
to properly handle the formaldehyde they used 1n reprocessing. Specific
deflciencles cited in California's draft final report involve improper
dilution of concentrated disinfectant and inaccurate and incomplete
gauging and elimination of residual disinfectant.

"Formaldehyde 1s the disinfecting agent of cholce at the sites
visited. Many of the facilities were unable to indicate the con-
centratlion of formaldehyde used in the disinfection process. . .
Among all the quality control procedures for reuse that were ob-
served in the sites visited, the testing for the amounts of
formaldehyde disinfectant residual was the worst. . . It was felt
that the depth of understanding of the principles assoclated with
disinfectant chemical testing was seriously lacking among
reprocessing techniclans performing this crucial quality control
test. . . Whatever the standard [for residual disinfectant
tolerated in the dialyzer] employed by the facility, specifying a
test suitably sensitive to the standard. . . is mandatory. Again,
this was something seriously lacking at the sites observed. . .
[Flacilities indicated that there were hypersensitivity reactions

thought to be caused by the formaldehyde disinfectant residual."7

One clinic volunteered to State engineers the fact that it had so
diluted its formaldehyde disinfectant solution that bacterla were growing
inside the disinfectant chemical storage container. "Several" patients
suffered as a result:

"One facllity indicated several pyrogeniec and septicemic responses
directly attributable to the reuse process. It was found that
procedures for diluting the formaldehyde chemical into the useable
1.5%. . . solution were 1incorrect. Tests revealed that the actual
concentration of the formaldehyde solution approxlmated 0.5 per-
cent, allowing for bacterial growth in both the disinfectant
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chemical storage contaliner and, apparently, 1in the patient
dlalyzers themselves."

The Californla Health Department investigators also observed ques-
tionable disinfection procedures belng applied to reprocessing of
bloodlines. 1In fact, at two facllities, the same lmproper disinfection
practice being used for dlalyzers was helng applied to the arterial
bloodlines:

". . . Arterial blood lines were reprocessed at two facilitles. . .
the same as for the hollow fiber dialyzers. No testing for dis-

infectant residuals was indicated by the facllitles."9

These clinics were reprocessing bloodlines, despite the fact that no
guldelines exist for reprocessing of bloodlines. Voluntary guidelilnes
for reprocessing of dialyzers have been widely circulated by the
Assoclation for the Advancement of Medical Instrumentation (AAMI).

AAMI's guldelines call for testing to ensure that levels of resldual
disinfectant are minimal. The two clinics cited above falled to adhere
to the current AAMI guildelines in reprocessing either thelr dialyzers or
their bloodlines. The willingness of such clinles to reprocess in the
absence of any guidelines, and their failure to utilize recommended
practice where 1t exlsts, suggests that only the 1lmposition of enforce-

able standards will have an impact on the worst clinic operators.lo

CDC investigations confirm inadequate disinfection practices have
resulted in bacteremia outbreaks.

The danger of bacterial infection of the blood from improper dls-
infection 1s also evident from CDC's experilence with devices other than
dialysis equipment. CDC investigator John J. Murphy, M.D. expressed his
doubt that reuse is safe, saying:

"[oJur doubt I think is based on a large amount of experience with
intravascular devices and the experlence that there have been other
outbreaks associated with inadequate disinfectlon of them. By
these I refer to other devices used 1n hospitals, intravascular
transducers, Intravascular catheters. And 1t's difficult to dis-
infect these devices, and when you have a day-to-day operation
there's frequently problems or 1lnadequacles 1n disinfecting

them."11

In addition to thils previous experience with intravascular devices,
generally, during 1986 CDC learned a great deal about problems ex-
perienced by clinics attempting to disinfect dlalysis devices,
specifically. Between March 24 and August 9, 1986, CDC and FDA became
aware of a rash of outbreaks of bacteremia and pyrogenic (fever-inducing)
reactions affecting dialysis patlents in seven clinlcs 1n four States.
Reflecting upon his experience in investigating bacteremla outbreaks at
clinics in Inglewood and Culver City, California, Jesop and Brunswlck,
Georgia, and Dallas, Texas, CDC Epldemiology Officer Murphy described
procedural deficiencies which could cause patlent injury:

"in several of the centers we found problems with the procedures. .
. For example, inadequate filling of the dialyzer [with
disinfectant], deficiencles in the testing of potency of the dis-
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infectant used to fill the dlalyzer, similar problems to that.”

According to Dr. Murphy, the most common problem found by CDC in these
investigations was

", . .bacteremia, bacterial infection of the patlent's blood that
occurred during dialysis. . . I think, yes, that the reuse of
intravascular devices in these [dialysis] clinics was the major
procedure that we were investigating as to the probable cause of

these inf'ections."13
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CDC and FDA investigations show the number of uses, and materials making
up ‘the reused device, can be assoclated with greater risk of infectlon.

During an FDA-funded study of fifteen dlalysis clinies 1in the
Nation's capital, District of Columbia investigators identifled a trend
towards greater failure of dlalysis devices where reuse 1s practiced:

". . . Occurences of blood tubing set fallures (leaking, malocclu-

sion of unions, fittings, and splitting) were higher in facilities
which practice reprocessing and reuse of arterial blood tubing
sets. . . The Department of Consumer and Regulatory Affairs recom-
mends that further studies be conducted in: blood tubing reuse
practice. . . and the quality and adequacy of orientation/training

programs for staff in hemodialysis facilities."lu

In fact, in the D.C. survey, in which a group of several bloodline
fallures were often reported by clinics to investigators as a single
incident, 41 of 48 (85%) "incidents" of bloodline failures occurred in
clinics which practice reprocessing and reuse. Reusing clinies numbered
6 of a total of 15 facilities 1in the survey (U40%).

Echoing the District of Columbia investigators' findings, Dr. Murphy
of CDC summarized his findings from his visit to the Inglewood,
California outbreak site as follows:

"[clases of intradlialytic bacteremia were significantly more likely
to occur among patients being dialyzed on cellulose acetate. . .
dlalyzers than among patients being dialyzed on other dialyzer
types. . . Patlents dlagnosed with intradlalytic bacteremia had a
significantly higher number of dialyzer reuses than control

patients dialyzed at the same time with the same dilalyzer type."15

CDC was also able to establish a statistically significant positive
assoclation between multiple use of dlalyzers and greater risk of con-
tracting an infection during their investigation of the c¢linic in Dallas,

‘I‘exas.16 In the Culver City, California outbreak, the CDC investigator's
notes indicate that patients who suffered pyrogenlic reactions were using
dlalyzers that had been reused 9, 12, and 13 times, which was a higher
average number of reuses than that of patients who did not experience

adverse reactions.17

The problems found by the State Department of Health Services study
in California clinics that use formaldehyde are analogous to those in-
volving two different alternative disinfectants to formaldehyde, such as
identified by CDC, and as reported to FDA on August 12, 1986. The
similarity between these incidents involving improper disinfectant prac-
tice and procedure suggests that poor practice and procedure are
fundamental problems faced by all clinies that opt for reprocessing and
reuse, irrespective of type of disinfectant used, and provides further
evidence of the need for enforceable standards and regular inspections of
these centers.

Basic facts regarding the seven known outbreaks of bacteremla and
pyrogenic reactions occurring during the Spring and Summer of 1986 are
summarized below.

o Inglewood, CA Outbreak. Between April 10 and May 2, 1986, four
patients 1In a southern California dlalysis center contracted
bacteremia and were hospitalized after recelving dialysis treat-
ments with reprocessed dialyzers. Prior to the outbreak, the
Inglewood clinic had recently switched to a new disinfectant for
reprocessing. The clinic began to dramatically increase the
number of reuses per dlalyzer at the that time, from a mean number
of reuses of 9.6 1n January 1986 to a mean number of reuses of
15.1 in April 1986, apparently motivated in part by the higher

cost of the new disinfectant.l
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Documentation of this investigation was not provided to the
authors of the PHS assessment until after it was completed.

Daytona Beach, FL Outbreak. Between March 24 and April 1, 1986,
a total of seven patients became 111 due to an outbreak of bac-
teremia and unexplained fevers. The clinlc reported: "March 24th
incident-involved a hospltalization. March 25th incident treated
at dialysis unit by registered nurses. The March 31lst incident
involved hospitalization. The April 1st incident was treated on-
site by registered nurses. All four patlents appeared to suffer a
pyrogen-like reaction. . . during dlalysis with hemodlalyzers
reprocessed with product-D sporocide. No other reports with same
batch."”

Documentation regarding thils outbreak was not made available to
the authors of the PHS assessment until after It was completed.

Dallas, TX Outbreaks. Between May 6, 1986 and June 9, 1986, five
patlents suffered adverse reactions during an outbreak of bac-
teremia associated with reprocessing and reuse of dlalyzers. One
of these patients died. CDC's discovery of thils outbreak was
acclidental and did not occur until mid-June, when a CDC 1lnves-
tigator happened to call the Dallas clinic administrator for
expert advice on the Inglewood outbreak in California. In that
conversation, the Dallas administrator disclosed that he, too, had
several patients who had recently suffered from bacteremias. CDC
investigators subsequently identifiled a second outbreak between
June 12 and 16, in which three patients suffered adverse health
effects during dialysis with reprocessed dialysis devices.

Documentation from this investigatlon was not made avallable to
the authors of the PHS assessment until Committee staff obtained
the information from CDC and forwarded it to the A on

August 2, 1986.

Napa, California Outbreak. On May 15, 1986, two dialysis
patlents were "hospitalized with splking fever™ after reprocessing
of their hollow fiber dlalyzers by a dlalysls center. According
to the Medical Device Report submitted to FDA, the clinie's
dialyzer "processing method may have been either manual or
automated, but it was not performed according to directions for
use." CDC did not investigate this outbreak onsite.

This Medical Device Report was not provided to the authors of the
PHS assessment until August 11, after the assessment had been

completed.

Jesop and Brunswick, Georgla Outbreaks. Between May 30 and June
16, 1986, six patients at two Georgla dialysis clinics suffered
adverse reactions, including bacteremla, after dlalysis with
reprocessed dialyzers. In thelr report on the incident to the
Director of the CDC's Hospital Infectlon Program, investigators
sald "the most likely source of the infections appears to be
reprocessed hemodlalyzers". Both clinics were stretching their
supply of disinfectant by diluting it beyond manufacturer
specifications. The manufacturer of the disinfectant suggested
additional problems were present at the centers:

" . ,[1In the Brunswick center [Reverse Osmosis water treatment]
membrane fallure was the most probable cause. . . [The Brunswick]
operation lacks a written document for reuse. . . The current
system relles on verbal Instruction and the memory of the
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[reprocessing] techniclan."®

Documentation from thls investigation was not made avallable to
the authors of the PHS assessment until Committee staff obtalned
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and forwarded the information to NCHSR/HCTA on August 2, 1986.
According to one of the authors of the assessment, 1t could not be
incorporated in the assessment report.

o Culver City, California Outbreak. Between July 26 and August 9,
1986, three patients suffered pyrogenic reactions after dlalysis
treatment with devices reprocessed with an alternative disinfec-
tant to formaldehyde. The clinic started using the alternative
disinfectant in July, and switched back to formaldehyde on August
9, as a result of the patients' pyrogenic reactions.

Because the PHS assessment was completed on August 6, documenta-
tion of this Investlgation was not considered for the assessment.

Risks of reprocessing and reuse are exacerbated because disgosable
dialysis devices are not designed, constructed, or labeled for reuse;
while some disposables may be of questionable quality due to poor
manufacturing practices.

Two additional complications arise for clinics that elect to reuse
dialysis devices: (1) disposable devices are not designed for the added
stress and strain of reprocessing and reuse; meanwhile, changing stan-
dards of manufacturers may make devices 1lncreasingly difficult to safely
reuse; (2) automated reprocessing machines are 1lncreasingly used for
flushing and sterilizing dialysis devices, 1in part because they reduce
labor costs for the reusing clinic, but FDA has found many problems with
the quality of their manufacture. Similarly, FDA has i1dentified (with
CDC assistance) poorly manufactured disinfectant, sold for use 1n
reprocessing dialysis devices.

Manufacturers of disposable dlalysis devices design, label, and
produce such devices with the anticipation that they will be subjected to
single use only. In response to competitive pressures in the disposable
device market that work to push prices down as low as possible, manufac-
turers find ways to make their disposables as inexpensively as possible.

The trade association of medical device manufacturers stated the
risks of reuse of disposables in this way:

"[o]ur members are concerned about the practice of reuse of devices
that are designed, manufactured, and labeled for single-use
because:

o the design and manufacturing decislions made with respect to these
devices did not anticipate multiple uses,

0 reuse creates a double standard for quality of health care (one
quality level for new devices, another level for reused devices),

o manufacturers are often expected to assume liability when the
reused product fails even when the product label warns agalinst
the practice, and

0 we suspect that in the long run, reuse does not produce cost
savings. . .

"There are design reasons, material reasons, sterllization reasons,
production reasons, packaging reasons. . ., for labeling of products
as single-use. . . [The] U.S. health care system would be safer 1f
single-use devices could be prevented from being reused. . . If
LFDATs Good Manufacturing Practices regulations ] were mandatory for
those who would remanufacture and reuse a 'single-use' device, many
(though by no means all) of the risks assoclated with reuse of

single-use devices could be significantly reduced."20 [emphasis
added]
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Given these strong objections by manufacturers, 1t is very unlikely that
devices marketed as disposable will in the future be constructed 1n such
a way as to facilitate reprocessing and reuse.

The same cost pressures that produced affordable disposable dialysis
devices are continuing to motivate new economles in design of
disposables. This was recognized by Dr. Murphy, CDC's investigator in
Inglewood, California, as he was learning about the problems assoclated
with dialyzer reprocessing and reuse:

"More cost effective manufacturing may lead to dialyzers which are
less easily disinfected, eg: used to have screw bands on ends of
dialyzers so that 'headers' could be exposed; now have ultrasonic

welds."21

This tendency 1s significant, particularly in 1light of the dif-
ficulty clinics are already having in disinfecting dlalyzers and related
devices. Moreover, dialysis devices manufactured for single use only are
more likely to fall, due to exceeding tolerances or margins of safety
designed in by the manufacturer, during the repeated use and reprocessing
they are subjJected to 1n a reusing cliniec. For example, FDA found poor
manufacturing practices affecting the production of dialysis bloodlines
during a December 1985 inspection of a manufacturer:

"Inspection revealed. . . serious [Good Manufacturing Practices]
deficiencies. . . Components designhated as critlcal. . . were not
tested. . . Review of bloodline complaints revealed many lnstances
of 1inadequate follow-up".

In addition, in carrying out their FDA contract the District of
Columbla investigators identified reuse of bloodllnes from one manufac-—
turer as responsible for 89% of all known bloodline fallures in the
facilities inspected.

Poor manufacturing of dlalysis reprocessing machines and disinfectants.

FDA's Center for Devices and Radiological Health (CDRH) has bullt an
extensive record of poor manufacturing practices by firms that produce
automated dialysis device reprocessors and disinfectants used in )
reprocessing. Clearly, the quality of reprocessing performed on a used
dialyzer or bloodline 1s dependent to a large extent upon the quality of
the machine or disinfectant involved in the reprocessing, in much the
same way as it depends upon the skill and knowledge of the reprocessing
technician.

A chronological summary of FDA's inspection findings relating to
poor manufacturing practlices assoclated with construction, labeling and
post-marketing surveillance of dlalysis device reprocessing machines
follows:

o 7/23/85 FDA Establishment Inspection of a manufacturer of com-
puterized dialyzer reprocessors. "Notice of Adverse Findings. . .
Inspection. . . revealed a substantlal lack of compliance with the
regulations for 'Good Manufacturing Practice for Medical Devices'." A
few of the more significant observations included: inadequate or
incomplete device inspections, 1nsufficient documentation describlng
changes in device software, inadequate component control and release,
and inadequate or missing written procedures covering various aspects
of the manufacturing process.

o 9/25/85 FDA Establishment Inspection of a manufacturer of an
automated dlalyzer/bloodline reprocessing machine. A subsequent
"Regulatory Letter Recommendation" summarized the findings of the
inspection: "This firm's primary product 1s a device to clean and
sanitize kidney dialysis machines so the user can avoid the expense of
replacing fllters and tubing sets. The. . . inspectlion revealed
deviations from current Good Manufacturing Practices in almost every
aspect of theilr activities. No audits have been conducted.



17

Complaints and field fallures were not properly investigated. . .
Calibration of test equipment was inadequate. . . there is a
reasonable possibility, without improvement, of production of defec-
tive devices."®

o 12/13/85 MDR recelived by FDA from an Ohio dialysis clinic regarding
"potential injury" event assoclated with reprocessing disinfectant.
"Dialysls center reports the dialyzer manufacturer suspects the
disinfectant. . . and 1s sending out a fileld investigator. ([Dialyzer]
design was recently changed without changing the membrane.
Manufacturer of [disinfectant] has heard of other problems with this
kldney."

o 5/21/86 FDA Establishment Inspection of manufacturer of disinfectant
used for reprocessing of dialysls devices. The inspectlion revealed
". . . GMP deficiencies ineluding lack of documentation of investiga-
tion of a complaint and failure to report an MDR for that incident
concerning patients that were hospitalized after their dialyzers were
reprocessed with [disinfectant]. . . 'Directions for Use' for this
product were found to be inadequate. . . The dialyzers in question had
been discarded prior to the investigation. . . The lot number of the
product [disinfectant] could not be determined due to poor record
keeping™. On June 10, 1986 the Boston Regional Office of the FDA
recommended a recall of this disinfectant product.

o 6/27/86 FDA Establishment Inspection at a manufacturer of disinfec-
tant used to reprocess dialysis devices. The inspection was prompted
by serious deficlencies in reprocessing procedures at the dialysis
centers 1n Brunswick and Jesop, GA, problems with quality control in
the manufacture of the product, and the failure of the manufacturer to
file Medical Device Reports (MDRs) with FDA concerning complaints from
a hospital in Connecticut and a dialysis center 1in Fort Worth, Texas.

These establishment inspection reports and medical device report
were not provided by FDA to the authors of the assessment until August
11, five days after the assessment was completed and sent to the

Assistant Secretary for Health.22

Hazards Associated with Improper Water Treatment.

Water is the major component of disinfectant and dialysate solutions
used by clinics. The potential harm that could result from impure or
bacteria-laden water was recognized by FDA in an October 23, 1984
memorandum to senior staff of the Center for Devices and Radiological
Health of FDA, from the Chairman of the "Dialysis Use Committee™. The
memo conveyed the findings and final report of the Committee, saying

"The Committee belleves that installation of proper water treatment
systems (using the Association for the Advancement of Medical
Instrumentation [AAMI] standard as a guide) is of utmost importance

to protect the health of dialysis patients.“23

The report of the Dialysis Use Committee was never released to anyone
outside of CDRH prior to 1ts being obtalned by the Senate Aging Committee
in August 1986. Unfortunately, the authors of the PHS Assessment are
among those who did not recelve the benefit of this report.

In May 1986, the District of Columbia reported the results of their
FDA-funded investigation of fifteen local dlalysis clinics in a two
volume report. Although the report 1s not primarily focused on
reprocessing and reuse of disposable dlalysis devices, it identifies many
problems with reprocessing practice and procedure. Water treatment
systems at the centers were commonly found to be inadequate:

"Sophistication and efficacy of water purification systems {in the
clinics] are dlverse. Several systems installed in the facilitles
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fall short of compliance with [Associafion for the Advancement of

Medical Instrumentation] water quality standards for dialysis".zu

Reflecting similar findings as the District of Columbla Inves-
tigators, the authors of the FDA-funded California Dialysis Facility
study noted major problems with water quality and treatment intended to
remove impurities and bacteria from the facilities' water supply:

"Conformance with [water treatment equipment] label requirements was
found to be minimal. . . [including] fallure to. . . ensure that
[water treatment] units regenerated off-site are free of industrial
contaminants are disinfected prior to being placed in service. . .
Five of the twelve water system problems were due to water system
'dead spots' resulting in the inabllity to adequately disinfect the
system or rinse formaldehyde from the system after disinfectlon. .
. Problems of the nature reported for water systems can be
prevented. . . the ability to disinfect and clear the system of
disinfectant residual are major system considerations; yet,
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problems in these areas frequently occur."

The California report detalls many water system problems that might
be a mere nuisance at the average light industrial workplace, but which
the report notes could be catastrophlec in a dialysis clinic. To correct
serious defects in practice, as well as clinic operators' evident under-
estimation of the significance of proper water treatment, the California
investigators suggested imposing the GMPs on ESRD clinic water systems:

"Water system vendors such as Continental, Cullligan, and Arrowhead
Industrial Water were responsible for installing the majority of
water treatment equipment 1in the subject dialysis facilitles, yet
do not appear to be regulated as medical device manufacturers
subject to Good Manufacturing Practice controls and medlcal device
labeling requirements. Water for dialysis. . . can profoundly
impact the quality of care. It seems reasonable that equipment
used to produce water for dilalysls be required to meet the same
standards of quality and design as the other devices used in the
delivery of hemodialys%s treatment."26

\ .
Large numbers of patlents are\unnecessarily exposed to the risks of
reuse, in the name of preventing "First Use Syndrome", while thelr
preventable dialyzer hypersensitivities go untreated.

At the March 6 hearing of the Committee, Dr. Marshall suggested that
reuse of dilalyzers has been found to be beneficlal to patlents, compared
to single use of dilalyzers:

"The reuse of disposable hemodlalysis devices was first proposed by
Shaldon in 1963 and reported by Scribner 1in 1967. Shaldon per-
formed daily dialysis in Britaln but was only allowed 3 filters a
week by the hospital. This necessitated reuse of the dlalyzer. At
that time he noted that it was feasible, safe, and assoclated with
fewer complications than was the first use of a new dialyzer.

David Ogden later reported the "phenomenon of reaction to new
dialyzers," which he associated with the development of resplratory
distress, wheezing, malalse, back or chest paln, fever and chills
at the beginning of treatment. With recent improvements in
dialyzer technology, this syndrome 1s much milder and assoclated
with weakness, dizziness, and malaise. Aside from virtually
eliminating the effects of first use syndrome, reuse has been

assoclated with lower cost."27

The assessment report produced subsequently under Dr. Marshall's
supervision cites a body of research which 1ldentifies one critical
qualification of this view. As the report notes,
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"[dilalyzer] biocompatibility. . . is dependent on the material used

in the manufacture of the [dialyzer) membrane.’ Different
membranes show differences in their ability [to trigger hypersen-
sitivity reactions]. Of the cellulosic membranes, cuprophane 1s
the most reactive and cellulose acetate is the least. Ivanovich
and assoclates have recently reported significant reductions in
dialysis related symptoms and in complement activation with the use
of cellulose acetate membranes as compared to Cuprophan following a

prospective blinded crossover st:udy.29 Henderson reported that
polyacrylonitrite shows no leukopenia and virtually no complement

activation.3o According to Walker both cellulose acetate and
polyacrylonitrite appear to be relatively free from the problem of
dialyzer (Cuprophane) hypersensitivity which is characterized by
acute chest and back pain, dyspnea and diaphoresis with

hypotension.31 Hakim suggested that patients with the first-use
syndrome may benefit from dlalysis with other types of membranes
that cause less complement activation, such as polyacrylonitrile or

polymethylemethacrylate,"32 [emphasis added].

The finding that "patients with the first-use syndrome may benefit
from dialysis with other types of membranes" suggests that the term
"first-use syndrome" may be a misnomer for a series of reactions better
ldentified as "dialyzer incompatibility". It would appear from this
research that many cases of the alleged "syndrome" are in reality due to
the incompatibility of certain types of dlalyzer membranes with some
patients' tissues -- a problem which can be solved by usling a different
type of dilalyzer for those patients.

In 1985 PDA published a study on the subject of patients' hypersen-
sitivity reactions during hemodlalysis. The final article was written by
two employees of FDA's Center for Devices and Radiological Health (CDRH)
but, for unknown reasons, is cited in neither the PHS testimony of March
6, nor the PHS assessment. The CDRH study originated in a 1981 agreement
between FDA and seven dialyzer manufacturers, according to the terms of
which the manufacturers passed on to CDRH all reports of patient hyper-
sensitivity reactions voluntarily submitted to them by dialysis clinics
during 1982 and 1983. The study found that certaln groups of patients
and certain dlalyzers were more likely to be incompatible, resulting in
adverse patient reactions:

"The younger age groups have the highest [adverse patient] reac-
tivity, with nonwhites having a significantly higher reactivity
than their white counterparts in any age group. . . An analysis of
the reactlion rates (the number of reactlons reported normalized by
the number of dialyzers sold) showed some differences among
manufacturers. Dialyzers manufactured with cellulose acetate
membranes were assoclated with the lowest rate of reactions, a rate
similar to that associlated with Cuprophan membranes. As evidenced
by the data and discussion above, a low reported [adverse patient]
reaction rate may not depend directly on the dialyzer itself, but
1s significantly affected by the patient population mlx that uses a

particular brand of dialyzer."33

Dialysis clinic personnel and managers may have falled to appreclate
the implicatlons of these findings, 1if, indeed, they have been made aware
of them at all. It would seem reasonable, for example, that a patient
who suffers a hypersensitivity reaction after using a new dialyzer should
be offered alternative types of dialyzers in an effort to resolve the
problem. Yet, the CDRH paper notes that "[albout one-fourth of the
patients who reacted [adversely to a dialyzer] had previous reactions
with the same brand of dlalyzer". In this context, the CDRH study
suggests

". . .the practice of dlalyzing patients with the same brand or
model of dialyzer after a severe reaction should be carefully

examined by dialysis centers."3u
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Overreporting of "First-Use Syndrome".

Moreover, additional evidence suggests that the reported Incidence
of "first-use syndrome" may be affected by the source of the report.
Dialysis clinlcs may have an incentive to under-report or misclassify
under the general label of "first-use syndrome" adverse patlient reaction
resulting from improper practice and procedure at the clinic.

For example, the CDRH st;udy35 demonstrated that in over 60% of the
reported cases of "first use syndrome"™ 1t studied over a two year period,
the dialysis facility had failed to follow manufacturer’'s instructlons
for preparing the dialyzer prior to patient use. This poor procedure
exposes the patient to toxlns, such as residual traces of sterilants left
over from the manufacturing process, whilch are supposed to be flushed out
prior to use of a new dlalyzer. If the dlalyzers were properly prepared
for use, many of the reactions now being attributed to the "first use" of
the dlalyzer would not occur during the patient's first use of a new
dlalyzer.

The 1986 California Health Services Department study,36 performed
under FDA contract, also identified a tendency for clinlec operators to
simply label any adverse patlent reactions as incldents of "new dialyzer
‘syndrome" :

"One [patient's] sensitivity reaction was classified as beilng
patient related although the facllity was unable to determine the
source of the problem. . . Care should be taken when attributing
problems to new dlalyzers that other possible contributing factors

have been investigated and ruled out:."37

The Californla study also corroborates the view that "varlous steps. . .
can be taken to mitigate the problem" referred to as "first-use syndrome"
without resorting to reuse, including:

"The severlity and frequency of patient sensitivity to new dialyzers
was frequently reduced by switching the patlent to a dialyzer with
a different membrane material, increasing the volume of the pre-
dlalysis saline rinse, subjecting the new dialyzer to the
reprocessing steps used in a reuse protocol, or pre-soaking the
dialyzer with formaldehyde and then rinslng before use. . "

In view of the dangers associated with formaldehyde exposure, patients
will most likely prefer that clinics resolve the problem of dialyzer
incompatibility without exposing them to resldual formaldehyde -- 1f they
are given a choice.

Further evidence that the type of membrane in the dialyzer 1s a
critical factor in hypersensitivity reactions emerged at the March 6
hearing of the Special Committee on Aging, when Chalrman Heinz engaged 1in
the following exchange with Dr. Charles J. Wolf, Chief of the Renal
Diseases Section of Pennsylvania Hospital in Philadelphia:

Chairman Heinz: "Dr. Wolf, I think you mentioned one related 1ssue
here which has been clted as a reason to reuse dialyzers, and that
i1s first-use syndrome. Let me ask you, to what extent is this
phenomenon of first-use syndrome common or rare in your experience?"

Dr. Wolf: "In my experlence, it is very rare. I think if you take a
review of the llterature it is probably fair to say maybe 3 percent,
5 percent of patients might experience this to a greater or lesser
extent. I don't see 1t that often and I think the reason for that
i1s that we have gotten more and more biocompatible membranes as time
goes on. I think some of the studles that showed first-use syndrome
previously were with other membranes that have now been

dlscontinued."3
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PHS' database of adverse effects assoclated with reuse 1s incomplete and
little-known within the Department of Health and Human Services.

The evidence used for this chapter was obtained from existing PHS
files; however, this listing 1s not a complete accounting of the full
extent of mishaps, injurles and deaths in dlalysis centers. This 1is
true because the PHS has taken a wholly passive approach to determining
what harmful effects dlalysis patients may suffer from reusing dilsposable
devices. The Department has failed to organize a systematic and com-
prehensive data-gathering effort on current practice and its effects on
patient health and safety. As a result, what 1s known 1s only what has
been accidentally discovered or voluntarily reported by parties with
little Incentive to draw attention to evidence of problems. Also, an
unknown number of cases are missing because not all cases reported are
investigated.

CDC, for example, does not investigate an outbreak of infections
unless they are specifically invited to do so by the clinic, the local
health department, and the State health department. CDC elected not to
conduct onsite investigations at the Napa, Californla or Daytona Beach,

Florida dilalysis centers.39 Asked 1f he thought other outbreaks may have
occurred that CDC is unaware of, Dr. Murphy replied,

"I suspect that there might be other outbreaks and that they're not

reported to us."llo

CDC's lack of authority to inspect and investigate has forced them
to rely upon the voluntary cooperation of clinics where outbreaks occur.
During the series of outbreaks occurring in 1986, this meant delays in
CDC's belng notified of outbreaks, with one result being the loss of
critical evidence essential to their fact-finding role -- ultimately
depriving policy makers of necessary information on the subject of reuse.
For example, 1n describing the scene at a Georgla dialysis clinic where a
bacteremia outbreak hospitalized several patients after disinfectant was
diluted to an ineffective strength, CDC's investigator noted

"[dlue to the fact that use of [disinfectant] had been dlscontinued
prior to CDC participation in this investigation, and that the
apparatus which had been used for processing dlalyzers. . . had
been disassembled, we were unable to verify whether or not this

additional dilution had actually taken place."ul

In addition, CDC didn't report some of its most significant findings
to the dialysis clinic provider community or to the public at large. For
example, when asked if CDC found the number of uses of a disposable
dialyzer 1s positively correlated with increased frequency of infection,
Dr. Murphy responded, "I think we showed that clearly in our

1nvest1gations."u2 Yet, this key finding of the CDC inquiry into the

Dallas, Texas and Inglewood, California outbreaks never appeared in the
issue of CDC's Morbidity and Mortality Weekly Report (MMWR) which was

ostensibly devoted to describing the findings of those 1nvestigations.u3

Evidence of Health Hazards Was Omitted From PHS Assessment.

Unfortunately, most of the evidence of adverse patient outcomes
summarized above was not made available to the authors of the assessment
report prepared by the National Center for Health Services Research and
Health Care Technology Assessment (NCHSR/HCTA) until August 2 and 11,
1986. Because of the rush to complete the NCHSR assessment, this
evidence was only superficlally dealt with, or was not incorporated in

the assessment report at all.uu For further information on this topic,
please see chapter VII of this report, regarding the assessment.



Summary of Findings.

Evidence of adverse health effects assoclated with reuse was ob-
talned from PHS files. These records reveal that the safety and efflcacy
of reprocessing and reuse of these devices depends upon the lnteractlon
of several factors. These include the quality of manufacturing, packag-
ing, labeling, delivery and storage of (1) the disposable devices
themselves, (2) the disinfectant, and (3) the equipment and machinery
(both manual and automatic) used for reprocessing the disposable devices.
Equally important are the quality of the water piped Into the clinic
(which is frequently out of the control of the clinic), the procedures
used by the clinic, and the degree to which clinic employees are trained
and supervised to ensure these that procedures are adhered to in
practice.

In sum, this evidence 1ndicates breakdown in every aspect of
dialysis clinic reprocessing practice and procedure, from poor quality of
equipment, disinfectant, and water used by clinics 1n reprocessing, to
improper removal of residual disinfectant from reprocessed dlalyzer
devices.
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SECTION II:
UNIFORM ENPORCEABLE FEDERAL STANDARDS
AS WELL AS ADEQUATE VOLUNTARY GUIDELINES TO PROMOTE SAPETY

AND EFFICACY IN REUSE ARE LACKING

Injuries suffered by dialysis patients from increased blood infec-
tions, unskilled techniclans, inadequate water treatment systems, and
poor practices and procedures 1n reprocessing of dialysis devices, as
discussed in the previous chapter, emphasize the need for uniform en-
forceable federal standards to ensure safety and efficacy in the reuse
and reprocessing of dialysis devices. Immediate imposition of the FDA's
Good Manufacturing Practices (GMPs), that require reporting of acclidents
and injurles in clinics, as well as perlodiec 1nspections, would protect
dlalysis patients until standards are promulgated.

Nevertheless, the policy of the FDA, the federal agency with
authority to regulate reprocessing, is to avoid promulgating such stan-
dards. Moreover, the FDA, primarily for budget reasons, has refused to
subject dialysis facilitles to GMP requirements, and periodic
inspections. Instead, the agency endorsed the development of voluntary
guldelines, written by non-governmental groups. Existing guidelines,
however, are unenforceable, and are deficient because they only attempt
to address the reuse of the dialyzer filter, and not other disposable
dilalysis devices, including blood tubing, dialyzer caps, and transducer
filters.

FDA_has_repeatedly refused to promulgate standards
for medical devices.

It has been long-standing FDA policy to refuse to promulgate stan-
dards for dialysis devices, and for all other "class II" medical devices,
even though it has had the authority to develop such standards since

1976.1 This, despite the conclusion of a 1980 study, performed for the

FDA to assess the risks and hazards assoclated with reuse,2 that sald the
"practice of reuse is largely unregulated and therefore does constitute a

potential threat to patient safety."3

To remedy this, the study attempted "to provide [FDA] with the
information required for writing and implementing standards." It con-
cluded, however, that:

"In the absence of definitive studies, such as the one contemplated
by NIH, the necessary criteria to establish standards cannot be

t‘or'mulat;ed."ll

The definitive clinical studies called for in the 1980 report,

however, were dropped by NIH and have never been done.5 Moreover, by May
1981 the NIH had adopted the position that federal standards were
unnecessary. Rather, voluntary guidelines established by a non-
governmental group should govern the reuse process. An NIH memorandum
stated:

"It would be advisable that suggested guidelines be developed by a
non-governmental 'neutral' group. . . The acceptance of the

nephrology community would be obtalned more readlly 1f this route
were followed. We cannot emphasize too strongly the importance of

the government not dictating a mode of practice.™

This later became the accepted view within the Department of Health
and Human Services, and the FDA eventually decided to develop voluntary
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guldelines for reuse, in lieu of standards.7 After a ten-month inves-
tigation of the reuse issue, Committee Staff noted In 1ts March 6, 1986
report that:

"Further analysis of FDA, NIH and HCFA documents indlcate that by
1983, FDA had apparently had given up on promulgating standards and
shifted to a discussion of developing guidelines for reuse and

reprocessing."

A July 6, 1983 memorandum from an FDA official substantlates the
Committee findings. It stated:

"We should proceed to investigate the need for and possibly develop
guidelines on reuse procedures. . . [that] will provide assurance
to patients and organized groups that the government has studied
the matter and has endorsed certain principles and/or procedures as

adequat;e.“9

Later in that same year, the FDA transferred responsibllity for the
promulgation of guidelines to the Assoclatlon for Advancement of Medical

Instrumentation (AAMI), a private sector organization.10 In December of
1983 the AAMI Reuse Committee had 1ts first meeting, and initiated work

on a national consensus guideline for reuse of dialyzers.11 Although
representatives from the FDA and the CDC are voting members of the AAMI
Reuse Committee, the guidelines polnt out that "participatlon by federal
agency representatives. . . does not constitute endorsement by the

federal government or any of 1ts agencies."™ 12

Thus, the FDA has absolved 1tself of any responsibility for develop-
ing either standards or guldellnes, and as a result, procedures used for
reuse and reprocessing of dlalysis devices are unregulated.

Consequently, there is a wide varlety of reprocessing procedures, creat-

ing an even greater health risk for dialysis patients.13 Further,
because there are no standards, there are no regular inspections to
ensure that clinlcs use proper reprocessing procedures, and there is no
requirement that facilities report injuries and accldents that occur
during treatment of patlents.

Immediate imposition of the Good Manufacturing Practices would provide
protection to dialysis patients until standards are In place.

The FDA has been charged with maintalning the safety and efficacy of
medical devices under the Federal Food, Drug, and Cosmetic Act (the

Act).lu In 1978, pursuant to the Act, the FDA promulgated the Good

Manufacturing Practice regulatlons (GMPs).15 The GMPs were enacted to
ensure that the methods used 1n, and the faclilities and controls used
for, the manufacture, packing, storage, and installatlion of medical
devices conform to regulatory requirements, thereby assuring that devices

1
are safe, effective and otherwise in compliance with the Act. The
regulations have been codified at 21 C.F.R. 820 et seq. (1985).

Although there 1s no definitlon of "reprocessor"” 1n the regulations,
the GMPs define a "manufacturer™ in the followlng manner:

"1Manufacturer' means any person, including any repacker and/or
relabeler, who manufactures, fabricates, assembles, or processes a
finished device. The term does not include any person who only

distributes a finlshed device."17

The GMPs impose a series of requirements on "manufacturers”. For
example, they require periodic inspectlions of facllities to ensure they
are using safe procedures.18 In addition, clinics subject to the GMPs
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must employ sufficiently educated and properly tralned personnel.19
Moreover, under the regulations, facilities must report injuries that

occur as a result of reprocessing.20

The FDA, however, has never subjected reprocessors of dlalysis
devices to these regulations. Instead, the FDA's position has been that
reprocessing and reuse is a matter of "medical practice" and therefore

cannot be interfered with.21

This position was expressed at the Aging Committee hearing by John
Villforth, Director for the Center for Devices and Radliological Health of
the Food and Drug Administration. He sald:

"[Thel washing of devices does not have anything to do with the
manufacturing of devices. It is not the responsibility of the Food
and Drug Administration how the physiclan cleans the tools that he

or she uses."22

Mr. Villforth explained at the hearing that the GMPs are procedures
developed and designed for manufacturers to help them produce quality

products, and are not applicable to the reuse of dialysis devices.23

" "We have not in the past considered [reprocessing] to be manufactur-
ing or remanufacturing under the intent of the medical device

amendments.®

The FDA continues to voice strong opposition to the application of
the GMPs to the reuse and reprocessing of dialysls devices. As Mr.
Villforth saild during his deposition:

"I am opposed to, I can't recall all of the reasons that may have
been stated before, to doing good manufacturing practices because

it is dumb."25

Mr. Villforth sald the GMPs as written were intended to help
eliminate product recalls by imposing upon manufacturers a degree of
sensitivity for the quality of their work, documentation and attention to
detail. The current regulations would be inapplicable in a c¢linical

environment for reuse.2

Another explanation for FDA's refusal to apply the GMPs to dialysis
clinics 1s the lack of financial resources. According to Mr. Benson,
imposlition of the GMPs on dialysis clinics would cost approximately

$700,000 each year.27 He explained that inspecting the clinics
regularly, as the GMPs require, would be a tremendous drain on FDA's
already shrinking budget. During his deposition, Mr. Benson also claimed
that FDA inspections would be inefficient, since the vehicle for this
type of inspection already exists under HCFA's existing regulatory

authority.28 )

FDA's interpretation of the GMPs 1s inconsistent with the language of the
regulations, as we as existing law.,

FDA's interpretation of the GMPs, as explained by Mr., Villforth, 1is
inconsistent with the express language of the regulations. The language
of the GMPs 1is already applicable to the reuse and reprocessing of
dialysis devices. Giving the words their ordinary meaning in common
usage, the definition of "manufacturer" governs the operations of

dialysis facilities that reuse dialysis equipmem:.29 The safety require-
ments of the regulations, therefore, are applicable to dlalysis
facilities.
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Moreover, information obtained by Committee investigators 11-
lustrates that the position enunciated by Mr. Villforth is not completely
accepted within the FDA itself.

In a letter to HHS Secretary Bowen, Assistant Secretary for Health
Donald MacDonald attached a briefing paper contalning an opinion from the
General Counsel. The paper sald "a legal argument can be made for Impos-
ing [the GMPs] or not enforcing them on dialysis clinics. It therefore

becomes a policy decision."30 At their depositions, both Mr. Villforth
and James Benson, Deputy Director of the Center for Radlological Health
admitted that FDA policy, rather than a legal interpretation of the
regulations, provides the justification for the decision to not 1mpose

the GMPs on dlalysis clinics.31 Moreover, evidence obtained by Committee
staff indlcates that pacifying Senator Heinz, and preventing further

inquiry was the basis for this policy.32

Further, the Reuse Committee, an internal task force within FDA, has
adopted the view that the GMPs apply to reuse. In its report of February
24, 1986 entitied "Working Paper: Policy Consideratlons for the
Reprocessing of Devices", the Commlttee sald that:

"all reprocessors should be required to comply with Good
Manufacturing Practice (GMP) regulatlons to assure that the
reprocessed device continues to be safe and effective for 1ts

intended use."33

The report concluded that reuse and reprocessing of dialysis
equipment falls within the regulatlons:

", . routine reprocessing of hemodialyzers should be construed
within the activity performed by a manufacturer."3

On May 16, 1986 the Reuse Committee presented an Options Paper to
Senior Staff. This paper explains that n"[a)lthough FDA belleves that the

decision to reuse may be a medical decision, the reprocessing 1is not."35

In July of 1986, the Reuse Committee published an Option Paper
discussing FDA policy options regarding reuse. This report noted that
facllities that reprocess for non-medical reasons (i.e. economlic and

financial reasons)36 could be considered "manufacturers"™ under the
regulations.

"It could reasonably be interpreted that these physiclans or
facilities are acting more like manufacturers and less like
physiclans and therefore should not be exempt from those sections
of the Act pertalning to physiclans (and by inference to clinical

facilitles).>'

Additionally, there are several reasons why reprocessing of dis-
posable dialysis equipment 1s not "medical practice". While the label
"medical practice" implies highly skilled medical professionals providing
care, physicians do not themselves perform, or supervise performance of
reprocessing dialysis devices. Further, reprocessing is performed 1in
health facilities, under the supervision of health facllity employees,
and not in doctor's offices. This 1s critical because current law dis-

tinguishes between physician practice and health facility praccice.38
Moreover, in every other aspect of thelr functioning, ESRD clinlcs are
recognized under the law and regulated as health facilities and enjoy no

special status as "medlcal prac61cioners".39 This was admitted by the
FDA Reuse Committee, which stated 1n 1ts February 1986 Working Paper that
the exemption from FDA inspections that is afforded to "practitloners
licensed by law to prescrilbe or use devices" does not apply to reprocess-
ing of disposable dialysis devices by ESRD facilities. The report sald:
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"The Reuse Committee believes that large scale routine processing of
devices for reuse performed at health care facilitles do not fall

within thils exempted category."uo

Existing voluntary guidelines do not provide adequate protection to
dlalysis patients.

In lieu of uniform federal standards, the FDA has proposed the
adoption of voluntary guidelines to govern reuse and reprocessing of
dialysis devices. Patlents, however, are unprotected by current volun-—
tary guidelines because they are seriously deficlent. While exlsting
guldelines attempt to address the reuse of the dialyzer, most fail to
specify procedures for the reuse of other dlalysis devices. PFor example,
the AAMI guidelines are silent on the reuse and reprocessing of blood

lines and tubing, transducer filters, and dialyzer caps.u1 Guidelines
published by the National Kidney Foundation do not address water quality.
The PHS assessment concluded that adoptlon of these guldelines will "not

4
necessarily resolve such reuse issues." 2

An additional problem with current guildelines is that no agency has
the regulatory authority to assure compliance with them. The FDA Reuse
Committee said "[1]f serious problems arise. . . there 1s no clear
regulatory authority to prevent the facility from continuing its

activities. ."ua

Adding to the confusion 1n reprocessing procedures, many clinics
have adopted their own protocols. According to the draft final report
entitled "California Dilalysis Pacllity Study", performed for the FDA, the
clinics often don't follow thelr own procedures. This report stated:

"Facilitles are frequently not adhering to their protocols, and the
general lack of quality control and assurance procedures indicates
that at least some of the reuse programs are not operating in a

state of control."uu

During hils deposition, Dr. John Murphy, an investigator with the Center
for Disease Control, (CDC), said it would be inaccurate to say that

virtually all facilitles are following adequate procedures.us Further,
when an 1infection occurred at a dialysis clinic in Florida, 1t was dis-
covered that the facllity had no written document explaining reuse

procedure. Instead, the facility relied on verbal instructions and the

memory of the reprocessing technician.

Conclusions and Recommendations.

While physicilans, industry, and government agencles have recognized
the need for standards to improve the treatment provided to dialysis
patients, there still are no standards that are uniform, complete, and
enforceable. PFurther, existing voluntary guldelines provide inadequate
protection to dlalysis patients. Application of the GMPs would solve
these problems, by ensuring that dialysis clinics perform reprocessing
properly, and by providing the FDA with the regulatory authority to
enforce these standards.

FDA officials have informed Committee staff that imposition of the
GMPs would be costly and 1neffective. These officlals have stated,
however, that new regulations could be drafted that contaln the
philosophy of the GMPs, but are specifically designed for reuse and

reprocessing.u7 In addition, the May 16, 1986 Reuse Options Paper notes
that FDA regulation of reprocessing could lead to better care for
dialysis patilents:

64-572 0 - 86 — 2



28

"The fact that FDA regulates reprocessing for reuse could result in

significant improvement 1n the reprocessing of all devfu:es."u8

The report also states:

"Without oversight, FDA cannot be confident that reprocessors are
conforming with reasonable protocols and that reprocessed devices

are as safe and effective as the original."u9

Based on this Committee's investigation, 1t is clear that standards
are needed to reduce the risk faced by thousands of dlalysis patlients who
are subjected to reuse. According to the task force within thée FDA, as
well as the plain meaning of the GMPs, dlalysis facilities already fall
under the regulations. In the alternative, amending the GMPs or develop-
ing new regulations specifically for reuse based on the GMPs, would help
alleviate the risk of sickness, injury and death faced by dlalysis
patients.
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SECTION III:
FDA AND HCFA HAVE SHIRKED THEIR RESPONSIBILITY TO ENSURE
SAFETY, EFPICACY, AND QUALITY OF CARE IN DIALYSIS

The federal regulatory agencies, FDA and HCPA, have falled their
congressionally-mandated responsibility to protect patients subjJected to
reuse. The FDA has weakened 1ts compliance policy on reuse, and has yet
to promulgate enforceable standards or apply existing regulations to the
reuse process. In addition, contrary to assurances made to this !
Committee, HCFA has falled to adequately enforce the Medicare conditions
of participation. Consequently, many dlalysis patients have been forced
to reuse under threat of discharge from thelr clinics. Moreover, HCFA
has previously attempted to reduce dlalysis reimbursement rates. This
actlon would undoubtedly create a financial strain on dialysis
facilities, and encourage, 1f not force, clinlcs to reuse.

The FDA has substantially weakened 1ts compliance policy in regulat-
ing reuse of disposable devices. Prior to July 1981, FDA compliance
policy regarding reuse of disposable medical devices was as follows:

". . . There is a lack of data to support the general reuse of
disposable devices., . . [T]lhe i1nstitution or practitioner who
reuses. . . should be able to demonstrate: (1) that the device can
be adequately cleaned and sterilized, (2) that the quality of the
device will not be adversely affected, and (3) that the device
remalins safe and effective for its intended use. . . FDA considers
disposable devices which are belng reused, and which have not been
demonstrated to be capable of complying with the requirements in the
above [sentence], to be adulterated. . . and 1in violatilon of [the

Pederal Food, Drug and Cosmetic Act]."l
On July 1, 1981, however, FDA published a new compliance policy

gulde which deleted the possible finding of "adulteration™ prosecutable
under the Act. That language was replaced with the following:

". . . The reuse of dilsposable devices represents a practice which
could affect both the safety and effectiveness of the device.
Information developed regarding this practice should be referred to

the [FDA's] Bureau of Medical Devices for review and evaluation."2

Since 1981, the FDA has conducted only a handful of field 1inspec-

tions relating to reuse of disposable dialysis devices.3 A review of FDA
documents reveals that the agency belleved 1t was not responsible for

inspecting dlalysis racilities.u
Recently, however, as more evidence of the dangers of reuse sur-

faced, the FDA has re-examined whether 1t should inspect dlalysis
clinics. Some FDA officilals argued that inspections would ensure that

clinics use proper reprocessing procedures.5 The FDA Reuse Committee
stated:
"Without specified inspections of the noncommercial reprocessors,
FDA still would be relying on the courts and thus on patient injury
before it would act."
Other FDA officlals, however, argue that regulation of dlalysis

clinics 1is not feasible. During his deposition, Mr. Benson said that a
major explanation for the FDA's policy of not enforcing the GMPs on

dlalysis clinics 1s budgetary conslderations.7 He added, however, that
FDA regulation would also be improper because HCPA already has the
authority to inspect dialysis clinics to ensure they follow adequate

procedures.
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. While the FDA has transferred oversight and regulatory respon-
sibility to HCFA, that agency also faces difficult budget decisions. In
a June 5, 1985 memorandum, Philip Nathanson, then Director of the Health
Standards and Quality Bureau for HCFA, explalned the guldelines by which
all HCFA Regional Administrators request Federal money for survey and
certification activities for fiscal year 1986. This memo states:

"Survey activities for [fiscal year] 1986 should be scheduled and
conducted in accordance with national [budget] priorities."9

The memo further states that while sufficient funds have been provided to
survey and certify all long-term care facilities, "remaining Medicare
funds are to be used for surveying [all] non-long-term care facilitiles,

subject to natlonal priorities and budget 11m1tations."10

The consequence of thils policy 1s that HCFA cannot adequately con-
duct annual inspections of ESRD facilities. In fact, the memo admits
that HCFA inspectors are only required to inspect 57% of the ESRD clinics
in their region. In contrast, HCFA nationally inspects an average of 66%

of all health-care facilities and 100% of all nursing homes.11

Federal law, enforced by the States under supervislon from HCFA,
requlires that dialysis clinics receiving Medicare funds respect and
observe certain fundamental patlents' rights, including the requirements
found in the Medicare Conditions of Participation for ESRD providers.

According to these regulations facilities furnishing dialysis care,
and seeking Medicare relmbursement, must satisfy certain health and

safety requirements.l2 These conditions of participation require that
each dialysis clinic adopt written policles regarding the rights and

responsibilities of patients.13 The regulations specify that the
policies ensure at least the following:

o "(a) All patlents in the facility (1) are fully informed of these

rights and responsibilities. . ."1u

o "(b) All patients treated in the facility (1) are afforded the
opportunity to participate in the planning of their medical
treatment. . .fand] (2) are transferred or discharged only for
medical reasons or for the patient's welfare or that of other
patients, or for the nonpayment of fees (except as prohibited by

[the Medicare programl}). . 15

o "(¢c) All patients are treated with consideration, respect, and

16
full recognition of their individuality and personal needs. .

o "(d) All patients are ensured confidentlal treatment of their
personal and medical records. . ."17

o "(e) All patients are encouraged and assisted to understand and
exercise their rights. Grievances and recommended changes in
policies and services may be addressed to facllity staff,
administration. . . and agencies and regulatory bodies with
jurisdiction over the facllity, through any representative of the
patient's choice, without restraint or interference, and without

fear of dlscrimination or reprisal."18

Although these regulations are explicit, many facilitiles refuse to
ablde by them. As a result, many dlalysis patlents are deprived the
rights guaranteed them by law. For example, the "consent forms" provided
by clinics to dialysis patients before they reuse often provide only
scant information of the risks of reprocessing dlalysis devices.

Further, many fail to mention the risks assoclated with the use of for-
maldehyde as a sterilant, and do not inform the patient that a blood
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th;nner may be used to maximize the number of times a dlalyzer can be

reused.19

Moreover, most consent forms do not provide the patient with freedom
of cholce on whether or not to reuse. Committee staff has also dis-
covered cases where patlients have been coerced and forced 1nto submitting
to reuse by facility staff who tell them that 1if they refuse to allow

reuse, they must seek treatment elsewhere.zo

The State of California has studled the reuse issue for many years.
Reports of violations of patient rights 1in California mirrors the com-
plaints received by Committee staff. Since clinics have the flnancial

incentive to reuse, patients are being pressured to submit to reuse.21
The State Health Department explained that if patients are fearful of
losing the ability to recelve treatment because they do not consent to
reuse, they do not truly have full freedom of cholce:

"When a faclility's policy requires a patient to either consent to
'reuse' or seek dlalysis elsewhere many patients really have no
cholce but to consent. . . It is not oversimplificatlion to state
that patients may be fearful of losing the ability to be

dialyzed.“22

To remedy this problem, California has proposed a regulation that
attempts to reconcile patients' rights and facllity's economic interests.
This regulation requires written informed consent for patients who

reuse.23 The regulation also provides that the consent form state the

advantages and disadvantages of reuse. In addition, it guarantees that a
patient has the right to treatment with a new dlalyzer 1f he or she does

not consent to reuse.zu

At the March 6, 1986 Aging Commlttee hearing, a panel of witnesses
testified that many dlalysls clinics across the country are deprilving
patients of their rights.

Ms. Melinda McFadden, a dialysis patient from Philadelphla, tes-
tified that her clinlc gave her an ultimatum: either submit to reuse, or
find treatment elsewhere.

"When I began to question the reuse [of her dialyzerl. . . I was
told if I did not like it. . . I had to go someplace else. [The
doctor said] I had to leave the unit and look for someplace else to
g0. . . He told me I could not stay there if I did not want to

reuse."25

Mr. Vagn Vogter, a former dlalysis patient, also stated that when he
asked a nurse to limit the reuse of his dlalyzer and blood lines, he was

"told to go somewhere else for treabment.“26

Mr. Robert Rosen, chalrman of the National Kidney Patients
Assoclation said that patlents are being "coerced, threatened,

intimidated, and finally denled their life-sustaining treatment."27 He
also described the retallatory practices employed by some cliniecs when
patients object to reuse.

"One of the patients. . . who questioned the reuse in his unit was
forced to have his treatment performed for four hours, three times a

week while he was faclng the wall.“28

Malcolm Schuman, whose mother was a dlalysis patient, testifled that
her dialysis clinic sent scare letters to its patlents, warning them that
if [Reagan] [AJdministration proposals on the reduction of hemodialysis
benefits passed [in Congress], they, the patients, could be left without
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treatment.29 Dr. Schuman also explained that his mother lived in con-
stant fear of the clinicians. To 1llustrate, he recalled for the
Committee that when he told her about the health dangers related to
reuse, she exclaimed "Malcolm, for God's sake, be careful. I'm in the

power of these people."30

At the hearing, Bartlett S. Fleming, Acting Deputy Administrator for
HCFA, stated that HCFA surveyors review all facllities for compliance
with federal regulations, and when deficiencies arise, they take ap-
proprlate actlion, including decertification of the clinic, if

necessary.31 He sald, however, that the conditions of participation have

no requirements for standards regarding informed consent and freedom of
32 ’
cholce.

In addition, HCFA maintains that the procedure followed by clinics
is a matter of medical practice, and therefore not subject to

regulation.33 Mr. Fleming stated the physician 1s responsible for know-
ing each clinic's pollcy on reuse, as well as the specific reprocessing

procedures they use.3 Further, Mr. Fleming sald that 1if a physiclan
dlsagrees with a facillity's treatment procedures, he should "discuss 1t"
with the cliniclans, and "work through the professional assoclations" 1in
the same manner as other disputes he has had with physiclans about

prescribed treatments.35

In addition, Fleming stated that threatening patients with ul-
timatums 1s "intolerable". He said, however, that the responsibllity for
investigating these allegations and enforcing the conditions of par-
ticipation rests with the States, through their survey and certification

pr‘ocess.36 He also stated he hoped that citizens

"are not the least bit shy about contacting the Health Care
Financing Administration. . . so that we can follow up and

investigate those charges."37

During hls testimony, Mr. Fleming promised Chairman Helnz, as well
as the witnesses, that HCFA would investigate the incidents described.

"Based on the testimony that we have heard today, we not only will
be checking on those specific incidents, but redouble our efforts
to communicate with our State contractors to ensure that these

[clinics] are being watched."3

On June 13, 1986, Mr. Fleming wrote a letter to Chalirman Helnz

explaining the results of HCFA's 1nvestigation.39 In this letter, he
stated that both Ms. McFadden's and Mr. Vogter's case had been resolved.
He sald that HCFA personnel investigated the complaints of "forced" reuse
testifled to by Ms. McFadden, and said her clinic was now 1n compliance

with the conditlions of participation, and allowing freedom of choice.l'l
Mr. Fleming also stated that the HCFA regional office investigated the
clinics Mr. Rosen and Dr. Schuman complained about, and found them to be
in compliance with Federal standards.

Mr. Fleming concluded the letter by reiterating that HCFA will
monitor ESRD clinics to ensure that patient's rights are respected.

"Though HCFA's policy has always been that the decision to reuse is
a medical practice 1ssue, which should be decided by a patlent’'s
physiclian, we do not, and will not, tolerate facilities which
'force' thelr patients to reuse at the risk of being denled
treatment. We will continue to monitor ESRD facilities as part of
our survey and certification process and will investigate all

patient complaints."u1
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] Originally, HCFA pollicy regarding patient rights was consistent with
Mr. Fleming's statements. In June of this year, a dlalysis patient in
Philadelphia was denied treatment at his facility because of an alterca-

tion with facility staff.uz Instead, he was forced to recelve treatment
on an emergency basis at local hospitals. A HCPA official who inves-
tigated the incident stated:

"{The patient] has received treatments only when he has been on the
brink of being completely overcome by the effects of his

disease."

According to HCFA, since the patient had been told by facility staff
not to report for further treatment, and was not provided with an ap-
propriate alternative facility, he had not been properly discharged or
provided for, in violation of the Medicare Conditions of Participation.—

"We are deeply concerned that a patient, who has been receiving
chronic dlalysis treatment on a planned schedule, 1s thrust into a
regimen in which he must be in acute distress before recelving
treatment. Such action, having been carried without a medical
determination being made. . . 1s a clear violation of [the

regulations]."uu

As a result of this preliminary investigation, HCFA sent the
facility a disciplinary letter, notifying it of the possibillity of a
formal investigation by the agency. In addition, the letter sald that
until an orderly transfer can be arranged, the clinic must provide

dlalysis tr-eat:ment:.}45

Committee staff has continued its investigatlion of practices at
dilalysis clinlecs, and despite Mr. Fleming's assurances and HCFA's
original policy, have been informed of several cases of patlents being
forced to reuse. For example, a dialysis clinic in Washington, D.C.
informed 1ts patients recently that it was beginning to reuse blood
tubing. The clinic told the patients that if they did not consent to

reuse within 30 days, they had to relocate to another facility.u6 At

least four patients protested because they were concerned about the
health risks of reuse and because they did not want to transfer.u7

As a result of this controversy, on August 5, 1986, Claudette
Campbell, a HCFA representative in Region III, Philadelphia, asked for a
policy clarification of HCFA's position on the reuse of bloodlines. On
August 15, 1986, in a sudden and unexplained reversal of the policy
. enunclated only 60 days previously, Thomas Morford at HCFA headquarters
instructed Region III that reuse i3 a matter of medical practice, and

cannot be federally regulated.ua HCFA's policy reversal in effect en-
dorses forced patient participation in reuse. Yet this facllity
practice, in the absence of adequate guildelines or standards governing
safe reprocessing, amounts to forced participation in an experimental
treatment -- In violation of the ESRD Patients' Rights codified in
Federal regulations. Thus, notwithstanding Flemirg's assurances to
Chairman Heinz, HCFA 1s not enforcing the patlients' rights guaranteed 1n
Federal law. In the absence of appropriate regulatory action by the
administrative agency charged with the enforcement of pertinent Federal
law, patlents have been forced to resort to time-consuming and expensive
private litigation to secure thelr rights [please see Appendix IV to this
report for an example].

HCFA proposes cutbacks in ESRD reimbursement rates.

In 1986, HCFA attempted, by regulation, to reduce the reimbursement
rate paid by Medicare to ESRD facilities.
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Prior to publication of this regulation, HCFA determined it should
not’ adjust the Medicare reimbursement rates by the amount of reuse per-
formed by dlalysis clinics. This adjustment, which would have pald a
lower relmbursement rate to clinlcs which have lower costs due to their
policy of reuse of disposable devices, had been suggested as a way to
avoid penalizing clinics which have elected for medical reasons not to
reuse, and have higher costs as a result. 1In reJecting this suggestion,
HCFA explained:

"We do not intend to adjust the individual facllities' rates to
their actual costs, because thils removes the incentive to be

efficienc."ug

The argument that reuse 1s a desireable economlc efficiency was also
expressed by DHHS Secretary Bowen. In a recent letter to Chairman Heinz,
he stated:

"[Wle are very mindful of our responsibility to assist in the
financing of thls essential medical treatment. However, we also
have a responsibllity to promote the most efficient program that we

can."50

In addition, the memorandum from the Office of Management and Budget
(OMB) authorizing the regulation states that a single reduced rate would

"reward those centers that are financlally more efficient."51 Moreover,
OMB and HCFA believed that reuse does not pose a health risk to dlalysls
patients. In reaching its conclusion, OMB rellied on a report performed

for the NIH entitled "The Multiple Use of Hemodialyzers".52 This study
stated that, under proper conditlions, the reuse of dialyzers 1s a safe

procedure.53 The OMB authorization memo, however, falled to polnt out
that the subcontractor who performed the research was highly critical of
the final report, sayling the author misinterpreted and misrepresented the

data.su

Since the decision to reuse 1s an economic one,55 the consequence of
such a regulation would be to increase the number of clinles that reuse.
In fact, during his deposition, Dr. Carter stated that many facllitles
had already written to the PHS saying that if the reimbursement rates

decrease, they willl be forced to reuse dlalysis devices.56

In addition to promoting economlc efficlency, HCFA justified the
regulation on its bellef that reuse was a safe medical procedure. The
notice filed with the regulation states:

"In the absence of a demonstrated need for a particular method of
operation to ensure patient safety, medical practitioners should be

permitted to devise appropriate methods of treatmenc."s7

The basis for thls statement was a memorandum written by Dr. Robert
Windom, DHHS Assistant Secretary for Health, to Dr. Willlam Roper,

Administrator of HCF‘A.58 According to the memo:

"The findings to date indlcate that when [appropriate quality of
control 1s exercised], patient outcomes appear to be no different
in faclilities that reuse dlalyzers than for those facllitles where
single use 1s the normal operating mode. . . The absence of
reported increases in the morbidity and mortality given Increased
practice of reuse suggests that virtually all facilities are fol-

lowing adequate procedur-es."59

Dr. Windom justified his conclusions on a memorandum he recelved
from Dr. John Marshall, Director of the NCHSR, that purported to sum-

marize the PHS assessment of the effects of reuse.eo Dr. Marshall wrote:
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"While the current Iinformation does not provide evidence that mul-
tiple use 1is without hazard, neither does it demonstrate sufficient

grounds to abandon reuse."61

This memo, however, did not accurately state the findings and con-
clusions of the assessment. During his deposition, Martin Erlichman, the
principal author of the assessment, disputed Dr. Marshall's conclusions.
Mr. Erlichman stated that Dr. Marshall inaccurately summarized the

report.62 Further, Dr. Enrique Carter, who supervised the PHS assess-
ment, agreed that the report was improperly used, referring to Dr.

Windom's statement as a "non sequitur". 3 Moreover, he said that HCPFA's
Justification for the regulation contradicted the PHS assessment. He
stated:

"Our assessment report, in the findings and conclusions, say[s]
something that 1s somewhat opposite to [HCFA's position]."su

HCFA maintalned that the regulation will not diminish the quality of
care practlced by dlalysls facilities. Rather, HCFA argued, quality of
care will be sustained because ESRD clinics will remain subject to peri-
odic surveys to ensure compliance with the conditions of

participatlon.65 The notice in the Federal Reglster stated:

"The conditions of participation for ESRD facilities establish the
requirements that we believe are necessary to ensure quality care.
. . Facllities are surveyed perlodically to ensure that they con-

tinue to be in compliance with these requirements.”

As mentioned previously, however, HCFA only inspects 57% of all ESRD
clinics, and has contradicted 1ts policy statements with inaction on
complaints related to forced reuse. HCPFA surveys, therefore, cannot be
relied upon at present to provide adequate assurance of proper care.
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SECTION IV:
PHS FAILED TO GATHER DATA NEEDED

TO DETERMINE THE SAFETY AND EFFICACY OF REUSE

The PHS's failure to gather data essential to determinling the safety
and efficacy in reuse of disposable dialysis devices stems primarily from

a declslon in early 19811 to discontinue a study mandated by the
Congress.

A 1978 law reguired the Secretary of DHHS to conduct this study,
which was to investigate the medical appropriateness and safety of
reprocessing and reuse of dialyzer filters. But, 1n early 1981, NIH
scrapped the most important part of the study -- the clinical trials --
which could have determined the degree and kinds of hazards and dangers
assoclated with reuse. The NIH reasoned that these studles would make "a

low contribution to baslc medical science."2 Interest 1n sponsoring such
patient studies resurfaced within PHS and HCFA later in 1981 and again in
1982 within the PHS and HCFA, but no action was taken. At 1ssue was

funding for the clinical study.3

In October 1983, there was yet another unsuccessful attempt to
obtaln meaningful and adequate data on reuse. A PHS Coordinating
Committee for ESRD decided against clinical study, but recommended to the
Assistant Secretary for Health that "HCFA be authorized to implement a
comprehensive Departmental ESRD database." This group further recom-
mended that "HCFA should include information on dialyzer reuse in its
comprehensive. . . ESRD database. . . and, using this data base, FDA
[should] initiate a study to compare the outcome of patients treated with

dialyzers used once vs., multiple uses."u The FDA study was never in-
itiated for lack of data support from HCFA.

Sometime during 1983, however, the FDA's Center for Devices and
Radiological Health (CDRH) established "The Dialysis Use Committee,” an
ad hoc group charged with identifying problems in dialysls, including
reuse of disposable devices. A report issued to the senior staff of CDRH
in October 1984 identified "dilalyzer reuse” as one of "a number of urgent
issues" relating to dialysis. The report contains 39 pages of problems
assoclated with reuse and other practices and conditions in dialysis
clinics, including bacterial contamination, inadequate disinfection
procedures, toxic materials in water supplies crossing into the

bloodstreams of patlents, and others.5 As far as can be determined, this
report was not shared with anyone outside of CDRH until August 29, 1986,
when 1t was provided to Aging Committee staff for review.

CDRH did use the "Report of the Dialysis Use Committee" in formulat-
ing contracts with three states and the District of Columbia in 1984 for

the purpose of conducting surveys in a sampling of dlalysis clinies.
These surveys were designed to identify problems or potential problems in
all areas of dialysis, including reuse, and were completed in mid-1986.
Two of the surveys, those conducted in the District of Columbla and

California, revealed serious problems with reprocessing and reuse.7

Again, in 1985, the 1issue of obtaining data on reuse surfaced in the
PHS and HCFA. Staff met in July of that year "to consider the estab-

lishment of a nationwide ESRD patient data system."8 This data system,
however, is still in the planning stages.

Since 1977, when clinics began reprocessing dlsposables for reuse,
the PHS has relied largely upon an annual Centers for Disease Control
(CDbC) survey of clinics for Information concerning adverse effects of
reuse on patients. In testimony before the Senate Aging Committee on
March 6, 1986, the PHS cited CDC survey results as proof that the rate of
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infection among dialysls patlents does not increase with reuse.9 Dr.
John Marshall, director of NCHSR/HCTA and principal witness for PHS,

testified, "[tJo date no difference has been demonstrated.“lo

What the PHS testimony neglected to point out is, that reporting by
the dialysis clinies in this annual survey is voluntary, and no assess-

ment had been made of the validity of survey results.11 The PHS
testimony also omitted the fact that the survey does not include any
specific questions dealing with increased rates of infection 1n patients
subjected to reuse, and that there are no data covering this hazard on a

national basis.l2

The PHS and HCFA have been aware for at least two years that an
increasing number of dlalysis clinics are reusing other disposables,
blood 1lines, transducer filters and dialyzer caps, as well as the
dialyzer filters. But neither the PHS, HCPA, nor anyone else has at-

tempted to collect data on the safety and efficacy of this practice.13
Following the Aging Committee's March 6 hearing, CDC also acknowledged
that "there are no guldelines or recommendations that extend to these

devices."lu

It was only after the CDC's investigations of patlent infection
outbreaks in March, April, May and June of this year that CDC

eplidemlologists recognized a serious need for clinical data on reuse.15
On July 8, 1986, the CDC's two epidemiologists most involved in the reuse
issue, wrote to thelr superior regarding this problem.

"It 1s evident that the data base concerning the safety and ap-
propriateness of reusing disposable [dialyzers]} is currently
inadequate to make a sclentific assessment of whether or not this
practice should be promoted, tolerated, or prohibited for public
health purposes. Even 1f the practice 1s found to be safe (or even
beneflcial), there 13 an obvious need for standards addressing the
manner in which reuse 1s performed. Such standards must be based
on clinical trials and incorporate long-term assessments of patlient
outcomes using a varlety of measures, including morbidity and .

mortality."l6

Lacking comprehensive, statistically valid data, the PHS has
heretofore relied on flawed studies and malinterpretations of 1its own
inadequate data on hand to support its claim that reuse 1s safe and
efficacious. A discussion of this 1ssue can be found In the sectlon
following.



SECTION V:
PHS RELIED ON PLAWED STUDIES, AND MALINTERPRETED ITS OWN DATA

TO ASSERT THAT REUSE IS SAFE AND EFFICACIOUS

Having falled to conduct studies essential to determining the ef-
fects of reuse on dialysis patients, PHS used poorly designed and/or
incomplete studies, as well as faulty lnterpretation of its own data to
claim that reuse 1s safe and efficacious. PHS testimony before the Aging
Committee on March 6, 1986 concluded, "[wle consider that ample ex-
perience exists today to suggest that no health hazards for dialyzer

reuse have been demonstrated."

Testimony of other witnesses,2 as well as additional information and
data gathered by Committee staff following the hearing, have clearly
shown the PHS conclusion to be without foundation and, therefore, mis-
leading and deceptive. Nonetheless, PHS continues to rely heavily upon
these same flawed data and studies, while largely ignoring the data and
information revealing serious hazards and dangers 1n reuse. Discussed
below are several examples of flawed data and arguments used by PHS to
support 1ts claim that reuse of disposable dlalysis devices 1s safe and
efficacious.

Example No. 1. The principal wltness for PHS at the March 6 hear-
ing, John Marshall, Ph.D., Director of NCHSR/HCTA, PHS, cited the NIH-
sponsored report, "Multiple Use Of Hemodialyzers," to support his
contention that there are "no hazards assoclated with [reuse] 1f done

properly."3 The report "Multiple Use Of Hemodialyzers", most often cited
to support the safety and efficacy of reuse, was prematurely terminated
by NIH in 1981, and contained no study of the effects of reuse on
dlalysis patients.

Despite 1ts failure to complete this study, NIH permitted the
National Nephrology Foundation (NNF), its primary contractor for the
study, to 1issue a report, "Multiple Use Of Hemodialyzers,™ in June 1981,
The NNF report relied heavily on a limited study of the effects of
reprocessing on dlsposable dlalyzers. This "In-Vitro Evaluation Of

Certain Issues Related To The Multiple Use Of Hemodialyzers"u was con-
ducted by Arthur D. Little, Inc. (ADL), as a subcontractor to NNF.

Committee staff investigation revealed, however, that NNF had not
given ADL an opportunity to review the "Multiple Use Of Hemodlalyzers"
report prior to publication; and that, in October 1981, ADL had com-
plained to NNF for alleged misrepresentation and malinterpretation of the

ADL research findings.5

Dr. Marshall testifiled under oath on September 11, 1986 that, prior
to his testimony on March 6, he had been aware of the "controversy" and
allegations concerning the NNF final report, but that he had "discounted"

them.
Enrique D. Carter, M.D., Dr. Marshall's subordinate and the person
directly responsible for the PHS assessment of reuse which was conducted

following the March 6 hearing, gave swvworn testimony7 on September 12,
1986 concerning the NNP's report, "Multiple Use Of Hemodlalyzers". Dr.
Carter stated that, prior to an April 17, 1986 meeting with Aging
Committee staff, he was not aware that the NNF report "was lacking in

substantive factual data to support some very lmportant conclusions.”

Dr. Carter further testified that Norman Deane, M.D., principal
author of the NNF report, was unable to refute the complaints and charges
of ADL when questioned by NCHSR/HCTA staff in June of this year.9
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On August 6, two months after the meeting with Dr. Deane, Dr.
Marshall submitted the NCHSR/HCTA report on the assessment of reuse to
the Assistant Secretary for Health. Inexplicably, this report cited the
"data" in the NNF report as having "persuaded" nephrologlists "that
reprocessed [dlalyzers] maintaln states of cleanliness, function and

sterility. . . which 1s equivalent to the first-use dialyzer.“lo No

reference whatsoever was made about the controversy surrounding the NNF
report, nor to the fact that Dr. Deane could not refute the charges

leveled by ADL.11 When asked why the assessment report had cited the NNF
report without at least having stated that it was controversial, Dr.
Carter testified that 1t would have been "more appropriate" for the
assessment report to "have probably included a critique of all the data

we cite[d]."12

Example No. 2. Dr. Marshall cited in his testimony on March 6 a
"recent study” by Victor E. Pollak, et al., "Repeated Use of Dialyzers Is
Safe: Long~Term Observatlons on Morbidity and Mortality in Patients With

End-Stage Renal Disease."13 Dr. Marshall asserted that this study
"showed no difference 1in morbidity, mortality or days of hospitalization

between single and multiuse patients." .

James R. Beall, Ph.D., a board-certified toxilcologist, reviewed the
Pollak paper for his testimony at the March 6 hearing, concluding, "there

1s really no study here."15 Dr. Beall noted the following flaws and
deficlencles:

(1) "There were no controls in this particular [study]®"; (2) "It is
a reporting of incidences that have occurred at two different
[dialysis] units [and] there are no statistical analyses of the
incidences™; (3) "There 1is no comparison of incidences to those
occurring with [single use of dialyzers]"; (4) "There are indica-
tions that dlalyzer functlion decreases with multiple reuse and there
is no comparison over time of reuse"; (5) "They have not analyzed
the extent to which multiple [reJuse impairs, or not, the ability of
the [dialyzer] filters to function effectively and the consequence
effects on the patient"; (6) "There were no statistical analyses of
the data that they did have so that the level of probability of
change was never reported"; and (7) "There was no real presentation

of clinical data, clinlcal 1nformation."16

During his later testimony, Dr. Marshall did not challenge or dis-
pute Dr. Beall's critique of the Pollak study.17

The August 6, 1986 report on the PHS assessment of reuse, however,
makes at least six references to the Pollak study to proffer that this
study "suggest[s] that the mortality of dialysis patients 1s the same or
less in patients using reprocessed dlalyzers than in those using only new

dialyzers.“1 The PHS assessment report, conducted under the supervision
of Dr. Marshall, contalns no reference to any of Dr. Beall's criticisms
of the Pollak study.

Example No. 3. Dr. Marshall also made reference 1n his testimony on
March 6 to a 1980 FDA "Investigation of the Risks and Hazards Aasociated
with Hemodialysls Devices™:

"That study. . . focused on dlalyzer reuse and reprocessing and
found that patients undergoing dialysis treatment with reused
dialyzers were at no greater risk than patlients being treated with

new dialyzers 1f adequate reprocessing was performed."1

The 1980 FDA report does not, in fact, contain anything even faintly
resembling Dr. Marshall's statement. To the contrary, the report states:

"The 1ssue to be resolved. . . is whether standards. . . can be
written for the reuse of dialyzers. At the present time, such
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standards cannot be proposed for two reasons: First, in the absence
of definitive studles, such as the one contemplated by NIH, the
necessary criterla to establish standards cannot be formulated.
Second, at the present time, manufacturers label dlalyzers as belng
intended for single use only. Unless these issues are resolved,
standards related to reuse are not relevant. Currently, no devices
to accomplish reuse are commercially avallable in the United
States. The development of such devices in the future will depend
upon establishing reuse procedures proven to be safe and effective.
Until that has been accomplished, proposal for standards 1s not

indicated.“20

Referring to this passage in the FDA report, Chairman Heinz observed to
the PHS witnesses, "[tlhe inference, by the way, is that reuse 1is not
Justified.”™ The PHS witnesses did not challenge or dispute the

Chairman's observation.21

Nonetheless, another false statement erroneously attributed to the
FDA's 1980 report was included in a briefing book assembled during the
week of August 11, 1986 for Robert Windom, Asslstant Secretary for Health
and head of PHS. The briefing book, prepared in anticipation of a second
Aging Committee hearing on reuse, advised Dr. Windom:

"[FDA] did a. . . report in 1980, which examined risks and hazards
of dlalysis; [the report] concluded [that] standards were not

needed at that time."22

Example No. 4. At the March 6 hearing of the Committee, Dr.
Marshall suggested that reuse of dlalyzers has been found to be benefl-
cial to patients, compared to single use of dlalyzers:

"The reuse of disposable hemodialysis devices was first proposed by
Shaldon in 1963 and reported by Scribner in 1967. Shaldon per-
formed dally dialysis in Britain but was only allowed 3 filters a
week by the hospital. This necessitated reuse of the dialyzer. At
that time he noted that 1t was feaslble, safe, and assoclated with
fewer complications than was the first use of a new dlalyzer.

David Ogden later reported the "phenomenon of reaction to new
dialyzers," which he assoclated with the development of resplratory
distress, wheezing, malalse, back or chest pain, fever and chills
at the beginning of treatment. With recent improvements in
dialyzer technology, this syndrome 1s much milder and assoclated
with weakness, dizziness, and malalse. Aside from virtually
eliminating the effects of first use syndrome, reuse has been

assoclated with lower cost."23

The assessment report produced under Dr. Marshall's supervision also
reflects a view of "first use syndrome" as a medical problem caused by
using new dialyzers. The assessment, however, cites a body of research--
all published in 1983 and 1984 and presumably available to Dr. Marshall
for preparation of his testimony -- which identifies one critical
qualification of this view. As the report notes,

"[dialyzer] biocompatibility. . . 1s dependent on the materlal used

in the manufacture of the [dlalyzer] membrane.2u Hakim suggested
that patients with the first-use syndrome may benefit from dialysis
with other types of membranes that cause less complement activation,

such as polyacrylonitrile or polymethylemethacr‘ylate,"25 [emphasis
added].

It would appear from thils research that many cases of the alleged
"syndrome™ are in reality due to the incompatibility of certaln types of
dialyzer membranes with some patients' tissues -- a problem which can be
solved by using a different type of dialyzer for those patients.

This conclusion is supported by a 1985 study published by FDA on the
subject of patients' hypersensitivity reactions during hemodialysis. The
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final artlicle was written by two employees of FDA's Center for Devices
and Radiological Health (CDRH) but, for unknown reasons, 1is cited in
nelther the PHS testimony of March 6, nor the PHS assessment. The study
found that certaln groups of patlents and certain dlalyzers were more
likely to be incompatible, resulting in adverse patient reactions:

"The younger age groups have the highest [adverse patient] reac-
tivity, with nonwhites having a significantly higher reactivity
than their white counterparts in any age group. . . An analysis of
the reaction rates (the number of reactions reported normalized by
the number of dialyzers sold) showed some differences among
manufacturers. Dlalyzers manufactured with cellulose acetate
membranes were assoclated with the lowest rate of reactions, a rate
similar to that assoclated with Cuprophan membranes. As evidenced
by the data and discussion above, a low reported [adverse patilent]
reaction rate may not depend directly on the dialyzer 1tself, but
18 signiflcantly affected by the patient population mix that uses a

particular brand of dlalyzer."

Moreover, additional evidence avallable to PHS before the hearing
suggests that the reported incidence of "first-use syndrome™ may be
affected by the source of the report. For example, dialysis clinics have
an incentive to misclassify under the general label of "first-use
syndrome™ any adverse patlent reaction resulting from improper practice

and procedure at the clinic. The CDRH study27 demonstrated that in over
60% of the reported cases of "first use syndrome" it studied over a two
year period, the dialysis facility had failed to follow manufacturer's
instructions for preparing the dialyzer prior to patient use. This poor
procedure exposes the patlent to toxins, such as residual traces of
sterilants left over from the manufacturing process, which are supposed
to be flushed out prior to use of a new dialyzer. If the dlalyzers were
properly prepared for use, many of the reactions now belng attributed to
the "first use" of the dialyzer would not occur during the patilent's
first use of a new dlalyzer.

The impact of the CDRH study is to dramatically circumscribe the
range of cases of adverse patient reaction which can legitimately be
deflined as "first-use syndrome"™. Indeed, it 1s possible that there 1s no
such thing as "first-use syndrome™ after preventable hypersensitivity
reactions between certain patients and dlalyzers are properly identified
and accounted for.

The failure of PHS witnesses to mention, or to temper thelr sweepilng
claim that reuse "virtually eliminat{es] the effects of first-use
syndrome" with qualifications from this key CDRH study 1s particularly
puzzling because (1) it adds important new information to the literature
on this alleged "syndrome"™, (2) it was less than a year old at the time
of the hearing, and (3) John Villforth, the head of CDRH and supervisor
of the principal author of the CDRH report, was a witness at the hearing
along with Dr. Marshall.
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SECTION VI:
PHS HAS CONSISTENTLY MISLED THE CONGRESS, HCFA,
THE DIALYSIS COMMUNITY AND THE PUBLIC ON THE SAFETY OF REUSE

Beginning 1in 1981, the PHS took the position that reuse of dis-
posable dlalysis devices is safe and efficacious, if it 1s done

properly.1 That position, which remains unchanged, 1s without
foundation. Consequently, the PHS has repeatedly and falsely assured the
Congress, the American public, the dlalysis community, patients and
providers, and HCFA, administrator of Medicare's End Stage Renal Disease
(ESRD) program, that there are no dangers assocliated with reuse.

The genesis of this baseless PHS position was a decision by NIH in
1981 to publish a report, "Multiple Use of Hemodlalyzers," without having
conducted a Congressionally mandated study of the effects of reuse on

dialysis patients.2 The National Nephrology Foundation, Inc. (NNF)
prepared this report under contract with the NIH. The report, which was

based on a limited and incomplete study,3 has served as the very
linchpin for the clailm that reuse 1s safe. This, despite the fact that
the Congress' 1978 mandate for clinical study of patients subjected to
reuse has yet to be conducted by the PHS. Moreover, the private firm,
Arthur D. Little, Inc. (ADL), which, under subcontract, conducted the
limited research into the effects of reuse on the hollow-fiber dlalyzer,
sharply criticized the NIH-sponsored report's interpretation of the

firm's data.u

: The ADL complaints and criticisms led to a decision by the DHHS
General Counsel that NIH was not required to make public the ADL findings
and report. The General Counsel's justification for withholding the ADL
report from the publlic was that, "since the [ADL] subcontract report was
submitted to the contractor [the National Nephrology Foundation, Inc.]

+ « . the Government could not disclose or make public what it did not

possess."5 The ADL report was never released by NIH, thus precluding the
opportunity for the public to compare the ADL findings and data with
those in the NIH-sponsored report, "Multiple Use of Hemodlalyzers."

The highly controversial 1981 NIH report, however, was erroneously
cited early this year by the Office of Management and Budget (OMB) as
"conclud[ing] that re-use 1s both safe and effective, given the proper

cleaning method is employed."6 The OMB used this NIH report to Jjustify
to HCFA reductions in Medicare's dialysis reimbursement rates which

become effective on October 1, 1986.7

Following publication of the "Multiple Use of Hemodlalyzers" report
in 1981, i1ndividuals within DHHS continued to raise concern among them-
selves regarding the lack of clinical study of the effects of reuse on
dialysls patients. Much, 1f not most, of this concern focused on the use
by many clinics of formaldehyde, a potent toxin, for sterilizing the

throw-away devices.

For example, in February 1982, an ESRD Strategic Work Group reported
to the Secretary of DHHS four areas of "ecritical importance", including
the need for "a major clinical trial to determine effects of hemodialyzer

reuse."9

Yet, in September 1982, an FDA officlal wrote to a dialysis patient
regarding the patient's concern over the use of formaldehyde in
reprocessing disposable dlalyzers:

"Most individuals are chronically exposed to formaldehyde, which is
a natural product found in many foods and water in trace amounts.
In the human body it 1s rapldly transformed into formic acid, which
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18 1in turn transformed into carbon dloxide and water which are
normal metabolic products. . . The FDA is unaware of any report of
adverse reactlions due to the long-term use of dlalyzers disinfected

with formaldehyde solutions."10

What this FDA response neglected to tell this patient was that
neither the FDA nor anyone else knows what effects patients may be suf-
fering from reuse, simply because controlled clinical study has yet to be
conducted; that these clinics are not requlred to report adverse reac-
tions, acute or long-term, because these facilities are not federally
regulated; and that threat of malpractice lawsult from patients and thelir
families serves as a strong incentive for clinics not to report adverse
and injurlous reactions.

In late 1983, the FDA sent a letter similar to the one cited above
to a member of the Pennsylvania State Senate;11 and HCPA wrote to U.S.
Representative James Coyne, 8th District, Pennsylvania,12 and to U.S.
Senator Arlen Specter of Pennsylvania, indicating safety in reuse.13

During this same period, between April and November 1982, 27
patlents, who had been subjected to reuse in a Louislana dlalysis clinic,
were infected with a virulent mycobacteria; and, by September 1983, 15 of
the 27 patients had died. An article on this infection outbreak appeared
in the May 13, 1983 edition of the Centers for Disease Control (cpe)
Morbidity and Mortality Weekly Report (MMWR). This Louislana episode

spurred new interest at DHHS and PHS 1n problems assoclated with reuse.lu

Following the Louisiana infection outbreak, the CDC initiated a
study to analyze the water supplies of 150 dlalysis clinics. Results as
of April 1984 showed that 35 of the 39 clinics surveyed at that point had

mycobacteria in their water supplies.15 A CDC sclentist observed, "I
think the problem of mycobacterial contamlnation is much more widespread

than we ever anticipated."16

Three months later, in August, the FDA responded a second time to a
dialysis patient who had written to President Reagan about his concerns
regarding reuse of disposable devices. The FDA falsely assured the
patient that "data supports the safety and efficacy of the reuse of

dialyzers."17

While the FDA was responding to the dlalysis patient in August, a
committee within the FDA's Center for Devices and Radiological Health
(CDRH) was busy gathering information on serious problems assoclated with
reuse and other practices and procedures in dialysis clinics. A report
by the "Dialysis Use Committee"™ was issued in October 1984 and contained
39 pages of deficiencles and examples of poor quality control. The
report cited cases of bacterlal contamination, inadequate disinfection
procedures, toxlc materials in water supplies contaminating the blood of
patients, and others.18 This report, however, was not distributed out-

side the FDA's CDRH.?

By December of 1984, the PHS was, or should have been, aware that
there were serious and life-threatening problems with the reprocessing
and reuse of disposable devices in dialysis clinics. At least 15
patlents had died from bacterial infection in one clinic alone, the FDA's
Center for Devices and Radiological Health had catalogued serilous
deficiencies in 1ts October 1984 report, and the CDC's own study had
revealed widespread mycobacterial contamination of water supplies in
dialysis cliniecs.

Nevertheless, on December 31, 1984, the Assistant Secretary for
Health, DHHS, wrote to the National Kidney Patients Association:

"The majority of dialysis facilities reprocess [dialyzers], lending
support to the premise that multiple use of [dlalyzers] can now be
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considered standard medical practice. . . [S]urely, for the
majority of dilalysis patlents, an honest and trusting relationship
with the physiclan providing treatment should be a guarantee of

quality treatment whether reuse 1s practiced or not."20

Complaints to Congress from patients opposed to reuse increased as
more and more dialysis clinics turned to reuse, primarily, if not solely,
for financial reasons. Responding to these complaints, Congressman
Portney Stark, Chairman of the House Ways and Means Committee's
Subcommittee on Health, wrote to both HCFA and FDA concerning allegatons
that some clinlcs were "forcing" their patients to reuse. Mr. Stark
expressed concern over the lack of "generally accepted guidelines or
regulations defining standards for reuse,” and the lack of "informed

consent" !‘or‘patients.21 HCFA Administrator Carolyne Davis responded:
"I am acutely aware of the controversy [over the absence of stan-
dards for reusel]. . . At the present time, I believe the question
of reuse is a medical practice issue which, 1n the absence of
specific guidelines from the [FDA], should be decided by the

patient's physician."22

Dr. Davis also informed Mr. Stark that a private industry group, the
Association for the Advancement of Medical Instrumentatlon (AAMI), had

conducted a "recent study" that addressed reuse.23 AAMI actually was
attempting to draft guidelines for reuse with unofficial input from FDA
and CDC personnel. Elaboration on the failure to develop adequate stan-
dards/guidelines can be found 1n Section II of this report.

CDC sclentists at that time, however, were becoming increasingly
concerned, perhaps even frustrated and alarmed, over the lack of even a
voluntary set of comprehensive guidelines for reprocessing and reuse. A
CDC sclentist sharply criticized that section of the draft "AAMI
Recommended Practice™ guldelines which dealt with water quality, and
wrote:

"In additlon to the major outbreak of infections in Loulsiana there
have been two instances where non-tuberculous mycobacterial infec-
tions in dialysis patients were reported to CDC. . . [R]esults of
our survey of 115 dialysis centers. . . show that over 80% of these
centers had mycobacteria 1n water assoclated with the center.

These organisms cannot be ignored. . . How many outbreaks. . .
among. . . patients are needed to indicate that 2% formaldehyde is

an inadequate procedure?"zu

Despite the fact that these kinds of serlious concerns were belng

expressed internally by knowledgeable PHS personnel,25 publicly, dialysis
patients were, 1n effect, being told not to worry about reuse. For
example, HCFA wrote to a concerned patients group in July 1985, "Much
data has been published which supports the safety and efficacy of

2
reuse."

On March 6, 1986, following four months of investigation, the
Special Committee on Aglng conducted a hearing on "Disposable Dialysis
Devices: Is Reuse Abuse?". The PHS testimony contalned the very same
false assurances, references to flawed studiles and malinterpretations of
incomplete data that PHS and HCFA had been using for years to quell the
fears of dlalysis patlents, and to justify a "hands-off” approach to
reuse. For example, the principal witness for PHS, John Marshall, Ph.D.,
Director of the National Center for Health Services Research and Health
Care Technology Assessment (NCHSR/HCTA), testified that the PHS
nconsider[s] that ample experience exists today to suggest that no health

hazards for dlalyzer reuse have been demonstrated."27 Elaboration on
additional examples can be found in Sections IV and V of this report.

Dr. Marshall himself admitted after the hearing that the PHS tes-
timony was "flawed" and contained "serious omissions and inaccuracies
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- . . based on facts made available" to Dr. Marshall prior to the

hearlng.28 Dr. Marshall's admission came in July after his agency,
NCHSR/HCTA, was near to completing a health technology assessment of the
safety and efficacy of reuse. A detalled discussion of this PHS assess-
ment, which also turned out to be seriously flawed and incomplete, can be
found in Section VII of this report.

During the March 6 hearing, Chairman Heilnz questioned why the FDA
could not impose its Good Manufacturing Practices (GMP's) regulation on
dlalysis cliniecs to ensure quality control in reprocessing. The FDA
witness stated that his agency had considered reprocessing in dialysis

clinics as "the practice of medicine," and not subject to regulation.29

However, as early as February 1986, the FDA's own Reuse Committee, a
group that had been working for several years to formulate a "reuse
policy", believed that "FDA [had] the authority under the existing law to
regulate processing of devices for reuse whether it 1is carried out by the

original manufacturers, health professionals or others."3o This belief
was based on advice from the PDA's General Counsel.

Further clarification on this issue was provided to the Secretary on
April 16, 1986, as he was preparing to respond to Chalirman Heinz's writ-

ten request for FDA to impose the GMP's on reprocessors.31 The Secretary
was informed:

"[The FDA's] General Counsel says a legal argument can be made for
imposing GMP's or not enforcing them on dialysis cliniles. It

therefore becomes a policy decision."32

Several days later, on April 21, a second memorandum was forwarded
to the Secretary, and stated:

"FDA strongly opposes applying GMP standards. . . and has taken the
position that we should tell Senator Heinz in [your response] that
the GMP regulations do not apply, in order to 'close the door' to

further pressure from the Senator."33

Secretary Bowen apparently took the FDA's advice 1in responding to
Chairman Heinz. Contrary to the opinion of the FDA's own General
Counsel, that imposing GMP's was a "policy decislon", the Secretary wrote
to Chairman Heinz:

"Our legal counsel reminds us that the Federal Food, Drug, and
Cosmetic Act. . . specifically exempts from device regulation
'practitioners licensed by law to prescribe or administer drugs or
devices and who manufacture, prepare, propagate, compound or
process drugs or devices solely for use in the course of thelr
professional practice.' As you can see, the statutory language

ralses potential legal 1ssues."3u

Soon after the March 6 hearing, a series of infectlon outbreaks
among patients in clinics practicing reuse began to surface. Some
patients were hospitalized, and at least one death may have been caused
by infection. The CDC and FDA became aware of these outbreaks, beginning
in early April, and initlated investigations at clinics in California,
Texas, Florida and Georgla, beginning in early May of this year.

In mid~June, CDC epidemiologists began to draft an article for
publication in 1ts Morbidity and Mortality Weekly Report (MMWR) to alert
and warn the medical community about the threat of infection in reuse.
The article went through at least seven drafts prior to publication on
June 27, with much input from FDA and some from NCHSR/HCTA on what

information the article should and should not contain.35

According to CDC, both FDA and NCHSR/HCTA did not want any mention
in the article of controlled clinical study, much less, the need for such



46

studies.36 CDC accommodated both agencles by removing from the article
the statement:

"There are. . . no controlled clinical studies validating the safety
or assessling the risk to patlents of the practice of the reuse of
disposable [dlalyzers], nor are there controlled clinical studies
comparing the morbldity and mortality of patients belng dialyzed
with new dialyzers with that of patients being dialyzed with
reprocessed 'single use only' dialyzers. "The conduct of this
assessment, which was announced at the March 6 hearing, was, ac-
cording to Dr. Marshall's own staff, allotted an unreasonably short

length of time for completion.37

CDC also, at the request of FDA,38 removed at least one other statement
from the article prior to publication:

"There are. . . no federal standards for ensuring the functional or
microbiologic quality of 'single use only' [dialyzers] reprocessed

in [d1alysis] clinies.n3?

On June 25, 1986, two days prior to publication of the MMWR article,
James S. Benson, Deputy Director of the FDA's Center for Devices and
Radlological Health, wrote to Frank Young, M.D., Commissioner of FDA:

"We've been told that CDC plans to release the article this Friday.
. « + Our staff have been in contact with both the authors of the
article and reviewing officlals to suggest some changes to bring it
in line with the statements about dialysis reviews made by Dr. John
Marshall [Director, NCHSR/HCTA] and John Villforth [Director, CDRH,
FDA) at the [Senate Aging Committee] hearing on [dialysis reusel

this past Mar‘ch."l‘0

When asked in sworn deposition to explain what he meant by bringlng the
article "in line" with the March 6 testimony, Benson stated, "when )
Marshall and Villforth [made] statements at the hearing, as far as I am

concerned, that's stating a policy, Publlic Health Service policy."ul The
"policy" referred to by Benson, and articulated by the PHS witnesses at
the March 6 hearing, was that there 1s no need for enforceable federal
standards, or for controlled clinical study to determine safety and
efflcacy of reuse for dlalysis patlients.

CDC epidemiologists, however, believe that such standards, as well
as cl;nical study, are needed in light of their recent investigations of

infection outbreaks in five dlalysis clinics.u2

Dr. Marshall himself recommended to the Assistant Secretary of
Health on July 8, 1986:

"The PHS needs to take a clinically and scientifically based stand
with respect to this i1ssue. We need to communicate that directly
and emphatically to [HCPA], even 1f that means recognizing that our

earlier testimony was f‘lawed.""l3

All copies of this memo, however, were retrieved by Dr. Marshall after 1t
had been distributed to the Assistant Secretary for Health and others at
a meeting on July 8. According to Dr. Marshall, he gathered up all

coples after a deputy to the Assistant Secretary commented to Dr.
Marshall during the meeting: "This [memo) 1s pretty frank. You weren't

planning to distribute this, were you‘?""‘5

Dr. Robert Windom, Assistant Secretary for Health, imposed a filnal
deadline of August 6 for Dr. Marshall and his agency, NCHSR/HCTA, to
submit, the health technology assessment report on the safety and efficacy
of reuse. Dr. Marshall met the deadline and, on August 7, began drafting
a one-page memoc for Dr. Windom's signature, under which the assessment
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report would be forwarded to William Roper, M.D., Administrator of HCFA.
NCHSR/HCTA normelly provides HCFA with an assessment report on medical
issues if there 1s potential for a contemplated or proposed HCFA action
to impact negatively on a Medicare or Medicald program, or on the
beneficlarles themselves.

There was, 1ndeed, good reason for the PHS to forward the NCHSR/HCTA
assessment report on reuse to HCFA because that agency was preparing to
publish on August 15, 1986 a final regulation to reduce the dialysis
reimbursement rates in order to save money. These reductions, however,
w1ll encourage, if not force, an lncrease in reuse among the 1,300
dialysis clinies; and, consequently, many more dlalysis patients will be
subjected to the potentially dangerous risks assoclated with reuse.
Elaboration on the effects of the rate reductions can be found in Section
III of this report.

Dr. ‘Enrique Carter, who directly supervised the NCHSR/HCTA's assess-
ment, recalls that he discussed with Dr. Marshall on August 8, Dr.
Marshall's draft memo for Dr. Windom's signature, and that he disagreed

with the content of the memo.ll6 Dr. Marshall does not recall any such
discussion. Instead, he recalls Dr. Carter having saild that the memo was

]
was accurate, 7

Dr. Carter, however, testified that he "took exception®” with the
accuracy of certain statements in the draft memo that Dr. Marshall had

prepared for Dr. Windom's signature. For example, the memo contained
the statement:

"The findings indicate that when physiclans and facilitles exercise
appropriate quality control over reprocessing. . . patlent outcomes
appear to be no different 1in facilities that reuse dlialyzers than
for those facilitlies where single use 1s the normal operating
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mode."

When asked why he took exception with the accuracy of this state-
ment, Dr. Carter responded:

"Well, there were two things that were foremost in my mind. ©One 1s,
we don't know what the specific quantifiable risks are for reusers
as opposed to non-reusers. And the second reason was that in the
one study that had actual quantified data. . . on the specific
[patient] complication rate [showed that] only in the facilities

that practiced reuse [were] there complications."50

Dr. Carter also disagreed with a second statement in Dr. Windom's
memo to Dr. Roper, which reads:

"The absence of reported increases in the morbidity and mortallity
gilven increased practice of reuse suggests that virtually all

facilities are following adequate pr‘ocedures."51

Dr. Carter said he "took exception" with this statement "for the same
reason. . . because I need to see data, hard data, that 1s systematically

gathered on that position."52

Moreover, these statements contained in Dr. Windom's memo to Dr.
Roper did not 1n any way reflect the findings and conclusions in the
assessment report itself. VYet, this lnaccurate and misleading memo was
forwarded to HCFA on August 11, 1986. Also, on that same day, the
NCHSR/HCTA belatedly received reams of documents and reports from both
the FDA and CDC, which further confirmed that the statements contalned 1n
Dr. Windom's memo were, indeed, inaccurate and misleading.

Nonetheless, five days later, on August 15, HCFA published 1ts regulation
tosreduce Medicare's dlalysis reimbursement rates, effective October 1,
1986.
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SECTION VII:
THE PUBLIC HEALTH SERVICE ASSESSMENT OF

THE SAPETY AND EFFICACY OF REUSE IS FLAWED AND INCOMPLETE

The Public Health Service announced at the Aging Committee's March
6, 1986 hearing that, although "ample experience suggests" that there are
"no health hazards"™ in reuse, 1t would initiate a health technology
assessment. John Marshall, Ph.D., the principal witness for the PHS and
Director of the National Center for Health Services Research and Health
Care Technology Assessment (NCHSR/HCTA), said his agency would conduct a
"formal assessment" of the safety, efflicacy and cost-effectiveness of

dialyzer r'euse.1

This action by the PHS seemed promising and responsible. On the
very same day of his testimony, however, Dr. Marshall wrote a note,
stamped "CONFIDENTIAL" to his superlor, the then Acting Assistant
Secretary for Health, Donald MacDonald. The full text follows:

"Prior to today's hearing with Senator Helnz on thils subject, I had
assumed that we could carry out the assessment within the 60-day
period that was specified in your March 5 memorandum. However, the
original plan was to have used this as a way of deferring a response
to the Senator. Unfortunately, it was decided that I should promise
in the testimony to carry out this assessment. This means that the
process will be carried out under the careful scrutiny of committee
staff, probably Mr, Mitchie. The substantive part of our analysls
is completed. We had to do that for the testimony. There is noth-
ing new that will be found. But, because of the sensitivity of this
and the activation of constituency groups as a result of these
hearings, I think it best that we be allowed 90 days for carrying
out the study. That will allow time for following our formal
process which 1includes a notlice in the Federal Reglster and
solicitation of comments from the cognizant speclalty and sub-
specialty groups. In this case we will probably solilcit comments
from the patient groups as well.” They won't have fTacts to glve us
but will give us strident opinions. I don't expect that Mr. Mitchle
Wwill perceive the study as anything but a whitewash and consequently
that will be the Senator's view. But I think we can forestall at
Teast some criticism by goling to 90 days. If you concur I will send
you a formal request for an extension without any of this

background. (signed) John E. Marshall, Ph.D., Director.2 [Emphasis
added]

Dr. Marshall's note raises three fundamental questions: (1) how
could he state with certalnty that "nothing new" would be found, when his
agency had not even begun the assessment?; (2) how could the NCHSR/HCTA
conduct a "formal assessment" in three months or less, when, on average,
such a study takes nine months or more?; and (3) why d1d this particular
assessment have to be completed so quickly?

These questions relate to certaln facts and circumstances that later
became known to Aging Committee staff and are enumerated below:

1. NCHSR/HCTA had never before assessed any aspect of reusing these
disposable devices. There was little more than a week in which to
prepare Dr. Marshall's testimony. Thls was hardly time enough for Dr.

Marshall's short-staffed agency3 to collect, much less to analyze, all
existing data and information on reuse. As one of the only two
NCHSR/HCTA staff persons assigned to the assessment put 1t, "Reuse is a’

very complex issue."
2. In preparing for his testimony on March 6, Dr. Marshall relled

heavily upon FDA, CDC and NIH for information and data. Unfortunately,
some of this information, including reports and other pertinent internal
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documents in the flles of these agencies, was not provided at that time
to Dr. Marshall. ’

3. The NCHSR/HCTA did not publish its notice in the Pederal Register
soliciting comment and information from any and all sources until April

10,5 more than a month after Dr. Marshall had stated to Dr. MacDonald,
"There 1s nothing new to be found."

4. The NCHSR/HCTA initilally was given only 60 days, until June 13, to
complete the assessment and to submit a report to the Office of the
Assistant Secretary for Health. This deadline fell only three days after
the end of the 60-day public comment period which had been advertised 1in
the Federal Register. Dr. Enrique Carter, the NCHSR/HCTA official who
closely supervised the assessment, agreed that 1t was "extraordinary, ir
not unique," for him to have been given only three days following the end

of the comment period to produce a report.

5. Prior to the March 6 hearing, HCPA had begun to draft a proposed
regulation at the behest of the Office of Management and Budget (OMB) to
reduce Medlcare's dialysis reimbursement rates. If the assessment found

that there was hazard assoclated with reuse, 1t would be difficult for
HCFA to justify the reductions, simply because reducing these rates would

be. seen as likely to encourage, 1f not force, lncreased reuse.7

NCHSR/HCTA relied on FDA, CDC and NIH in preparing testimony.

During the week prior to Dr. Marshall's testimony on March 6,
NCHSR/HCTA staff were provided with a voluminous briefing book from FDA
which contalned materials from that agency, as well as from CDC and NIH,
on reuse. Much of this material was over-simplified or incomplete, or
both, and, therefore, misleading with regard to safety and efficacy of
reuse. Por example:

o A briefing paper on "The Reuse Of Hemodialysis Systems™ prepared by
FDA stated: "Studles have shown that reuse 1s safe as non-reuse if
dialyzer reprocessing 1s done adequately. Reuse patients [are] shown not
to be at a disadvangtage compared to other patlients. Listed as support-
ing these statements are the FDA 1980 report, "Investigation of Risks and
Hazards Associlated with Hemodlalyzers," and the 1981 NIH-sponsored

report, "Multiple Use of Hemodialyzers." Neither of these reports
supports the briefing paper statements. Elaboratlon on these reports can
be found in Section V of this report. Also, the briefing paper cited FDA
as having taken "action to help assure adequate reprocessing” by its
involvement in the drafting of voluntary guidelines for reprocessing.
These guidelines, however, only attempt to address reprocessing of the
dialyzer filter, and not the blood lines, transduce{ filter and dlalyzer

caps.9

N\
o FDA also falled to provide Dr. Marshall with a 198Q report including
39 pages of serlous deficlencies in reprocessing/reuse ang other dlalyslis

practices and procedures,lo as well as other documents pertalning to
reprocessing/reuse and dating back to November 1983.11

o The CDC's briefing paper for Dr. Marshall referred to its
"Survelllance of Dialysis-Assoclated Diseases and Hemodlalyzer Reuse," an
annual survey conducted jointly by CDC and HCFA. But this paper falled
to inform Dr. Marshall that this survey, which sollicits voluntary report-
ing from dialysis clinics, 1s unvalidated and does not even ask specific
questions regarding increased incidence of bacterial infections 1in
patients.

o The NIH provided Dr. Marshall and NCHSR/HCTA with an October 9, 1981
letter in which a subcontractor to the NIH-sponsored study, "Multiple Use
of Hemodlalyzers," complained that data had been misrepresented and

malinterpreted.12 Not provided, however, was the attachment -- a list of
33 specific complaints and suggested revisions pertaining to the report



I
\
\

on the study.13 NIH also failed to inform NCHSR/HCTA that this four-
year-old controversy had never been resolved.

NCHSR/HCTA solicited additional information from FDA, CDC, NIH, and the
public.

In addition to publishing a notice in the Federal Register on April
10, 1986, NCHSR/HCTA forwarded letters to the FDA, NIH and CDC seeking

any and all informatlion on the safety and efficacy of reuse.lu

A week later, Dr. Carter and his assistant, Martin Erlichman,
visited the Committee offices to review the Committee's reuse investlga-
tion files. Dr. Carter requested coples of numerous internal DHHS
documents which NCHSR/HCTA had not been provided, but were pertinent to
the assessment of reuse. .

Meanwhile, both the FDA and CDC had become aware, beginning in early

April, of infection outbreaks at clinics practicing reuse,15 but delayed
informing NCHSR/HCTA of these 1ncidents. First to apprise the NCHSR/HCTA

of these outbreaks was the Aging Committee staff, 1n mid—May.16

Responding to the NCHSR/HCTA's April 9 request for comments and
additional information on reuse, the FDA wrote that agency on May 28:

"All information concerning the 1ssue of reuse®**#is already avall-
able to [NCHSR/HCTA] as part of the package prepared for the
Senator Helnz hearing. The Office of Device Evaluation [at FDA]

has no additional 1nformation."17

Dr. Carter testified in sworn deposlition that he was distressed and
angered by the FDA response, because he knew by May 28 that this was not

a true statement.18

By mid-June, the CDC and FDA had begun to collaborate on publishing

an alert regarding the recent infection outbreaks,19 but the CDC falled
to mention the outbreaks in its June 20 response to NCHSR/HCTA's request

for additional information.2® The NCHSR/HCTA did not recelve official
written notice from FDA on the infection outbreaks until June 25.21

NCHSR/HCTA continued to have difficulty in obtaining FDA and CDC

documents and data pertinent to the assessment of reuse.22 Most of the
reports and other written materials concerning the infectlon outbreaks,
results of the FDA-sponsored state surveys of dialysls clinles, and
serious deficiencles in dialysis device manufacturing practices were not
provided to NCHSR/HCTA until August 11, after the assessment had been

completed.23

Upon recelving many of these items from FDA and CDC in late July and

early August, Aging Committee staff shared them with NCHSR/HCTA.Qu But
it was too late for NCHSR/HCTA to include this materilal in its
assessment. Section I of this report reviews much of the voluminous
materials that NCHSR/HCTA was not provided prior to completion of the
assessment.

NCHSR/HCTA was given too little time for the assessment.

Normally, it takes NCHSR/HCTA nine months or more to complete an
assessment, including the gathering and analysis of information and data
and drafting of a report. In the case of the reuse assessment, however,
the agency was given far less tlme.

Consequently, a substantial amount of information and data pertinent
to the assessment could not be analyzed and incorporated into the August
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6, 1986 assessment report. Principal among these materials are: (1) a
report from the State of California on an FDA-sponsored survey of 31
dlalysis clinics, which revealed serious deficiencies and problems in
reprocessing practice and procedure; (2) the CDC's investigations of five
cliniecs, 1in Texas, Florida, California and Georgia, which revealed
problems and deflclencles similar to those discovered in the FDA-
sponsored surveys of dialysis clinics in California and the District of
Columbia; and (3) the CDC's findings that two, and possibly three, of the
five elinies 1t investigated this year showed a statistically significant
increase In patient infectlons as the number of reuses of dialyzers
increased,

From the very outset of the assessment, NCHSR/HCTA personnél ques-
tioned whether it could be completed within 60 days, the first deadline

that was set by Dr. Marshall.25 Martin Erlichman and Dr. Enrique Carter,
both of whom were assigned to conduct the assessment, were concerned
about this short timeframe. Erlichman felt that this deadline was

“unreasonable,"z6 and Dr. Carter recalls having repeatedly ralsed this

1ssue with Dr. Marshall as the assessment progressed.27 Dr. Marshall,
however, stated that Dr. Carter had "no difficulty™ with the deadline,

and did not voice any concern until early June.2

Nonetheless, NCHSR/HCTA intended to meet the first deadline of June
10 for completing the assessment.29 This plan was scrapped, however,
when NCHSR/HCTA received comments from Chairman Helnz on June 930 in

response to the NCHSR/HCTA's April 10 Pederal Register notice.31
Appended to the Chalirman's comments were numerous internal DHHS, PHS and
HCFA documents, the Committee's March 6 hearing record, and the petition
filed by the Chairman and five other members of the Committee wlth the
FDA, seeking to have that agency 1lmpose its Good Manufacturing Practice
(GMP's) regulation on dlalysls clinics practicing reuse. Chalrman
Heinz's comments pursuaded NCHSR/HCTA and the PHS to spend another 30
days on the assessment, and the deadline was extended to July 10.

On July 8, however, Dr. Marshall briefed the newly installed
Assistant Secretary for Health, Robert ¥indom, M.D., on the progress of
the assessment, and the fact that CDC and FDA were investigating recent
infection outbreaks at at clinics 1in four states. Dr. Windom granted Dr.
Marshall a second 30-day extenslon on the deadline for an assessment

report.32

In the meantime, both FDA and CDC continued to generate reports and
other documents, including findings and conclusions pertalning to the
infectlion outbreaks in Texas, California, Florida and Georgla. FDA was
also awalting reports from Massachusetts, California and Ohio, where FDA
had sponsored surveys of conditions and practices and procedures in
dialysis clinics. The PHS, FDA and CDC began providing coples of these
voluminous materials to the Aging Committee on July 29, but failled to
share the same materials with NCHSR/HCTA prior to August 6, the new and

final deadline for the assessment report.33
Aging Committee staff apprised Dr. Marshall and his staff of these
materials in late July, and began providing the documents to NCHSR/HCTA

on August 2. Recelpt of these materlals, which were highly pertinent to
the assessment, prompted Dr. Carter to request another delay in complet-

ing the report for Dr. w1ndom.3u Dr. Carter believed that there was a
need to analyze these documents to ensure that the assessment would be

complete and thorough.35 Dr. Marshall denled Dr. Carter's request and
forwarded the report to Dr. Windom on the afternoon of March 6.3
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Terminatlon of the assessment accommodated HCFA.

The incomplete and flawed assessment report was forwarded to William
Roper, M.D., Administrator of HCFA, on August 11, five days prior to

HCFA's publication of dlalysis reimbursement rate r‘eductions.37

Dr. Marshall denies that there was any connection between the August
6 deadline for the assessment report and HCFA's August 15 publication of
the rate reductlons. "It was merely colncidental," according to Dr.

Mar'shall.3 Sworn testimony of other witnesses and internal PHS docu-
ments, however, strongly indicate otherwise.

The PHS, as well as NCHSR/HCTA, were aware of HCFA's intention to
propose the rate reductions prior to the Aging Committee's March 6 hear-
ing on reuse. The first indication of thls awareness was contained in a
March 5 memo to Dr. Marshall from Donald Ian MacDonald, M.D., the then

Acting Assistant Secretary for Health.39 This was the memo in which
NCHSR/HCTA was requested to conduct the assessment and, in it, Dr.
MacDonald referred to HCFA's "interest"™ in the "cost impllications" of

r'euse.lJo "The importance of this issue," wrote Dr. MacDonald, "dictates

a timely analysis."” 1

HCFA's interest 1in reducing the rates was also brought up 1in tes-

timony at the March 6 hear'j.ng.)"2 Both Dr. Marshall and Bartlett Fleming,
the then Acting Deputy Administrator of HCFA, testified that they did not
know whether or not a reductlon in rates would encourage an increase in

r'euse.u3 "If [HCPA publishes the proposed reductions]," sald Fleming,
"there would be ample time for all iInterested partles to comment [and we

would] make a determination as to what to do."uu HCFA published 1ts
proposed regulation for rate reductions on May 10.u

One month later, on June 6, Dr. Marshall prepared a memo clearly
indicating that PHS was, indeed, considering how the assessment findings

would impact on I*ICFA."6 This memo, which was signed by Dr. MacDonald and

addressed to Donald Newman, Under Secretary for DHHS, stated:

"At the [March 6] hearing, Dr. Marshall agreed to conduct an assess-
ment of. . . reprocessing and reuse. That assessment will be
completed on June 10 and will be transmitted with recommendations
to HCFA at that time. NCHSR/HCTA has found no new evidence con-—

tradictory to the position which we took 1in testimony."u7

This plan, however, was struck down by Chalirman Heinz's voluminous sub-
mission on June 9 of internal PHS documents to NCHSR/HCTA, and the
assessment deadline was extended.

HCFA again recelved prominent mention 1n a July 8 memo from Dr.
Marshall to Dr. Windom. The memo began by stating:

nAs HCPA continues to ratchet down the reimbursement rate for
hemodlalysis, concern has grown on the part of hemodialysis
patients and the Congress, with respect to the safety and efficacy
of the reuse of dialysis equipment. . . As events have unfolded, it
is clear that the March 6 testimony was not based on all the ger-
mane facts. . . We need to ascertaln a PHS position and inform HCFA
of that position so as to minimlze embarrassment for the
Department. . . We need to communicate that directly and emphati-
cally to [HCFA]; even if that means recognizing that our earlier

testimony was f‘lmved"ll8 [emphasis supplied].

Dr. Marshall later denled 1n sworn testimony that this memo was meant to
warn Dr. Windom that PHS assessment should not be used to accommodate

HCFA's desire to lower the reimbursement rates.ug
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Two days later, on July 10, a memo generated within the Office of
the Assistant Secretary for Health discussed the need to keep HCFA

informed on the progress of the NCHSR/HCTA's assessment.so A copy of
this note, which was written by Anne Desmond and addressed to Bob

Rickard, was shared with Dr. Mar'shall.51 Item No. 1 in this note reads
as follows:

"Ask John Marshall if he has kept Bill Roper or Henry Desmarails [of
HCFA] informed of the progress of his [assessment]. HCPA 1s
proceeding with a new End Stage Renal Disease Program reg uiation],

that will reduce relmbursement rates for kildney dlalysls; ob-
viously, 1f that happens, dlalysis centers will want to shift to
even more dlalysis filter reuse, since 1its cheaper. Therefore, if
John Marshall reaches conclusions that reuse 1s a health hazard, 1t

could put HCFA folks in a quandry [sic]."‘52 [Emphasis added]

Dr. Marshall said he never followed up on this note, and did not keep
HCFA abreast of his findings.53 Dr. Marshall stated in sworn testimony:

"I didn't see that as a germane 1ssue. . . [Olnce I knew that there
was a [proposed] regulation, I was very, very careful not to dis-
cuss 1t with [Dr.] Henry [Desmarais] or people on his staff. . .
But they knew -- they knew we were doing this assessment and they
weren't asking me about 1t and I wasn't telling them about 1t. I
mean they weren't worrled about the outcome. And I don't think

that they were thinking that it was or would be a problem."su

Dr. Marshall, however, did recall having informed Dr. Desmarails that
"there would be no recommendations to HCFA in [the assessment report],
that it would all be recommendations dealing with things that I thought

the PHS agenclies should do."55 Further, Dr. Marshall recalled Dr.
Desmarais having remarked to him on another occasion that "the timing of

my [July 8] memo to Dr. Windom was not real helpful to [HCFA]."56

As HCPFA was preparing to publish its regulation to reduce the
dlalysis reimbursement rates, Dr. Marshall, with the assistance of Dr.
Carter, drafted a cover memo for transmittal of the assessment report to
Dr. Windom. This August 6 memo stated:

"While the current information does not provide evidence that mul-
tiple use is without hazard, neither does it demonstrate sufficlent
grounds to .abandon reuse. We have determined that there are poten-
tial hazards assoclated with reprocessing of [disposable dialysis
devices ]; that long term effects of the disinfectant used in
reprocessing need to be better understood; and that there is
insufficient patient education material to assist patients in
making an Informed consent for dlalyzer reuse. There 1s a need to
take steps to assure that facllities choosing to reuse observe
practices consistent with optimal patient safety and clinical
effectiveness. . . It 1s incumbent on the [PHS) to identify and to
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publicize the optimum practices for assuring safety and qualit
(Emphasis added]

Dr. Carter, who had closely supervised the drafting of the report,
belleved this one-page memo accurately characterized the findings and
conclusions of the assessment.

On the following day, however, Dr. Marshall drafted a second one-
page memo -~ this one, for Dr. Windom's signature, under which the

assessment report would be forwarded to HCFA.58 The content of this
memo, also meant to summarize the assessment findings and conclusions,
bore no resemblance whatsoever to Dr. Marshall's August 6 summary to Dr.
Windom. For example, there was no mention of "potential hazards," nor of

the need for adequate informed consent of patients.59 Instead, this
second memo 1ndicated that "patient outcomes™ were "no different" in



clinics that reused as opposed to those that did not reuse.60 It also
falsely suggested that "virtually all facilities are following adequate

procedures."61 Prior to being forwarded to HCFA on August 11, Dr.
Windom's memo was reviewed and revised by no less than 10 individuals
from the Office of the Assistant Secretary for Health, CDC, NIH, FDA and

the Chief Counsel for the PHS.62

Dr. Carter "took exception™ with the accuracy of the memo, and so

informed Dr. Marshall.63 Later, in sworn testimony, Dr. Marshall did not
recall such a discussion with Dr, Carter. To the contrary, he recalled

that Dr. Carter had agreed with the content.su He further testified that
he thought that Dr. Windom's August 11 memo was a "more accurate and

comprehensive statement” than the August 6 memo.65

The statements in Dr. Windom's August 11 memo referred to above do
not appear anywhere 1n the findings and concluslons of the assessment

report.66 Martin Erlichman, the primary drafter of the assessment
report, characterized these statements in the memo as untrue and

1naccurate.67 Dr. Carter found the content of the memo to be unaccep-
table, and labelled the statement suggesting that "virtually all
68

facilities" were "following adequate procedures"™ as a "non sequitur”.

Nonetheléss, Dr. Marshall denied in sworn testimony that the purpose
of the August 11 memo was to accommodate the needs of HCFA by providing

that agency with justification to go forward with the rate reductions.69

But John Villforth, Director of the FDA's Center for Devices and
Radiological Health, stated otherwise. Villforth, who was one of the 10
participating PHS officials in the review and revision of the August 11
memo, stated the following in sworn deposition:

"My understanding was that there was a concern on the part of HCFA
that the assessment report not say something inconsistent and there
was a need to transmit that information to HCFA -- inconsistent
with what approach HCFA might be taking in their final [regulation
for the rate reductions]. . . [T]his was an attempt to give them
the information -- the tools to draw their final conclusion, HCPA's

final conclusion."70
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SECTION VIII: RECOMMENDATIONS

l. Until further information 1s avallable, providers of dialysls serv-
ices who reuse "single use only" dialyzers, should review their practices

and experlience and assess whether alternatives to one-time use of
dlalyzers are appropriate and optimally beneficlal to patlients. At
present, there are no controlled clinical studies vallidating the safety
or assessing the risk to patients of the practice of the reuse of dis-
posable dialysis devices. Further, there are no controlled clinical
studles comparing the morbidity and mortality of patients belng dialyzed
With new dlalyzers with that of patients belng dlalyzed with reprocessed
"single use only" dialyzers.

2. The Secretary of the Department of Health and Human Services should
direct the Publlc Health Service to undertake a truly thorough, objec-
tive, and complete assessment of the problems associated with reuse. Due
to the varlety of complex Issues surrounding reuse, and the lack of
knowledge within federal regulatory agencies, the Congress, the sclen-
tific community, as well as dialysis patients, their clinics, and their
physliclans, the Public Health Service promised Chairman Heinz 1t would
undertake a thorough assessment of the issue. The assessment that was
performed, however, was done 1n an unreasonably, and unusually short
time. Consequently, 1t was flawed, incomplete, and misleading.

3. The Secretary should direct the Centers for Disease Control to follow

the recommendation of 1ts own epldemiologists, and immedlately initlate a

comprehenslve investigation of a natlonal sample of dialysis clinics to
determine the extent of poor practice and procedure 1n reprocessing and
reuse. Since 1977, when clinics began to reuse dialysis devices, the PHS
has relled on an annual CDC survey of clinics for information concerning
the adverse effects of reuse on patients. Since the reporting of out-
breaks to the CDC 18 voluntary, and the survey does not include specific
questions dealing with increased rates of infection due to reuse, the
relliability and validity of the survey 1s questionable. Nevertheless,
the PHS has not attempted to collect verifiable data on the safety and
efficacy of reprocessing dialysis devices.

8. The Secretary should direct the FDA to promulgate uniform, enforce-
able Federal standards to promoté safety and efllcacy In reuse of

" disposable dlalysis devices, as well as all other disposable medical
devices that are reprocessed for reuse. 1n 1978, Congress passed the
Medical Device Amendments to the Federal Food, Drug and Cosmetic Act to
give the FDA authority to promulgate regulations that will ensure proper
manufacturing and processing of products. Since then the FDA has
developed no standards for any "Class Two" medical devices, 1ncluding
disposable dialysis devices. While manufacture of new devices must meet
the standards of the Good Manufacturing Practlces, there are no federal
standards for ensuring the functional quality of "single use only"
dialysis devices that have been reprocessed.

5. The new DHHS Interagency Reuse Task Porce should give thorough and
serious conslideration to the findings and recommendations contained in
this report when formulating a policy for the reuse and reprocessing of
dialysis devices. On September 5, 1986 Assistant Secretary for Health
Windom wrote a letter to Chairman Heinz announcing the establishment of
an Interagency Task Force on Dialyzer Reuse. According to Dr. Windom,
the Task Force will provide a focal point for dialysis reuse, advise him
of the progress of the forthcoming PHS assessment, and develop an 1im-
plementation plan for DHHS policy on the issue.

6. The Task Force should be expanded to include representatives of
dialysis patlents, clinicians, and device manufacturers who favor reuse,

and other representatives from these groups that are opposed to reuse.
This actIon will ensure the views of all parties interested In the reuse
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of dlsposable dlalysis devices are heard. The Task Force 1s currently
comprised of members of Dr. Windom's staff, as well as representatives of
NIH, CDC, FDA, NCHSR/HCTA, and the Chief Counsel of the Public Health
Service.

7. HCFA should immediately withdraw 1ts regulation for reducing
Medicare's dialysls reimbursement rates, so as not to encourage or force
an increase 1n the reuse of dlalysis devices. Since increasing profits
by reducing the cost of dialysis treatment is the primary reason for
reuse, reducing the Medlicare dlalysis reimbursement rates will provide
greater 1ncentive for clinics to reprocess dlalysis devices. In addi-
tion, desplte assurances made to this Committee by HCFA, there is
evidence that many dialysis clinics are threatening patients; telling
them they must either submit to reuse, or seek treatment elsewhere.

8. The FDA should require dialysis clinics that practlce reuse to abide
by the requirements of the Good Manufacturing Practices in accordance
with, and as provided for in, exlisting law and regulations. The language
of the GMPs already applies to reprocessors. In addition, an internal
task force within FDA has sald that reprocessing of dialysis devices in
ESRD clinies falls within the language and purpose of the regulations.
Moreover, the Federal Pood, Drug, and Cosmetic Act gives the Secretary of
DHHS, through the FDA, the authority to promulgate regulations to ensure
the safe manufacture and use of medical devices.

9. The Secretary of DHHS should require that controlled preclinical and
clinical studles be performed to assess the dangers associated with the
reuse of all dlalysis devices, including the dialyzer, blood tubing,
dialyzer caps, and transducer filiter. In 1973, the Congress ordered the
DHHS to perform a study to determine the effects of reuse on the safety
and efficacy of dialysis devices. The phase of the research that was to
involve controlled clinical study was never performed. Since that time,
no controlled clinical study has been initiated.

10. The Secretary of DHHS should direct HCFA to enforce the patients’'
rights provisions of the Medicare conditions of participation, and
thereby protect the legally guaranteed rights of dialysis patlents.
Committee staff have learned that these regulations are being violated by
many dlalysis clinics across the country. Nevertheless, HCFA only in-
spects about one-half of all ESRD clinies each year, and has falled to
follow through on 1ts stated intent to enforce these laws. Prompt action
by HCFA should help dlalysis patients to maximlze their independence and
self-control over their own health, an express purpose of the current
regulations.

11. DHHS should require dialysis clinics to inform their patients 1in
writing about the risks assocliated with reuse and reprocessing, and allow

the patlents the freedom to choose whether or not to reuse their dialysls

devices. Although federal regulations requlire that dlalysls clinlcs
allow the patient to participate in plannlng his/her treatment, and
prevent his/her discharge for other than medical reasons, many clinies
force patients to reuse. These clinics tell the patient that if s/he
refuses to reuse, s/he must relocate to another facllity for treatment.
Other clinies fail to provide the patient with informatlon that describes
the risks assoclated with reuse.

|

12. HCFA should direct all clinics to_stop reusing bloodlines and
tubin transducer fllters, and dlalyzer caps, under penalty of decer-
tification of the facllity. s actlon 18 neede ecause © e total
Tack of standards, voluntary guldelines, or even data regarding safety
and efficacy, for reuse of these devices.
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NOTES TO SECTION I.

Staff of the U.S. Senate Speclal Committee on Aging conducting this
investigation were: David H. Cunningham, David G. Schulke, Michael J.
Werner, Christopher C. Jennings, Susan L. Beecher, and James F. Michile.

lDraft Final Report entitled "California Dialysis Pacility Study",
Principle Investigator, James E. Barquest, Ph.D, P.E., Device Program,
Food and Drug Branch, California Department of Health Services, August
12, 1986, Sacramento, California, p. 31.

2Ibid, p. 19.

3Memorandum dated October 23, 1984, from Dialysis Use Committee Chalirman,
William C. Dierksheide, Ph.D., FDA Office of Training and Assistance, to
FDA Center for Devices and Radlologlical Health (CDRH) Senior Staff,
Subject: Dialysis Use Committee Report. Attached to the memo 1s the
Report of the Dialysis Use Committee.

uNote 1, supra.

5CDC had advised in a June 1981 National Institutes of Health report that
a 4% formaldehyde solution was needed to adequately protect agalnst these
deadly bacteria. Yet, the agency has been unwilling to assert that
clinics should abide by this recommendation, or that it 1s necessary for
proper reprocessing. See July 29, 1986 memorandum from Martin S. Favero,
Ph.D. of CDC to the Director of CDC, in which it 1s noted that, as a
rgsult of their "investigation of the [Baton Rouge] bacteremia outbreak
and additional laboratory studies, the recommendation was made that 1f
centers had reprocessing programs and if aqueous formaldehyde was used as
the chemical germicide, at least 4% formaldehyde should be used. . .
These recommendations were made 1n several sclentific publications and,
although never formally published in an MMWR article or as an official
CDC guideline, are perceived among the dialysis community as CDC
reconmmendations.” Nevertheless, two-thirds of the clinics continue to
use disinfectant solutions weaker than 4%, some containing 2% or less
formaldehyde. See Committee staff report, 1n "Disposable Dialysis
Devices: Is Reuse Abuse", hearing before the Special Committee on Aging,
U.S. Senate, March 6, 1986, Senate Hearing 99-693, pp. 99-133.

6Memorandum dated August 1, 1986, to Director, CDC, from the Director,
Hospital Infections Program, CDC, relating findings of Georgla outbreak
investigations.

7Note 1, supra, pp. 34-37.

8Ibid, supra, p. 38.

9Ib1d, p. 38.

loAssociation for the Advancement of Medical Instrumentation, August 1985
Revision, "Recommended Practice for Reuse of Hemodlalyzers (Proposed)",
pp. 26-32 (please note that this recommended practlice has now been 1ssued
in final form). See also this report, sectlon on Standards, for further
discusslion of this problem.

11Transcript of Proceedings, U.S. Senate Speclal Committee on Aging,
Deposition of John J. Murphy, M.D., Washington, D.C., September 8, 1986,
pp. 27-29, 39.

12Ibid, pp. 30-1.
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1u"A Comprehensive Review of Hemodlalysis Equipment and Related
Peripheral Support Equipment: Efficacy, Efficlency, and Safety", prepared
by the Department of Consumer and Regulatory Affairs, Government of the
District of Columbla, May 1986, Volume I, pp. ii-v. Problems identified
in blood tubing and transducer protector filter reprocessing are both
predictable and troubling, because these devices are belng reprocessed
and reused in the absence of any industry or government guildelines or
standards. Under these circumstances, dlalysls patlents are belng sub-
jected to unproven and highly suspect practice and procedure.

15prart letter dated June 2, 1986, addressed to Geraldine Flynn, R.N.,
administrator of the Inglewood, CA clinie, by John J. Murphy, M.D., CDC
Epidemiological Investigations Officer. See note 33, infra, regarding
the lesser likelihood of patient hypersensitivity to cellulose acetate
dialyzers with single use.

-

16Note 11, supra, pp. 58-60.

17Note 1, supra, pp. 54-55. This was the same disinfectant used at the
Georgla clinics where outbreaks occurred this year.

18Transcript of Proceedings, U.S. Senate Speclal Committee on Aging,
Deposition of John J. Murphy, M.D., Washington, D.C., September 8, 1986,
pp. 29, 58-9, 76; see also draft letter dated June 2, 1986 from John J.
Murphy, M.D. and Steven L. Solomon, M.D., to Geraldine Flynn, R.N.,
dialysis clinic administrator; see also entries 1n log book of Dr. Murphy
between May 8 and 13, 1986, especlally pages marked "Reuse Sheets", which
depict pattern of reuse over a four month period at the Inglewood clinic.

19This letter from the manufacturer of the disinfectant was prompted by a
complaint from the administrator on June 6, 1986. It was not until June
27 that the manufacturer wrote to FDA to file a Medical Device Report
regarding the pyrogenic reactions afflicting patients at the two cliniecs.
By then it was too late; FDA was onslte at the manufacturer on June 27
(see entry for June 27, 1986 in the chronology of health hazard evidence,
above.)

It is noteworthy that the manufacturer of the disinfectant used by
these two clinics argued that the disinfectant was not at fault.
Instead, he alleged that the outbreak was caused by fallure of the
Reverse Osmosis (RO) water treatment system at the Brunswick center. On
the vulnerability of these systems to operator/user error, See the
California Health Services Department study done for FDA, discussed in
the body of this sectlon, above; also, note that the October 23, 1984
Report of the Dialysis Use Committee (see entry in health hazards
chronology, above) has an attachment which notes the followling:

"PROBLEM: ‘Premature Failure of Reverse Osmosls Membrane.

CLINICAL CONSEQUENCES: Sepsis.

DESCRIPTION OF PROBLEM: Reverse Osmosls devices are used for remov-
ing organics, bacteria, viruses, and pyrogens. Premature falilure
of reverse osmosls membranes may occur when water enterling the
reverse osmosis system 1s inadequately treated. High 'alkalinity,
and high concentrations of electrolytes (calcium/magnesium,
iron/manganese) in the incoming water can cause premature failure
of the reverse osmosls membrane. Gram-negative bacterla apparently
can penetrate small defects in the reverse osmosis membrane that
are not normally detectable and colonize on the downstream part of
the reverse osmosis unit."

20Letter dated December 17, 1985 to John Villforth, Director, Center for
Devices and Radiological Health, FDA, from Frank E. Samuel, Jr.,
President, Health Industry Manufacturers Assoclation.
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21See entry in logbook of John J. Murphy, M.D., during Inglewood,
California outbreak, May, 1986.

2ZCommitt:ee staff attempted to keep the authors of the PHS assessment
apprised of significant documentation regarding CDC's investigatlons of
bacteremia outbreaks, Medical Device Reports to FDA, and Establishment
Inspections of poor manufacturing practices at makers of dialysis devices
and disinfectant, going so far as to provide coples of pertinent FDA and
CDC documents to NCHSR staff at home during weekends. The deadlline
imposed by PHS, however, precluded incorporating this information in the
assessment. For further information, please see Section VII of this
report, regarding the assessment.

2
3Note 3, supra. A handwritten annotation on the cover memorandum is
addressed to "JH/JB" and states:

"This may come in handy if we get pulled down by the Ways and Means
Committee on hemodialysis. Although this report isn't focused on
reuse much at all, we could use it to plnpoilnt the variety of user-
related problems aside from reuse that occur -~ the downside to all
of this 1s the Committee's rec. to not do something on a broad
educational track. The State contracts were one activity we did
highlight for Rostenkowskl's staff."

Regarding the "State contracts", the Use Committee recommended that
the "Dialysls System Investigations Contracts”™ -- now referred to by FDA
as the Tri-State Study -- "be designed to address the user-related
problems listed in this report. The Committee belleves that information
about the frequency of occurence may arise as data are obtained from the
contracts. Once completed, the Center [(CDRH] could focus upon some of
the more prevalent problems." Two years later, 1n referring to the
results of the Tri-State Study, the chief of the CDRH stated: "This 1s
anecdotal. It is a snapshot. It 1s not statistlical. It confirms the
suspicions. It started out with the Dierksheide report [and]. . . I
think it confirmed there are some problems with problems.”" See
Transcript of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of John Villforth, September 4, 1986, pp. 97-100. See also
discussion of District of Columbla and California State studies, in the
body of this section.

2uNote 14, supra.

25No\:e 1, supra.

267414,

27"Disposable Dialysis Devices: Is Reuse Abuse?", Hearing before the
Special Committee On Aging, U.S. Senate, 99th Congress, Second Sesslon,
Washington, D.C., March 6, 1986, Serial No. 99-16, pp. 54-55.

28Hakim RM, Fearon DT, Lazarus JM, Blocompatibility of Dialysis
Membranes: Effect of Chronic Complement Activation. Kidney International
1984, 26:194-200.

29Ivanovich P, Chenoweth DE, Schmidt R, et al. Symptoms and Activation
of Granulocytes and Complement with Two Dialysis Membranes. Kildney
International 1983, 24:758-63.

30Henderson LW, Cheung AK, Chenoweth DE, Choosing a Membrane. Amerilcan
Journal of Kidney Diseases 1983, 3(1):5-19.

31Walker F, Lindsay R, Sebbald W, et al. Changes in Pulmonary Vascular
Tone During Early Hemodlalysis. Transeript of the American Soclety for
Artificial Internal Organs 1984, 30:168-72.
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32Hak1m RM, Breillatt J, Lazarus JM, et al. Complement Actlivation and
Hypersensitivity Reactlons to Dialysis Membranes. New England Journal of
Medicine 1984, 311(14):878-82

33Villaroel F, Ciarkowskl AA. A Survey on Hypersensitivity Reactions in
Hemodialysis. Artificlal Organs 1985, 9(3):231-38. This study narrowly
circumscribes the range of cases of adverse patlent reaction which can
legitimately be defined as "first-use syndrome", thereby adding important
new information to the literature on this alleged "syndrome". The
failure of PHS witnesses to mention this key CDRH study 1s puzzling
particularly because (1) it was less than a year old at the time of the
hearing, and (2) the head of CDRH, John Villforth, was a witness at the
hearing along with Dr. Marshall. For further information on the accuracy
of this testimony, please see the end of chapter V of thls report.

See also note 15. Dialyzers made with acetate membranes have the lowest
rate of patient hypersensitivity upon first use, but are assoclated with
a higher risk of blood infection if they are reused. See also in this
connection discussion of CDC findings in 1986 outbreaks, in body of this
report.

341b1a.
351b14.

360alifornia Dialysis Facility Study, Draft Final Report to FDA, August
12, 1986. Prinicipal Investigator: James M. Barquest, Ph.D., P.E.,
California Department of Health Services, Food and Drug Branch, Device
Program, Sacramento, California.

371b1d4, p. 39.

38Note 26, supra, p. 46. Similar views were shared with Committee staff
in an interview with Rafael Cestero, M.D., Clinical Director, Acute
Medical Services, Monroe Community Hospital, University of Rochester,
Pebruary 5, 1986:

"I quite reusing in 1980. I find it difficult to accept the
validity of studles that purport to prove reuse is safe. If you are
going to reuse, you pretty much have to use formaldehyde. But I
don't think formaldehyde should be infused intravenously 1nto
patients. We decided, at the time we were reusing, that the most
times we should reuse a dlalyzer was six times. We reused hollow-
fiber dialyzers. We stopped reuse because we had one patient who
had had triple bypass and got hepatitis and therefore we stopped
reuse. We reviewed the situation and found that our patients were
doing better and feeling better on single use, and 80 Wwe never went
back to reuse. We have 100 patients in our clinic."

"First use syndrome 1is quite uncommon. I think it is often an early
reaction to the dialyzer. PAN [polyacrlonitrile] membrane 1s prob-
ably less allerglc than others. Perhaps reuse is a suitable

b situation for a small fraction of patients. But using this as a
rationale to Justify reuse for all patients in a clinic has been
greatly overworked. In my 17 years of practice, I've seen no more
than half-a-dozen patients with first-use syndrome. I have had,
however, some patients who were severely allergic to a particular
dialyzer."

395ee Note 11, supra, p. 57. CDC investigator John J. Murphy, M.D.
stated to Committee staff: ". . . you asked about whether CDC was going
to participate in an investigation [at Daytona Beach]. We did consider
1t at one time. As of right now I don't think there's any strong inter-
est in going to look there." Dr. Murphy went on to explaln that "1t was
a small number of cases", perhaps too few to draw concluslions from.
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This outbreak was significant enought to warrant high level CDC
attention, however. A June 13, 1986 memorandum from Dr. Murphy's super-
visor, Steven L. Solomon, M.D., to James M. Hughes, M.D., Director,
Hospital Infections Program, CDC, based upon limited inquiries of CDC
investigators into the outbreak at Daytona Beach, states:

" .. .between March 24 and April 1, 1986 there had been seven
patients at [clinic name]-Daytona who had experienced adverse reac-
tions during hemodlialysis. . . On May 27, 1986 Dr. Murphy and I
contacted [offlicial of clinic firm). . . [who] was aware of the
problems in California and Florida, and indicated that there were
either five or six [firm name] centers currently using [brand of
disinfectant) in a comparison trial with other [firm clinics]) which
were using [another disinfectant]. . .

) uoNote 11, supra, p. 26.

i
1Note 6, supra. See also the June 13, 1986 memorandum cited in note 39,
supra, which notes the following in regard to this problem:

"We now have information suggesting the occurrence [of] five
clusters of adverse reactions among patlents undergoing malntenance
hemodialysis at four different hemodlalysis centers which were using
[brand of disinfectant] for reprocessing of disposable dlalyzers.

In all five instances representatives of the [disinfectant
manufacturer] conducted investigations prior to the involvement of
local, state, or federal health officials. In at least three of the
five instances notification of FDA by [manufacturer] occurred after
involvement of [manufacturer] have come to light through other
means. In at least one instance specimens obtained by
[manufacturer] were reportedly handled in a manner that rendered
them inappropriate for testing.m

uzNote 11, supra.

uuSee Note 1, supra, pp. 29-30, 58-9, 85-95. See also 6/9/86 entry in
the log of Steven L. Solomon, M.D., of the Hospital Infection Program,
CDC; see also 6/17/86 memorandum from Artis M. Davis, CSO, Dallas
District, FDA, to Theodore L. Rotto, Director, Investigatlions Branch,
Dallas District FDA; see also 6/13/86 memorandum to file from H. Frank
Newman, M.D., Regional Medical Offlcer, FDA.

usNote 21, supra.
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1Transcript of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of John C. Villforth, Washington, D.C., September 4, 1986, p.
88. See also 21 U.S.C. 3603(f) (1982) which authorizes the Secretary of
DHHS to prescribe regulations governing medical devices. For a dis-
cussion of the applicabllity of the Good Manufacturing Practices (GMPs)
to reuse, see notes 1l4-U0 of this section.

2"Invest1gation of the Risks and Hazards Assoclated with Hemodlalysis
Devices", prepared for the FDA by the Regional Kidney Disease Program,
Minneapolis Medical Research Foundation, June 1980.

31p1d., p. 303.

uIbid.

5A January 1, 1981 letter to E.L. Kelly, Acting Director of Specilal
Programs, HCFA, from Dr. Nancy Cummings, Assoc. Director of NIAMDD, NIH,
and Dr. Robert Wineman, Program Director, Chronic Renal Disease Program,
NIAMDD, NIH, said: "Clinical Trial of Multiple Use of Hemodlalyzers. . .
[would have] a low contribution to basic medleal sclence." A January 15,
1981 memo to Dr. Cummings from Ronald Schwartz, Acting Assistant
Inspector General for Health Care and Systems Review noted that "[NIAMDD]
ha[s] discontinued. . . research efforts into the efficacy and safety of
kidney dlialyzer reuse."

6Memorandum to Edward Kelly, Acting Director, Office of Special Programs,
HCFA, from Nancy Cummings, M.D., Assoclate Director, KUBD/NIADDK, NIH.

7"Disposable Dialysis Devices: Is Reuse Abuse?", Hearing before the
Special Committee on Aging, U.S. Senate, 99th Congress, Second Sesslon,
Washington, D.C., March 6, 1986, Serilal No. 99-16, p. 120.

8Ibid.

9Memo to Assistant Director, Education and Communication, Center for
Digease and Radiological Health, FDA, from Mark Barnett, FDA, July 6,
1983.

1oNote 7,-supra, p. 121. See also Minutes of meeting, FDA Reuse
Committee, November 9, 1983.

11Note 7, supra, p. 121. Note that these guidelines are now published 1in
final form.

lessociation for the Advancement of Medical Instrumentation,
"Recommended Practice for Reuse of Hemodialyzers (Proposed)", August 15
Revision.

13The March 6 Aging Committee staff report noted that "Over the past
decade, scores, perhaps hundreds of different 'recipes' for reprocessing
disposable dlalysis devices have been devised and used." Note 7, supra,
p. 113.

%51 U.5.C. 301 et seq.

15See 21 U.S.C. 3603(f) (1982) which authorizes the Secretary to
prescribe regulations governing medical devices.
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1643 Ped. Reg. 31508 (July 21, 1978).

175 C.F.R. 820.3(k) (1985). Note that the regulations impose a series
of requirements on the reprocessing of "critical medical devices", in-

cluding hemodlalysis devices. See 21 C.F.R. 820.100 (1985), 21 C.F.R.

820.115 (1985), 21 C.F.R. 820.116(a) (1985), 21 C.F.R. 820.3(1) (1985),
21 C.F.R 820.60(d) (1985), 21 C.F.R 820.1(a) (1985).

1851 c.F.R. 820.20 (1985); 21 C.F.R. 820.60 (1985).

1953 c.F.R. 820.25 (1985). The study performed by the California
Department of Health for the FDA found that this was a problem 1in many
clinics. In particular, the report said: "Educational requirements [for
the job of reuse technician], when specified, were minimal. For example,
one facllity's requirement. was that the person be at least 16 years of
age and be able to read and write English." Draft Final Report entitled
"California Dialysis Facility Study", Investigator, James Barquest,
Ph.D., P.E., Device Program, California Department of Health Services,
August 12, 1986, p. 19.

fOSge)Zl C.F.R. 820.20 (1985); 21 C.F.R. 820.60 (1985); 21 C.F.R. 820.116
1985).

21The genesis for the position that reuse 1s a medical practice declslon,
and therefore not regulated by the Federal government, arose from the May
6, 1981 memo from Dr. Nancy Cummings to Edward Kelly, that said in part,
"[D]ilalyzer reprocessing 1s considered by us and by practicing
nephrologists to be a component of medical practice.” See note 6, supra.
See also letter from Dr. Edward Brandt, Ass't. Secretary for Health,
DHHS, to Kidney Patlents Assoclatlion. Brandt sald issues surrounding
reuse relate "to the physilclan-patient relationshlp and [are] beyond the
scope of the legal authority of the [FDA] or the [DHHS]. Further, he
sald "this is not an area in which FDA or HHS should properly be
involved." 1In addition, Robert Streimer, a HCFA official wrote to the
same group saylng "the general question of reuse is a medlcal practice
issue and one which should be decided by the patient's physiclan.”

22Not:e 7, supra, p. 71.

31p14.

2hyp14.

25Note 1, supra, p. 42.

26Note 1, supra, p. 87.

27Transcr1pt of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of James S. Benson, September 3, 1986, p. 113. Note that Mr.
Villforth agreed that regulation would cost approximately $700,000 per
year, but he argued that complications with dlalysis reuse is not con-
sidered a high priority problem within FDA, and therefore, it would be an
inefficient use of FDA resources. Note 1, supra, p. 91.

28Ibid., p. 114, Por a dilscussion of HCFA's regulatory role see section
III of this report.

29These arguments were discussed in a petition for rulemaking submitted
to the FDA (See 5 U.S.C. 551 et seq. (1982)) by Committee staff on May
12, 1986. At present, FDA has not responded to the petition, nor has
Chairman Heinz been given any indication as to when a response will be
coming. See Deposition of John Villforth, Note 1, supra, pp. 93-94.
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3oMemorandum to HHS Secretary Bowen, from Acting Assistant Secretary for
Health Donald McDonald, April 16, 1986.

31Noce 1, supra, p. 88. See also Note 27, supra, p. 1l42.

32Memorandum from Anna Boyd, Policy Coordinator/Health, Executive
Secretariat, DHHS, to HHS Secretary Bowen, April 21, 1986. This memo
said ", . .FDA strongly opposes applying GMP standards. . . and has taken
the position that we should tell Senator Heinz. . . that the GMP regula-
tions do not apply, 1in order to close the door to further pressure from
the Senator. . ." Letter from Ass't. Sec. for Health McDonald to HHS
Secretary Bowen, April 16, 1986.

33WOrk1ng Paper: Policy Considerations for the Reprocessing of Devices,
FDA Reuse Committee, February 24, 1986, p. 15.

3%Ib1a., p. 19.
35Reuse Option Paper, FDA Reuse Committee, May 16, 1986, p. 10.

36It i1s well known that the primary reason for the increase in the number
of clinlcs that reuse 1s due to economlc considerations. See "Publie
Health Assessment, The Reuse of Hemodlalysis Devices Labeled for 'Single
Use Only'", August 6, 1986, p. 1. "The major stimulus for reuse and
reprocessing 1s the potentlal for cost savings."” Ibid., p. 49. See also
Note 35, supra, p. 1, 3. See also FDA Reuse Commlittee, Reuse Option
Paper, July 11, 1986, p. 6, 7. See also AAMI Recommended Practice, March
1985, p. 1. See also Note 7, supra, p. 27. See also Transcript of
Proceedings, U.S. Senate Speclal Committee on Aging, Deposition of
Enrique D. Carter, M.D., Washington, D.C., September 12, 1986, p. 118.

37FDA Reuse Committee, Options for the Managing of Reusing of Medical
Devices, July 11, 1986, p. 14.

38Tit1e XVII of the Social Security Act, 42 U.S.C. 1395 et seq. (1982),
distinguishes between medical practice, which 1s exempt Trom federal
regulation and supervision, 42 U.S.C. 1395 (1982), and medical services
provided by medical facilitles, which are subject to federal review, 42
U.S.C. 1395x (1982).

395ee 42 C.F.R. 405.1500 et seq. (1985). For example, HHS inspects and
certiflies health facilities, but does not inspect and certify physiclans
in their offices. Since HHS inspects and certifles ESRD clinics, the
site of reprocessing, 1t 1s clear they are consldered health facilitles,
and not physicians' practices.

uoNoce 33, supra, p. 14,

ulAssociation for the Advancement of Medical Instrumentation,
"Recommended Practice for Reuse of Hemodialyzers", July 28, 1986, Final
Version. Section 1.2 states: "This recommended practice does not cover
the reuse of blood tubing sets.”

uz"Public Health Service Assessment, the Reuse of Hemodlalysis Devices
Labeled for 'Single Use Only'", August 6, 1986, p. 53.

u3Note 35, supra, p. 15.

uuDraft final report entitled "California Dialysis Facility Study",
performed for the FDA by James M. Barquest, Ph.D., P.E., Chief
Investigator, Device Program, Food and Drug Branch, California Dept. of
Health Services, 714 P St., Room 400, Sacramento, Calif. 95814,
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Submitted by a letter to Claudla Woodring, Contracting Officer, FDA, from
Jaggs Barquest, Ph.D., Californla Dept. of Health Services, August 12,
1986.

uSTranscript of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of John J. Murphy, September 8, 1986, p. 72.

¢
uéLetter to Jan Graf, R.N., Clearwater, Fla., from Wally Jansen, Vice
President for Quality Assurance, Renal Systems, Inc., June 17, 1986.

uYNote 1, supra, p. 43, 87-88.

uaNote 35, supra, p. 11,

%91b1d., p. 11.
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data pertaining to the effects of reuse on the hollow-flber dlalyzer.

5October‘ 7, 1981 Memorandum to William Ketterer, General Counsel, DHHS,
from Harvard Gregory, Contracting Officer, NIADDK, NIH, PHS.

6"End Stage Renal Disease (ESRD) Payment Rate Calculaton," OMB budget
"passback document" for HCFA, January 1986.

Tipia.

8July 31, 1981 Memorandum to Carolyne Davis, Administrator of HCFA, from
Edward Kelly, Acting Director, Office of Special Programs, HCFA.

9February 18, 1986 Memorandum to the Secretary of DHHS from James
Donovan, M.D., Chairman, ESRD Strategic Work Group, DHHS.

10gctober 22, 1982 letter to Robert Rosen, Dialysis Patient,
Pennsylvania, from Fernando Villarroel, Ph.D., Director of the
Gastroenterolegy-Urology and General Use Devices, Offlce of Medical
Devices, CDRH, FDA. :

11December 7, 1982 letter to James Rhoades, Pennsylvania State Senate,

from John Villforth, Director, CDRH, FDA. -
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12December 1982 letter to U.S. Representative James Coyne, 8th District,
PA, from Carolyne Davis, Administrator, HCFA. This letter cited the 1981
NIH-sponsored report, "Multiple Use of Hemodlalyzers," as having estab-
lished the safety of reuse.

13January 6, 1983 letter to U.S. Senator Arlen Specter, Pennsylvania,
from Larry Oday, Director, Bureau of Program Policy, HCFA. This letter
cited the 1981 NIH-sponsored report, "Multiple Use of Hemodlalyzers," as
having established the safety of reuse.

ll‘July 6, 1983 memorandum to the Assistant Director, Education and
Communication, CDRH, FDA, PHS, from Mark Barnett, Director, CDRH, FDA,
PHS. This memo states:

"[W]e shoulf proceed to investigate the need for and possibly
develop guldelines on reuse procedures.**#Guidelines will¥*#*#provide
assurance to patlents and organized patient groups that the govern-
ment has studled the matter and has endorsed certain principles
and/or procedures as adequate";

see also an October 5, 1983 memorandum to the Assistant Secretary for
Health, DHHS, from Lester Salans, M.D., Director, NIADDKD, NIH, PHS, and
chairman of the PHS Coordinating Committee for ESRD, RE: Report of the
Committee.

15April 20, 1984 letter to R. E. Easterling, M.D., Chairman, AAMI Reuse
Subcommittee, from M. S. Pavero, Ph.D., CDC.

161h14.

17August 1, 1984 letter to Robert Rosen, Dialysis Patient, Pennsylvania,
from John Villforth, Director, CDRH, FDA, PHS. RE: response to Rosen's
May 31, 1984 letter addressed to President Reagan and concerning reuse of
dilalyzers.

18October 23, 1984 memorandum to the senior staff, Center for Devices
and Radiologlcal Health, FDA, PHS, from William C. Dlerksheide, Ph.D.,
Dialysis Use Committee Chalrman, Office of Training and Assistance, CDRH,
FDA. RE: Dialysis Use Committee Report.

1b1a.

20December 31, 1984 letter to Perry Ecksel, Natlonal Kidney Patilents
Association, Philadelphia, Pa., from Edward Brandt, Jr., M.D., Assistant
Secretary for Health, DHHS. RE: Response to Ecksel's October 30, 1984
letter to Secretary Heckler concerning reuse of dlalyzers.

21March 5, 1985 letters to Carolyne Davis, Administrator, HCFA, and to
Frank Young, M.D., Commissioner, FDA, PHS, from Congressman Fortney
Stark, Chairman, Subcommittee on Health, House Ways and Means Committee.

221\;;1'11 10, 1985 letter to Congressman Fortney Stark, Chairman,
Subcommittee on Health, House Ways and Means Committee, from Carolyne
Davis, Administrator, HCFA.

231p14.

2uApril 8, 1985 letter to Elizabeth Bridgman, Manager, Technical
Development, AAMI, from Martin Favero, M.D., Hospital Inspections
Program, CDC.

25December 6, 1985 FDA "Draft Working Paper: Reuse Policy
Considerations", addressed to the Director, Office of Tralining and
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Assistance, CDRH, FDA, from Lawrence Kobren, Chalrperson, Reuse
Committee, CDRH, FDA. This draft paper states:

"Evidence of substantial or unreasonable risks of 1njury due to
lmproper reprocessing In these facilities brought to the attention
of the FDA should be reviewed to determine 1f the untoward effects
were caused by user error (improper reprocessing), or resulted from
a reprocessor who attempted to reprocess a device whose design is
such that it precludes reprocessing."”

26July 3, 1985 letter to Perry Ecksel, National Kidney Patients
Assoclation, Philadelphia, PA, from Robert Wren, Director, Office of
Coverage Policy, Bureau of Eligibility, Reimbursement and Coverage, HCFA;
also, a December 4, 1985 letter to Perry Ecksel, National Kidney Patients
Assoclation, from Robert Streimer, Acting Director, Bureau of
Eligibility, Reimbursement and Coverage, HCFA. RE: Ecksel letters to the
Secretary of DHHS. This letter states:.

"While the general questlion of reuse i1s a medical practice issue and
one which should be decided by the patient's physiclan, much data
has been published which supports the safety and efficacy of
reuse."

27"Disposable Dialysis Devices: Is Reuse Abuse?", Hearing before the
Special Committee on Aging, U.S. Senate, 99th Congress, Second Session,
Washington, D.C., March 6, 1986, Serial No. 99-16, p. 66.

28July 8, 1986 memorandum to the Assistant Secretary for Health, DHHS,
from John Marshall, Ph.D., Director, NCHSR/HCTA, PHS. RE: Hemodialyzer
Reuse; see also, Transcript of Proceedings, United States Senate Special
Committee on Aging, Deposition of John E. Marshall, Ph.D., Washington,
D.C., September 11, 1986.

29"Disposab1e Dialysis Devices: Is Reuse Abuse?", Hearing before the
Special Committee on Aging, U.S. Senate, 99th Congress, Second Session,
Washington, D.C., March 6, 1986, Serial No. 99-16, pp. 71-72.

3oFebruary 24, 1986 "Working Paper: Policy Considerations For The
Reprocessing Of Devices," by the Reuse Committee, Center for Devices and
Radiological Health, FDA, p. 1.

31April 16, 1986 memorandum to the Secretary, DHHS, from Acting Assistant
Secretary for Health. RE: Helnz letter on hemodialysis.

321414,

33April 21, 1986 memorandum to the Secretary from Anna Boyd, Policy
Coordinator/Health, Executive Secretariat, Office of the Secretary.

3I‘April 29, 1986 letter to John Heinz, Chairman, Special Committee on
Aging, U.S. Senate, from Otis R. Bowen, M.D., Secretary, DHHS.

35Transcr1pt Of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of John J. Murphy, M.D., Washington, D.C., September 8, 1986,
pp. 8u4-96.

36Ibld.

37June 23, 1986 draft MMWR article, "Bacteremia Assoclated with Reuse of
Disposable Hemodialyzers," p. 3.

38Note 29, supra.
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39Note 31, supra.

noJune 25, 1986 note to FDA Commissioner Frank Young from James S.
Benson, Deputy Director of CDRH, FDA, PHS. RE: CDC's MMWR article on
infection outbreaks.

ul‘I‘ranscript Of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of James S. Benson, Washington, D.C., September 3, 1986, p.
137.

u2July 8, 1986 memorandum to James Hughes, M.D., Director, Hospital
Infections Program, CDC, from John J. Murphy, M.D., EIS Officer,
Epidemiology Branch, Hospital Infectlons Program, CDC, and Steven L.
Solomon, M.D., Assistant Chief, Epldemiology Branch, Hospital Infections
Program, CDC; also, Transcript Of Proceedings, U.S. Senate Speclal
Committee on Aging, Deposition of John J. Murphy, M.D., Washington, D.C.,
September 8, 1986.

u3Note 28, Supra.

quSteven Grossman, Deputy Assistant Secretary for Health Planning and
Evaluation, U.S. Public Health Service, DHHS. :

usTranscript of Proceeding, U.S. Senate Speclal Committee on Aging,
Deposition of John E. Marshall, Ph.D., Washington, D.C., September 11,
1986, p. 176.

u6Transcript Of Proceedings, U.S. Senate Speclal Commlittee on Aging,
Deposition of Enrique D. Carter, M.D., Washington, D.C., September 12,
1986, pp. 105-106.

u7Note 45, supra.

uSNote 46, supra.

ugAugust 11, 1986 memorandum to Administrator, HCFA, from Assistant
Secretary for Health. RE: Reuse of Hemodialyzer Devices Labelled for
"Single Use Only".

50Note 46, supra.

51Note 49, supra.

52Note 46, supra,.
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NOTES TO SECTION VII.

1March 5, 1986 memorandum to John Marshall, Ph.D., Director, National
Center for Health Services research and Health Care Technology Assessment
(NCHSR/HCTA), PHS, from Donald Ian MacDonald, M.D., Acting Assistant
S:cretary for Health, PHS. RE: Reuse of Dialysis Supplies. This memo
states:

"Current practice for the use of dialysis supplies, especlally the
filter, varles among dlalysis centers. While the FDA has approved
the filter as both safe and efficaclous for one use, 1ts reuse has
never been formally assessed in the PHS. Purther, the cost implica-
tions of the varlance are of interest to HCFA and the Congress, as
well as the PHS. There 1s a need to assess the clinical and cost
trade-offs between single and multiple use of dialysis fllters. The
importance of this 1ssue dictates a timely analysis. Please com-
plete a review and provide me with your conclusions with respect to
the safety, efficacy, and cost-effectiveness of dlalyzer reuse
within 60 days. If this timetable is not feasible, please provide
me with an alternative schedule." (signed) Donald Ian McDonald, M.D.

2March 7,1986 "CONFIDENTIAL" note to Dr. MacDonald, Acting Assistant
Secretary for Health, PHS, from John E. Marshall, Ph.D., Director,
NCHSR/HCTA, PHS. RE: Dlalyzer Reuse.

3Mart1n Erlichman, a Health Sclences Analyst for the NCHSR/HCTA's Office
of Health Technology Assessment, and Enrique Carter, M.D., Director of
OHTA, were the only two staff persons to work on the assessment.

uAugust 14, 1986 conversation between Jim Michie of the Aging Committee
staff and Martin Erlichman, Health Sciences Analyst, NCHSR/HCTA.

5"Assessment; of Medical Technology: Reuse of Hemodialysis Devices Labeled
For ‘'Single Use Only'", Fed. Register, Vol. 51, No. 69, April 10, 1986,
pp. 12397-12398.

6Transcr1pt Of Proceeding, U.S. Senate Speclal Committee On Aging,
Deposition of Enrique D. Carter, M,D., Washington, D.C., September 12,
1986, p. 83.

7Ju1y 10, 1986 note to Bob Rickard, Executive Secretariat, PHS, from Anne
Desmond, Executive Secretariat, PHS. RE: Hemodialysis; also, Transcript
Of Proceedings, U.S. Senate Speclal Committee on Aging, Deposition of
John E. Marshall, Ph.D., Washington, D.C., September 11, 1986, p. 86;+
also, Transcript Of Proceedings, U.S. Senate Special Committee on Aging,
Dgposétion of Martin Erlichman, Washington, D.C., September 10, 1986, pp.
162-165.

8"Briefing On The Reuse Of Hemodialysis Systems, Prepared for:
Commissioner of Food and Drugs, by Larry Kobren, Division of Technical
Development, Office of Training and Asslistance, Center for Devices and
Radlological Health, FDA, and PFernando Villarroel, Ph.D., Division of
Gastroenterology/Urology and General Use Devices, Office of Device
Evg%uation, Center for Devices and Radiological Health, FDA, February 27,
1986.

9Association for the Advancement of Medical Instrumentation (AAMI)
Recommended Practice for Reuse of Hemodlalyzers, July 28, 1986.

1oOctbber 23, 1984 memorandum to Senior Staff, CDRH, FDA, from William
Dierksheide, Ph.D., CDRH, FDA. RE: Dialysis Use Committee Report.
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11These materials include, but are not limited to, documents described 1n
the "Chronology of Major Events" attached to this report and dated
11/17/83, 1/9/84, 10/4/84, 7/23/85, 8/12/85, 9/25/85, 12/13/85, 12/13/85,
and 1/31/86; also, "Working Paper: Policy Consideratlions For The
Reprocessing Of Devices" by the FDA's Reuse Committee, February 24, 1986.

12October 9, 1986 letter to Norman Deane, M.D., National Nephrology
Foundation, Inc. (NNF), from John Ketteringham, Vice President, Arthur D.
Little, Inc. RE: Contract No. NO1-AM-9-2214.

13Transcript Of Proceeding, U.S. Senate Speclal Committee on Aging,
Deposition of Enrique D. Carter, M.D., Washington, D.C., September 12,
1986.

1uApl‘il 9, 1986 letters to FDA, CDC and NIH requesting comments and
information for use in the NCHSR/HCTA's health technology assessment of
the safety and efficacy of reusing disposable dlalysis devices.

15April 3, 1986 Medical Device Report received by FDA. RE: bacteremla
outbreak at Daytona Beach, FL, dialysis clinic; also, April 16, 1986
letter to FDA from Alcide Corp. RE: reported adverse reactions suffered
by 7 patients at a dialysis clinic; also, May 8, 1986 log entry by Steven
Solomon, M.D., Epidemiologist, Hospital Infections Program, CDC. RE:
infection outbreak at Los Angeles dialysis clinic.

lsTranscript of Proceedings, U.S. Senate Special Committee on Aging,
Deposition of Enrique D. Carter, M.D., Washington, D.C., September 12,
1986, p. 69.

1"May 28, 1986 memorandum to Enrique D. Carter, M.D., Director, Office of
Health Technology Assessment, NCHSR/HCTA, PHS, from Robert Veiga, M.D.,
Director, Medical Staff, Office of Health Affairs, FDA. RE: Reuse of
Hemodlalyzer devices.

18Note 16, supra, pp. 72-73.

19June 10, 1986 log entry of Steven Solomon, M.D., Epidemlologist,
Hospital Infections Program, CDC, PHS. RE: plans for a CDC Morbidity and
Mortality Weekly Report (MMWR) article on infections outbreaks at
dialysis clinics in Texas, Californla and Florida; see also, a simllar
log entry by Dr. Solomon dated June 12, 1986.

20June 20, 1986 letter to Enrique D. Carter, Director, Office of Health

Technology Assessments, NCHSR/HCTA, PHS, from Gary Noble, M.D., Assistant
Director for Science, CDC, PHS.

21June 25, 1986 memorandum to the Director, NCHSR/HCTA, PHS, from James
S. Benson, Deputy Director, Center for Devices and Radlological Health,
FDA, PHS; also, Transcript of Proceeding, U.S. Senate Speclal Committee
on Aging, Deposition of Enrique D. Carter, M.D., Washington, D.C.,
September 12, 1986, p. T76.

22Note 16, supra; see also July 8, 1986 memorandum to Robert Windom,
M.D., Assistant Secretary for Health, PHS, DHHS, from John Marshall,
Ph.D., Director, NCHSR/HCTA, PHS. RE: Hemodialyser Reuse; also, July 25,
1986 note to Frank Young, M.D., Commissioner of FDA, PHS, from John
Marshall, Ph.D., Director, NCHSR/HCTA, PHS. RE: FDA's fallure to provide
certain documents and information pertinent to the NCHSR/HCTA assessment
of reuse.

23AUSUSt 14, 1986 Aging Committee staff audit of documents and records
recelved by NCHSR/HCTA from FDA and CDC on August 11, 1986.



79

2uAugust 2, 1986 letter to John Marshall, Ph.D., Director, NCHSR/HCTA,
PHS, from James F. Michlie, Chief Investigator, U.S. Senate Special
Committee on Aging. RE: transmittal of internal DHHS documents (18
enclosures).

25Transcr1pt Of Proceeding, U.S. Senate Special Committee on Aging,
Deposition of John E. Marshall, Ph.D., Washington, D.C., September 11,
1986, pp. 15-16.

26Transcript Of Proceeding, U.S. Senate Speclal Committee on Aging,
Deposition of Martin N. Erlichman, Washington, D.C., September 10, 1986,
p. 52.

27Transcript Of Proceeding, U.S. Senate Special Committee on Aging,
Deposition of Enrlique D. Carter, M.D., Washington, D.C., September 12,
1986, pp. 39-41.

28Note 25, supra, pp. 17-18.

29Notes 25 and 28, supra.

30Note 25, supra, pp. 25-26; also, June 9, 1986 letter to John E.
Marshall, Director, NCHSR/HCTA, PHS, from John Heinz, Chairman, Special
Committee on Aging, U.S. Senate.

31"Assessment of Medical Technology: Reuse of Hemodialysis Devices
Labeled For 'Single Use Only'," Federal Register, Vol. 51, No. 69, April
10, 1986.

32Note 25, supra, p. 26.
33Ib1d.
34

Note 27, supra, pp. 85-92.
35Ibid.
36

August 6, 1986 memorandum to Robert Windom, M.D., Assistant Secretary
for Health, PHS, from John E. Marshall, Ph.D., Director, NCHSR/HCTA, PHS.
RE: Hemodialyzer Reuse.

37August 11, 1986 memorandum to William Roper, M.D., Administrator of
HCFA, from Robert Windom, M.D., Assistant Secretary for Health, PHS. RE:
Hemodialyzer Reuse.

38Note 25, supra, pp. 112-113.

3%arch 5, 1986 memorandum to John Marshall, Director, NCHSR/HCTA, PHS,
from Donald Ian McDonald, M.D., Acting Assistant Secretary for Health,
PHS. RE: Reuse of Dialysis Supplies.

401414,

My,

uz"Disposable Dialysis Devices: Is Reuse Abuse?", Hearing before the
Special Committee on Aging, U.S. Senate, 99th Congress, Second Session,
Washington, D.C., March 6, 1986, Serial No. 99-16, pp. T4-77.

uaIbid.



uulbid.

uSJune 10, 1986 memorandum to the Donald Newman, Under Secretary, DHHS,
from Donald Ian MacDonald, M.D., Acting Assistant Secretary for Health,
PHS. RE: Reuse of Hemodlalysls Devices.

uGIbid.; also, this memorandum further stated: "The recommendations to

HCFA will be that FDA should continue to participate in the development
of voluntary standards for reprocessing and reuse and that HCFA should
include an instruction to address these standards when the State-based
survey organizations review individual dlalysis facilitles. The litera-
ture does not suggest the need for clinical trials.”

u7June~10, 1986 memorandum to Donald Newman, Under Secretary, DHHS, from
Donald Ian MacDonald, Acting Assistant Secretary for Health, PHS, DHHS.
RE: Reuse of Hemodialysis Devices. This memo contains a note indicating
that 1t was prepared by John Marshall, Ph.D., Director, NCHSR/HCTA, PHS.
Dr. Marshall acknowledged in sworn deposition on September 11, 1986 that
he had drafted this memo.

uaJuly 8, 1986 memorandum to Robert Windom, M.D., Asslistant Secretary for
Health, PHS, from John Marshall, Ph.D, Director, NCHSR/HCTA, PHS. RE:
Hemodlalyzer Reuse.

ugNote 25, supra, pp. 165-166.

50July 10, 1986 note to Boﬁ Rickard, Office of the Assistant Secretary
for Health, PHS, DHHS, from Anne Desmond, Office of the Assistant
Secretary for Health, PHS, DHHS. RE: Hemodialysis. This note further
stated:

"Anna [Boyd] had heard about some problems with disinfectants used
in dlalyzer reprocessing, and about the disagreement between NCHSR
and CDC on whether more study 1s needed on the microblololgic
quality of reprocessed filters. She asked us to call her with more
information on that, for her edification."”

51Note 25, supra, p. T1

52Not:e 49, supra.

53Note 25, supra, pp. 72-Th.

SuIbid.

SSNote 25, supra, p. 68.

56Note 25, supra, p.69.

57August 6, 1986 memorandum to Robert Windom, M.D., Assistant Secretary
for Health, PHS, DHHS, from John Marshall, Ph.D., Director, NCHSR/HCTA,
PHS. RE: Hemodlalyzer Reuse.

58August 11, 1986 memorandum to William Roper, M.D., Administrator of
HCFA, from Robert Windom, M.D., Assistant Secretary for Health, PHS. RE:
Reuse of Hemodialyzer Devices Labelled for "Single Use Only".

591p14.

601p44.
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6lrp14.

62Ibid. The "control" copy of this August 11 memo listed John Marshall,

Director, NCHSR, PHS, as having prepared the memo. Other individuals
listed as having revised the memo are: J. Dickson, Office of the
Assistant Secretary for Health, PHS; Bruce Artim, Office of the Assistant
Secretary for Health; James Mason, Director, CDC, PHS; Renault, CDC, PHS;
Hardy, CDC; John Villforth, Director, Center for Devices and Radiological
Health (CDRH), FDA, PHS; Robert Eccleston, CDRH, FDA; Richard Riseberg,
Chief Counsel, PHS; and PHS Agency Heads.

63Note 27, supra.

6uNot:e 25, supra, pp. 103-104,

65Note 25, supra, p. 92

66Note 25, supra, pp. 88-94; Note 26, supra, pp. 135-141; and note 27,
supra, pp. 93-100.

67Note 26, supra, p. 141,

68Not:e 27, supra, pp. 93-100.

69Note 25, supra, p. 113.

70Transcr1pt Of Proceeding, U.S. Senate Special Committee on Aging,
Deposition of John C. Villforth, Washington, D.C., September 4, 1986, pp.
119-120.
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APPENDIX I.

REUSE OF HEMODIALYSIS DEVICES: CHRONOLOGY OF MAJOR EVENTS

Prepared By Staff
of the
Special Committee on Aging, U.S. Senate
Dr. Hansen, a sclentist, produced liver damage
(hepatoxicity) in cats by injecting B% formalin
(formaldehyde) Into the gall bladder of cats. [NOTE:
FORMALDEHYDE IS THE CHEMICAL MOST OFTEN USED AS THE

"DISINFECTANT" IN THE REPROCESSING OF DIALYSIS DEVICES,
DIALYZERS, BLOOD LINES, ETC.]

Dr. Fischer, a scientist, conducted the first "systematic
studies of the hepatotoxicity" (liver damage causing) of
formaldehyde and confirmed the findings of Dr. Hansen (zee
above) and earller findings of others. [NOTE: A NUMBER OF
OTHER TOXICITIES ASSOCIATED WITH FORMALDEHYDE HAVE BEEN
IDENTIFIED SINCE THE TURN OF THE CENTURY; THEY INCLUDE, BUT
ARE NOT LIMITED TO, CANCER-CAUSING, KIDNEY DAMAGE-CAUSING,
ASTHMA-CAUSING, TERATOGENIC (BIRTH DEFECTS), INTERFERENCE
WITH REPRODUCTIVE ACTIVITIES, INTERFERENCE WITH THE CENTRAL
NERVOUS SYSTEM AND DAMAGE TO BLOOD (IMMUNOLOGICAL).]

P.L. 92-603 established Medicare funding of dialysis under
the End Stage Renal Disease Program (ESRD).

FDA Compliance Policy Guide 7124.23, Chapter 24 - Devices.
SUBJECT: Reuse of Medical Disposable Devices. ". .[Tlhere
1s a lack of data to support the general reuse of
disposable medical devices ##% [T]he institution or
practitioner who reuses ¥¥# should be able to demonstrate:
(1) that the device can be adequately cleaned and
sterilized, (2) that the #%#% quality of the device will not
be adversely affected, and (3) that the device remalns safe
and effective for 1ts 1ntended use.®*#FDA considers
disposable devices which are being reused, and which have
not been demonstrated to be capable of complying with the
requirements in the above [sentence], to be adulterated ¥¥2
and in violation of 21 U.S.C. 331(k). [SEE PDA'S REVISED
771781 COMPLIANCE POLICY GUIDE BELOW.]

P.L. 95-292: "Special Provisions Relating To Coverage Under
Medicare Program for [ESRD)." This law mandated a study by
NIH of reuse of dialyzers to determine safety. [SEE

10717778 ENTRY BELOW. ]

Research Concept Clearance. Project Title: Study of
Dialyzer Reuse. Project Offlicer: Robt. Wineman, Ph.D.
"Factors to be evaluated will include evaluation of
multiple resterilization #*#*# procedures, bacteriologilcal
and virological safety and patient response factors
especially, lmmunologlc and antigenic.¥%¥¥Reuse of
[dialyzers] has been a toplc of interest and concern [for]
over fifteen years.*¥*%Because of the potential cost savings

with reuse, Congress recently passed Public Law 95-292
which requires "The Secretary shall conduct a study of the
medical appropriateness and safety of cleaning and reusing
dialysis filters by home dlalysis patlents.®®#®*A coordinated
plan for determining the medical appropriateness and safety

of reuse 1s under development by NIH, FDA and CDC. 1If
reuse 1s consldered appropriate, changes in dialyzer
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5/20/79
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labeling will be required (FDA) and possibly changes in
ESRD regulations under Medicare (HCFA).

Memo to Administrator, HCPA, from Asst. Secretary for
Health and Surgeon General. RE: Coordination of a Work
Plan for Studies on End-Stage Renal Disease (ESRD) -
INFORMATION. ". . [S]tudles listed in P.L. 95-292 for ESRD
should be started or evaluated quickly.*## The Public
Health Service (PHS) expects to be reimbursed by HCFA for
all research performed by PHS in this regard.¥*¥¥ PHS
concurred with projected funding estimates developed by the
FPDA and NIH, ."

Memo to Asst. Secretary for Health and Surgeon General from
Administrator, HCFA. RE: Coordinatlion of Experiments and
Studies on ESRD Authorized by P.L. 95-292; Your memo of
Oct. 20. ". . [W]e expect that the costs of administering
and evaluating the studles and experiments will be funded
by the respective agencies with lead responsibility, as
outlined in our memo of Sept. 8. HCFA is planning to
request a supplemental appropriation to cover the necessary
costs of carrying out studies and experiments [other than
dialyzer reusel].*#** We expect the [PHS] to arrange for
obtaining funds to conduct studies of ¥*¥ the medical
appropriateness of dialyzer reuse.¥*¥*V

"DIALYZER REUSE: NAPHT's Statement of Position" position
paper adopted by the Board of Directors of the National
Assoclation of Patients on Hemodialysis and
Transplantation, Inc. "NAPHT is opposed to the reuse of
disposable hemodlialysis filters at the present time except
in carefully planned and controlled experimental situations

where patients elect to participate In the study.¥*¥¥The
patient being asked to reuse dialyzers should be informed
of the possible side effects, of expected number of uses,
and of the methods and controls on reprocessing.*##Until
such time as dializer reuse 1s proven to be safe and
effective (by careful sclentific study as well as by
clinical observation), NAPHT 1s opposed to this practice."

"Investigation of The Risks And Hazards Associated with
Hemodialysis Devices" report, prepared for FDA, Bureau of
Medlical Devices (Kobren et al.;, by the Regional Kidney
Disease Program, Minneapolis Medical Research Foundation.
This study had two goals: ". . to provide [FDA]l with the
information required for writing and implementing
standards; [and] to provide *%% additional data L[for]
evaluation of system component devices.*¥*#The study's scope
was restricted to device performance relative to patient
safety.*##The principal justification for reusing dlalyzers

1s an economic one.¥¥%¥The safety and efficacy of reuse is a
subject of some controversy. [S]ome reports *#*%* document
the adverse effects of reuse, [but] others ##%#% indicate
that dlalyzer reuse is safe and effective ¥*#*#* with minimal
patient complications.®*##{The Health Industry
Manufacturers' Association (HIMA)J} appropriately points out
that *%*% the practice of reuse 1s largely unregulated and
therefore does constitute a potential threat to patient
safety.**%The 1ssue to be resolved *** 1s whether
standards, either performance or disclosure, can be written
for the reuse of dialyzers. At the present time, such
standards cannot be proposed for two reasons: First, 1n the
absence of definitive studies, such as the one contemplated

by the NIH, the necessary criteria to establlsh standards
cannot be formulated. Second, at the present time,
manufacturers label dialyzers *#* for single use only.
Unless these 1ssues are resolved, standards related to
reuse are not relevant. ."
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Memo to Assistant Secretary for Health (ASH), DHHS, from
Jere Goyan, M.D., FDA Commissioner. RE: reuse of
dialyzers--a response to 11/18/80 ASH inquiry about reuse.
", . The gulde [compliance policy guide?] 1s intended to
address responsibility for reuse #%*#* when such actlion 1s
clearly contrary to the mfgr's labeling.¥**¥*¥When an
institution %*#%*% chooses to reuse *%¥¥ the responsibility
*x¥shifts from the mfgr. to the party responsible for the
reuse.**%*The enclosed document, 'Reuse of Disposable
Hemodialyzers', prepared 1n April 1979, still represents
FDA's opinion--that 1s, that FDA cannot at this time
recommend the reuse of [dialyzers].¥¥*The studies ¥*¥ under
way at the [NTH] will ¥*#¥ be concluded in December 1980.
These may affect #*## reuse; in the event that the NIH
studies change our current position, we will advise you.
In any case we do not believe there would be any
significant change in FDA's position on the questilon of
responsibllity under the FD & C Act.”

Lttr. to E. L. Kelly, Acting Dir., Offlce of Speclal
Programs, HCFA, from Nancy B. Cummings, M.D., Assoc. Dir.,
NIAMDD, NIH, and Robert Wineman, Ph.D., Program Dir.,
Chronic Renal Disease Program, NIAMDD, NIE. RE: research
and/or demonstrations relating to ESRD. ". . In some cases
the fundamental research contribution [of these projects]
to medical science would be falrly low. With this factor
in mind,*¥¥ it would be relatively unllikely that NIH would
fund some types of research that might have great Interest
to HCFA because of 1ts economic 1mpact.*#*%* Clinical Trial
of Multiple Use of Hemodialyzers**¥[would have

significant economic impact but a low contribution to basic
medlcal science. Potential cooperation from HCFA: (a} Full
funding of the needed clinical trilals®*##, {b)} Supervision
of collection of data on cost and materlal manpower
required for multiple use. (c) Contributions to design of
the overall study. ."

Memo to Dr. Nancy Cummings, Dir., NIAMDD, NIH, and James
Kaple, Dir. ORDS, HCFA, from Ronald Schwartz, Acting Asst.
IG for Health Care and Systems Review. RE: Request for
Info on Kidney Dialyzer Reuse Research. "It has come to
our attention that [NIAMDD] had discontinued ### research
efforts into the efficacy and safety of kildney dialyzer
reuse. Under the 1978 Amendments to the [SSAJ, Congress
mandated ®#%* this research *##% Now it appears unclear
whether [NIH] or [HCFA] 1s primarily responsible for
financing and administering the contlnuation of dialyzer
research beyond Phase I.%*#¥Unless HCFA and NIH can
resolve this 1ssue, we plan to notify the Congress.***We
request that a formal, written explanation which outlines
your position on this issue be returned to this office {by]
January 27, 1981." [SEE 8/17/84 DHHS 0IG LTTR BELOW.]

Memo to Acting Asst. IG, Health Care and Systems Review,

. from Nancy Cummings, M.D., Associate Dir., NIAMDD,
NIH. ™., No funds were made available for dlalyzer reuse
studies, nor was responsibility assigned formally to any
PHS Agency.*##{In] 1979, because no funds were avallable
and because these studies were not deemed to be scientific
research, the decision was made to limlt an award to a one-
year pilot study by contract.***[Dr. James Kaple of HCFA
and I] conecur that since the issue about dialyzer reuse 1s
one of SAFETY of dialyzer reuse, it would appear to belong
more appropriately within FDA's sphere of

responsibilities. ."

Memo to R. D. Schwartz, Acting Asst. IG for Health Care &
Systems Review, from James Kaple, Acting Dir., Office of
Research, Demonstrations and Statistics, HCFA. RE:
Response to Your Request For Information Pertaining to
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¥
A3

4/2/81

4/9/81

4/15/81

‘4723/81

Kidney Dialyzer Reuse. ". . P.L. 95-292 mandated #%% g2
study on the medical approprilateness and safety of cleaning
and reusing dialysis fillters by home dialysis patients.*#*#
The Department divided responsibility #%#% between HCFA and
PHS.#¥# PHS indicated [see 10/20/78 memo above] that they
expected to be reimbursed by HCFA for all research
pertaining to their responsibilities under the legislation.
HCPA responded to PHS [see 1/15/79 memo above] that we
expected PHS "to arrange for obtaining funds to conduct
studles"®¥¥_ PHS did not respond to this memorandum¥*# "

Memo_ to Ronald Schwartz, Acting Asst. IG for Health Care &
Systems Review, DHHS, from Acting Dir., Bureau of Medical
Devices, FDA. RE: response to Schwartz 2/25/81 memo
(ABOVE) on dialyzer reuse. Y. . The FDA disagrées with
with Dr. Cummings' (NIH) statement that the responsibility
for conducting dialyzer reuse research ¥*#¥ would appear to
belong ¥¥¥ within FDA's sphere of responsibilities.*¥¥The
DA position on reuse ¥¥%¥ i3 In a January 5, 1981 memo from
the Commissioner *## to the Assistant Secretary for Health:
'When an institution or practitioner chooses to reuse a
single-use [dialyzer] the responsibility for the safety and
effectiveness of the reused device shifts from the
manufacturer to the party responsible for the reuse.' A_
well-deslgned clinical study addressing the overall safety
of reuse versus single-use might be desirable, however,
such a study 1s not within the mission of the FDA. Such
research should be performed by agencles equipped and
staffed for research activities.™ [SEE 1/5/81 FDA
COMMISSIONER MEMO TO ASH ABOVE.]

Memo to Nancy Cummings, M.D., Dir., Kidney, Urologic and
Blcod Disease, NIH, from Edwarad Kelly, Acting Dir., Office
of Special Programs, HCFA. RE: multiple use of dialyzers.
". .[A] medical practice *##% employed for 20 years ###
cannot be considered experimental.###[W]e believe there 1s
sufficient evidence to make a decision that reuse Ts a
generally safe, efficaclous, and cost effective procedure
when appropriate standards are met for reprocessing ¥¥¥ The
single most important Issue ¥#¥ is the ¥*¥¥ promulgation of
standards including criteria for patient
selection.*##[S]uch standards would be most effective 1f
they were consensus standards, developed by all involved
governmenmt agenclies--the NIH, CDC, FDA and HCFA.
Therefore, we recommend that you call a meeting upon the
receipt of Dr. Deane's study . ." :

PREPARED BY HSQ, OSP, OESRD, HCFA; SEE 5/16/81 NIH MEMO
BELOW. ]

Lttr to Dr. Seymour Perry, Dir., Nat'l Center for Health
Care Technology, DHHS, from Robt. Wineman, Ph.D., Program
Dir., Chronic Renal Disease Program, NIADDKD, NIH. RE:
Comments on the ESRD Program Evaluation Plan. ". . The NIH
study has been confined to being a laboratory feasibITity
study to demonstrate that a reprocessed dlalyzer has
performance characteristics which are essentially in the
same range as a new dlalyzer. The NIH study did not
undertake a longer term examination of any clinial factors
including adverse patient responses during therapy nor any
measures of Immunological response.¥¥¥In the NIH study, the
attempt was made to show that performance characteristics
of reprocessed dlalyzers, residual aterilant content, and
sterility status are in reasonable ranges to use
reprocessing techniques. ." [SEE 1/15/81 DHHS OIG MEMO AND
1/28/81 NIAMDD, NIH, MEMO ABOVE.]

Lttr to Norman Deane, M.D., Nat'l Nephrology Foundation

(NNF), from John Ketteringham, Vice President, Arthur D.
Little Inc. : Ketteringham's request to review the
report on the NIH funded study prior to publication [ADL
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5/4/81

5/6/81

5/21/81

6/30/81

WAS THE SUBCONTRACTOR TO NNF FOR RESEARCH ON REUSE OF
DIALYZERS]. "As we agreed, I would appreciate the
opportunity to review and contribute to the flnal version
[of the report] before 1t iIs published¥¥¥ % [ B

6/30/81, 5/4/81,”10/7/81, 10/9/81 & 3/19/82 ENTRIES BELOW.]

Lttr to John Ketteringham, Arthur D. Little Inc., from
Norman Deane, M.D., Nat'l Nephrology Foundation, Manhattan
Kidney Center. "Your letter [of 4/23/81] suggests a
misunderstanding. since I did not agree *¥% to give you
review prerogatives on the final report [concerning reuse
of dialyzers |¥¥*.%" [NOTE: SEE 5723751 ENTRY ABOVE, AND

30/81, 1 /81, 10/9/81 & 3/19/82 ENTRIES BELOW.]

Memo to Edward Kelly, Acting Dir., Office of Special
Programs, HCPA, from Nancy Cummings, M.D., Assoclate Dir.,
KUBD/NIADDK, NIH. RE: reuse of dialyzers--response to
Kelly's 4/9/8T1 memo. "[We] support in principle **# the
utility of planning a meeting to discuss dialyzer reuse.
However, there are two facets to the issue which you raise
about development of reprocessing standards. The most
important one, which could be a very controversial and
volatile one, is that dialyzer reprocessing 1s considered
by us and by practicing nephrologists to be a component of
medical practice. 1t would be advisable that suggested
guldelines be developed by a nongovernmental 'neutral’
group ¥¥¥ The acceptance of the nephrology community would
be obtained more readily if this route were followed. We
cannot emphasize too strongly the Importance of the

government not dictating a mode of practice. .©

Memo to Stuart Nightingale, M.D., Acting Assoclate
ommissioner for Health Affairs, FDA, from F. Villarroel,
Dir., Div. of Gastroenterology-Urology and General Use
Devices, Bureau of Medical Devices, FDA. RE: reuse of
dialyzers. "At the April 13 meeting ##% the
Gastroenterology-Urology Panel Section strongly and
unanimously recommended to [FDA] to request a Consensus
Development Conference on reuse.®¥**Reuse 1s a controversial

practice #*%*% The Panel members were aware of Congressional
interest in reuse, and that the only Government effort
toward resolving this 1ssue Is being terminated this year
(see attachment) . ¥¥¥Jince reuse ¥¥¥ is ¥¥¥ of gignificant
importance for the Government, physicians, and patilents, I
endorse the Panel recommendation ., ."

"MULTIPLE USE OF HEMODIALYZERS" report by Manhattan Kidney
Center/National Nephrology Foundation [NORMAN DEANE, M.D.,
PRINCIPAL AUTHOR] under contract to the National Institute
of Arthritis, Diabetes and Digestive and Kidney Diseases,
NIH (mandated by Congress in 1978). [NOTE: REPORT

CONCL ONS Al F G AND CONTRADICTORY; AND THE
CONGRESSIONALLY MANDATED STUDY ON WHICH THIS REPORT WAS TO
HAVE BEEN BASED WAS DEPUNDED AND NEVER COMPLETED] ". .
Studies performed in this project support the conclusion
that the ##% experience with formaldehyde as an
antimicrobial for sterilization of [dlalyzers] warrants the
recommendation of continuation of 1ts use.®###The
recommended concentration 1s 2.0% Tormaldehyde.®¥%

Utilization of the specified procedures with sultable
process and quality control will resulft in a reprocessed
{dialyzer] equivalent in terms of function, cleanliness and

sterllity to a new hollow fiber [dialyzer].¥**¥[CJiinical
experience does not provide Information which could
appropriately lead to a standardized protocol for
reprocessing dlalyzers with suitable quality control and
process control. The technical experlence *¥*¥ does not
provide a suitable data base for critical analysis of the
parameters of importance for reprocessing of dialyzers. A
definition of conditions to effect satisfactory rinsing,
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7/1/81

7/31/81

8/11/81

8/25/81

10/7/81

cleaning, sterilization and preparation for use of a
reprocessed dlalyzer is necessary. ." [NOTE: THE AAMI
COMMITTEE DECIDED NOT TO INCLUDE RECOMMENDED PRACTICE FOR
BLOOD LINES AND PATIENT INFORMED CONSENT AND FREEDOM OF
CHOICE; CONSULTANT ARTHUR D. LITTLE, INC. (ADL), WAS
HIGHLY CRITICAL OF THIS REPORT 1IN 10/9/81 LTTR BELOW; THIS
REPORT WAS REISSUED IN 2/82 WITHOUT ANY OF THE CHANGES
URGED BY ADL. ]

FDA Compliance Policy Guide 7124.16, Chapter 24 - Devices.
SUBJECT: Reuse of Medlical Disposable Devices. [NOTE: THIS
REVISION IS IDENTICAL TO THE 11/11/77 GUIDE ABOVE, BUT
DELETES THE POLICY FINDING OF ADULTERATED, AND RESULTING
VIOLATION OF 21 U.S.C. 331(k).} ". . The reuse of
disposable devices represents a practice which could affect
both the safety and effectiveness of the device.
Information developed regarding this practice should be
referred to the Bureau of Medical Devices for review and
evaluation."

Memo to Carolyn Davis, Administrator, HCFA, from Edward
Kelly, Acting Dir., Office of Special Programs, HCFA. RE:
dlalyzer reuse. "Per your recent request, Information on
the potential savings, incidence and safety lssues of
dlalyzer reuse *#® If reuse, as currently practiced, was
extended to 100% of faclilities ¥¥* the potential savings
could be as high as $150 to $200 million.**¥Numerous risks
to patient safety have been attributed both to reuse and
first use of dialyzers: (1) Infection Risk; (2)
Formaldehyde 1nduced antibodlies *##%* which can result in
increased risks of transplant rejection; (3) Pyrogenie
Reactions #*#% peports of fever and chills; (4) Decreased
dialyzer performance #*#* most facllitlies which reuse report
no meaningful reduction.*##While more controlled,
sclentific studies of these safety 1ssues are needed, it is
clear *¥%¥ that there 1s 1ittle documented evidence of a
safety risk assoclated with dlalyzer reuse.*¥¥[The NIH] has
released a final report on a laboratory study of dlalyzer
reuse [which] provides considerable scientific data In
support of reuse. ." [SEE 8/11/81 HCFA NOTE BELOW; ALSO,
SEE 10/9/81 ADL LTTR BELOW.]

Note to Drs. Rubin and Brandt, ASH, DHHS, from Carolyn
Davis, Administrator, HCFA. RE: dialyzer reuse. "The
attached memorandum reTated to dlalyzer reuse is but one of
a number of initiatives I belleve we need to take iIn order
to contain the costs of ESRD . ." LSEE 7/31/81 MEMO ABOVE.]

Memo to Assoc. Dir. for Device Evaluation, FDA, from Ann
Holt, Assoc. Dir. for Compliance, Bureau of Devices, FDA.
RE: Compliance Policy Guide 7124.16. ", . This 1is in
response to Dr. Villaroel's memo of 8/10/81 questioning the
policy section of the above referenced CPG. In late 1979,
this Bureau undertook a review of all outstanding CPGs as
part of FDA's effort to combine its Administrative Guldes
with the CPGs.*®*%[CPG 7124.16] began the sign off process
unchanged from the previous wording, however, Dr. Carl
Bruch iHFK-EGU;, then acting ADDE, objected to the wording
that the device would be considered to be Tadulterated'
[and] Dr. Bruch proposed the present wording.*##It was not
until 7/1/81, however, that the revised CPG appeared in the
manual. DCO does not consider the change to be %%

significant.V

Memo to William Ketterer, DHHS General Counsel, from
Harvard Gregory, Contracting Officer, NIADDK, NIH. RE:
Telephone Conversation Re: Nat'l Nephrology Foundation
Contract [WITH SUBCONTRACTOR ARTHUR D. LITTLE INC. (ADL)]J.
The question was posed as to whether a final report
submitted by a subcontractor [ADL] to a contractor [Nat'l
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10/9/81

2/82

2/18/82

Nephrology Foundation (NNF)] ##%* could be disclosed upon
request to a third party, or simply made public by the
Government in the same manner as the Contractor's final
report to the Government under the terms of the contract
would be disclosed or made public. Your answer to me was
no; that since the subcontract final report was submitted
to the contractor, the Government did not have possession
of the subcontract report. Therefore the Government could

not disclose or make public what it did not possess¥¥¥ @
NOTE: SEE 4/23/81 55“781 AND 6/30/81 ENTRIES ABOVE, AND

SEE 10/9/81 AND 3/19/82 ENTRIES BELOW.]

Lttr to Norman Deane, M.D., Nat'l Nephrology Foundation,
Inc. (NNF), from John Ketteringham, V.P., Arthur D. Little,
Inc. RE: Contract No. NO1-AM-9-2210. "The final report¥*#
'Multiple Use of Hemodialyzers,' dated June 1981, was
prepared by the Manhattan Kidney Center, submitted to the
NIAMKDD without benefit of review at Arthur D. Little, Inc.
(ADL}.  The report contained data and text taken from our
report to NNF, 'The In-Vitro Evaluation of Certaln Issues
Related to the Multiple Use of Hemodialyzers,' dated
February 1981, prepared under
subcontract.***[IInterpretations and conclusions presented
in the final report to NIAMKDD are those of the [NNF] and
not of [ADL].  "In general.¥*¥%the report falls to make clear
where material referenced to ADL's and other authors' work
begins and ends. Also, we urge that conclusions, such as
those relating to the concentration of formaldehyde used
for sterilization, be substantiated *¥¥ by clinical trials,
as was envisaged in the original request for proposal **¥
The final report omits most of the limitations which
attended data and statistical statements in the ADL report
*¥¥ Tn particular, the final report tacltly asserts that
the dialyzers which NNF submitted to ADL for testing were
sufficient in number and representation to permit
conclusive statistical comparisons. The ADL report makes
no such assertion, and in fact advises ¥¥¥ that 'more
extensive testlng be performed to substantiate’ its
qualified findings.¥¥¥[A] number of tables presenting data
or statistical conclusions in the NNF report which are
attributed to the ADL report ¥*¥ are not derived from the

ADL report.¥

"MULTIPLE USE OF HEMODIALYZERS" report by Manhattan Kidney
Center/Natlonal Nephrology Foundation under NIH contract
was relssued wilthout reflecting any of the changes urged by
Consultant Arthur D. Little, Inc. (ADL) 1n a highly
critical 10/9/81 letter. [SEE 10/9/81 ADL LTTR ABOVE; ALSO,
SEE 6/30/81 ENTRY ON REPORT ABOVE]

Memo to Secretary, DHHS, from James Donovan, M.D.

>
‘Chairman, ESRD Strategic Work Group (organized by HCFA and

included managers from DHHS, HCPA and NIH--22 members in
all). RE: "Chairman's Report--INFORMATION". ". . [I]ssues
identified were prioritized by the Work Group**#[There are)
four areas of critical importance®*%#: [1] improve [HCFA's)
ESRD data base In order to provide a sound foundation for
policy development; [2] ESRD prevention programs; [3]
research and evaluation programs for reducing the incidence
of ESRD; [4] transplantation, reuse and rehabilitation,
[including] a major clinical trial to determine effects of
hemodialyzer reuse."®#¥¥ Background. 1In 1972 Congress
passed PL 92-603 which first authorized funding for the
[ESRD] program. In the enacting statute, as well as 1in
subsequent legislation (PL 95-292, 1978), Congress
articulated the mission of the ESRD program: to assure
patient access to high quality, cost effective medical
care,t#an NOTE: THIS MEMO NEVER REACHED THE SECRETARY --
SEE 12/14/82 MEMO BELOW, AND SEE 10/5/83 ENTRY BELOW FOR
MEMO AND REPORT TO ASST. SECRETARY POR HEALTH.]
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3/15/82

3/19/82

APR. 1982

7/29/82

9/21/82

/

Lttr to Robert Wineman, M.D., NIH, from John Ketteringham,
V. P., Arthur D. Little Inc. RE: "amended version" of the
report, "Multiple Use of Hemodialyzers". "I read in the
#%%* 'Gray Sheet' of March 8, 1982 ##%# that 'an amended
version' of the report, 'Multiple Use of Hemodialyzers,'
was released at a 'Dialyzer Re-Use Workshop,' on March 1,
1982. As you know, this report contalns substantial pleces
of work conducted at Arthur D. Little, Inc., and we would
appreclate recelving a copy. Does this version address the
various comments and correctlons made by Arthur D. Little,
Inc., to you in our letter of October 9, 1981? Or 1s our
letter to be made avallable to those persons receiving this
report? I note that the 'Gray Sheet' records that 2%
formaldehyde 18 'recommended' by this report. Our opinion
1s that the scilentific data contalned in the original
verslon of the report did not support a recommendation, but

merely showed that In specific in vitro conditlons, 2%
formaldehyde achieved a high k111 of certaln representative

pathogens. We recommend further data be generated before

any recommendation is made regarding clinical practice.”
[NOTE: SEE JUNE 1981 ENTRY AB%VE; ALSO SEE 10/9/81 ENTRY

ABOVE:]

Lttr to John Ketteringham, V.P. Arthur D. Little Inc.
(ADL), from Robt., Wineman, Ph.D., Program Director, Chronlc
Renal Disease Program, NIADDKD, NIH. RE: response to
Ketteringham's letter of 3/15/82 [SEE ENTRY ABOVE]. "[A]
copy of the amended report "Multiple Use of Hemodlalyzers"
1s enclosed. The revision was prepared by Dr. Deane taking

into consideration the comments and corrections noted In
your letter of October 9 T1981] to Dr. Deane. We have no
plans to distribute the [10/9/81 letter of Arthur D.
Little, Tnc. with the report¥¥¥ W [ : 1

1 1, 3 1, ! T & §/23/81 ENTRIES ABOVE.]

"Between April and November 1982, 27 of 140 patients 1in a
[d1alysis] center in Loulsiana were infected with rapidly
growing mycobacteria.®*#%0f 26 identifled isolates, 25 were
Mycobacterium chelonel ssp. abscessus, and one was an M.
chelonel-like organism. One factor common to all patlents
was exposure to processed [dialyzers]. Environmental
sampling of the water treatment system showed widespread
contamination with nontuberculous mycobacterlia ¥¥¥ Ve
hypotheslze that patients became infected when their blood
circulated through processed dlalyzers that contalned
viable rapildly growing mycobacteria. This outbreak
demonstrates that hemodialysis patients may be at risk for
developing infections %#% that *#%* may go unrecognized when
routine culture methods are used. It also emphasizes the
importance of using effective procedures to disinfect
dialyzers In [dialysis] centers.¥¥¥ The processing
procedure®*#®included rinsing the dlalyzer with water,
rinsing and filling with 2% aqueous formaldehyde, storing
for U8 hrs, and then rinsing with sterile saline.®%#
Between June 1982 and June 1983, 14 (51%) of 27 patients
with multiple underlying medical problems died*#*¥.," [NOTE:
THE DEATH OF ELAINE SHUMAN IN SEPT. 1983 I OT INCLUDED IN
THE GROUP OF 14 PATIENTS ABOVE; SEE 6/24/85 CDC REPORT,
"INFECTIONS WITH MYCOBACTERIUM CHELONEI IN PATIENTS
RECEIVING DIALYSIS AND USING PROCESSED HEMODIALYZERS,"
PUBLISHED IN NOVEMBER 1985 IN THE. JOURNAL OF INFECTIOUS
DISEASES, VOL. 152, NO. 5; ALSO, SEE NOVEMBER 1985 ENTRY
BELOW. ]

Lttr "To Whom It May Concern" (at FDA) from Robt. Rosen,
dialysis patient. RE: use of formaldehyde in dlalyzer
reuse.

Lttr to Robt. Rosen, dlalysis patient, from John Newmann,
President, (NAPHT) Nat'l Assoc. of Patients on Dialysis and
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10/22/82

12/7/82

12/2/82

12/13/82

Transplantation, Inc. Congratulateé Rosen "for standing up
for your right to informed consent concerning reuse. .
NAPHT has been opposed to re-use. ."

Lttr to Robt Rosen, dlalysis patient, from F. Villarroel,
Ph.D, Dir., Division of Gastroenterology-Urology and
General Use Devices, Office of Medical Devices, CDRH, FDA.
RE: formaldehyde in dlalyzer reuse. "[Ylour doctors have
informed you that*##you may be getting a [trace amount] of
5 ppm_of formaldehyde solution at each dialysls session.¥*¥
Most individuals are chronically exposed to formaldehyde,
which 1s a natural product found in many foods and water in

trace amounts. In the human body 1t 1s rapidly transformed
into formic acid, which is in turn transformed into carbon
dlioxide and water which are normal metabollc
products.¥¥¥Formaldehyde 1s used as an ingredient in
numerous products regulated by the [FDAJ.¥¥%The FDA 1s
unaware of any report of adverse reactions due to the long-
term use of dialyzers disinfected with formaledhyde
solutions. We trust that this information will help you 1n
making an educated decision on whether or not to allow
yourself to be treated with reused dialyzers. ." [SEE FDA
LTTRS OF 12/7/82, 3/15/83 & 1 BELOW.

Lttr to James Rhoades, Pa. Senate, from John Villforth,
Dir., Center for Devices and Radlological Health, FDA. RE:
response to Rhoades' 11/1/82 lttr. "Formaldehyde has not
been shown to be toxic when ingested or injected in trace
amounts . ***[M]Jinute quantities of formaldehyde are used in
several vaccilnes *#* (etc.) *%* There 1s no clinical
evidence that formaldehyde 1n concentrations at or below
the Kidney Foundation's guideline level are harmful to
dlalysis patlients.®*#¥Most manufacturers have chosen to
label dialyzers *#% 'Tor one-time use only'. ." LSEE FDA
10/22/82 LTTR ABOVE; ALSO, SEE 8/1/80 FDA LTTR BELOW]

Lttr (undated) to U.S. Rep. James Coyne, 8th Dist. Pa.,
from Carolyne Davis, Administrator, HCFA. RE: response to
Coyne 1ttr to Sec. Schweiker concerning Robt. Rosen,
dialysis patient. ™Multiple use of hemodialyzers has been
an ongoing practice *%® for 20 years.¥***There is no
Medicare policy that requires dialyzer reuse.¥¥¥1ln response
to *¥¥ Congress, [NIH] conducted a study on reuse *** and
concluded that [dialyzers] can be reused i1f they are
reprocessed 1n accordance with certaln procedures [SEE 2/82
NIH REFORT ABOVE].¥¥¥1It appears from your inquiry that Mr.
Rosen 1s unclear about [his] right to accept or refuse
reused dilalyzers. "

Memo to Dr. Brandt, ASH, DHHS, from Dr. Hayes,
Commissioner, FDA. RE: FDA's involvement 1n reuse of
dialyzer equipment. ". . The high costs lof dialysis] have
prompted examinations of ways to reduce the cost, one being

the multiple use of [dialyzers].**¥FDA 1Is Involved in
thelr use and reuse 1In three ways: Mfgrs. will soon be
submitting dialyzer filters labeled for multiple use; FDA
has participated in and financlially supported workshops for
developing guidelines for reprocessing ¥*#* In 1978,
Congress mandated a study of the medical approprlateness
and safety of reusing l[dialyzers].***However, no clinical
trials to determine the effects of reuse were included in
the study.*¥**HCFA has recently convened a ®¥* work group to
address the need for clinical studies and has prepared
options suggesting ways to improve the ESRD Program's
management. Those options included a recommendation that
FDA conduct a clinical trial to evaluate **% reuse.
Although we concur in the need for an evaluation, this
Agency is not staffed and equipped for clinical research.
We can, however, recommend protocols for such research and
review the data from clinical trials for adequacy. ."
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12/14/82

12/14/82

1/6/83
1/6/83

2/11/83

3/15/83

5/11/83

MEMO to the Executive Secretary, DHHS, from Dale Sopper,
Asst. Secretary for Management and Budget, DHHS. RE:
Report of the Intradepartmental Work Group on ESRD [SEE
2718782 ENTRY ABOVE]. "I do not concur with forwarding
[the ESRD work group report] to the Secretary .¥*¥[TJhis
paper 1s incomplete and falls to respond to the Secretary's
request of April 1982 for an ESRD options paper.***The
Secretary met with Dr. Davis [of HCFA on 4/8/82 to] review
the report**#*[T]he Secretary asked HCFA to submit an
abbreviated options paper to him by April 23%#*In the
paper, HCFA was to define resource requirements as well as
expected beneflits***I am concerned that HCFA appears to
have developed its recommendations in the subject issue
paper without attention to their potential budgetary
impact.¥*¥A3 requested by the Secretary on April B, HCFA
should revise the paper to include these cost estimates as
well as the benefits#¥%, [NOTE: SEE THE 2/11/83 AND
10/5/83 ENTRIES BELOW.)

Lttr to Robt. Rosen, dialysis patient, from U.S. Rep. James
Coyne. 8th Dist., Pa. RE: HCFA response (SEE 12/13/82
ENTRY ABOVE) to Coyne 1ttr. "As you can see, according to
[NIH], the hemodialyzers can be reused if they are
reprocessed in accordance with certaln procedures.¥##It
appears that the reuse of dlalyzers is still of
questionable safety. ."

Lttr to Robt. Rosen, dialysis patient, from Larry Oday,
Dir., Bureau of Program Policy, HCFA. RE: response to a
Rosen 1lttr. [NOTE: THIS LTTR IS ALMOST IDENTICAL TO THE
UNDATED CAROLYNE DAVIS LTTR TO REP. COYNE ABOVE.]

Lttr to Sen. Specter from Larry Oday, Dir., Bureau of
Program Policy, HCFA. RE: Robt Rosen, dialysis patient.
[NOTE: THIS LTTR IS IDENTICAL TO ODAY'S 1/6/83 LTTR TO
ROSEN ABOVE. ]

Memo to Agency Heads, OASH Staff Officers, from Edward
Brandt, M.D., Asst. Secretary for Health, DHAS. RE: End-
Stage Renal Disease. ". . A departmental task force has
made several recommendations for approaching [the ESRD]
problem, and the PHS has been assigned responsibility for
most of them. I find them to be both reasonable and
appropriate. A copy of the report 1s attached.***I am
designating NIH as the lead Agency to provide me with [a
coordinated] response. 1 have asked Dr. James Wyngarden to
establish a Coordinating Committee to oversee this
effort . ¥%¥[ 1 am assignin%] Recommendation #% [concerning]

Dialyzer Reuse [to #%# n [NOTE: SEE 12/14/82 AND
2718;82 ENTRIES ABOVE, AND 10/5/83 ENTRY BELOW.]

Lttr to Sen. Specter from Robt. Wetherell, Assoc.
Commissioner, FDA. RE: response to Specter's 2/18/83 ittr
concerning RobT. Rosen, dialysis patient. [NOTE: THIS LTTR
IS ALMOST IDENTICAL TO 12/7/82 FDA LTTR TO PA. STATE
SENATOR RHOADES.] "Most manufacturers have chosen to label
dialézers in the U.S. "for one time use only'. ." [NOTE:

ALL MANUFACTURERS LABEL DIALYZERS 'FOR SINGLE USE ONLY';
ALSO, SEE FDA 8/1/84 LTTR BELOW.]

42 CFR Part 405. "Medicare Program; End-Stage Renal Disease
Program; Prospective Relmbursement for Dialysis Services
and Approval of Special Purpose Renal Dialysis Facilitles;
FInal Rule™, HCFA, DHHS, Fed. Reg. p. 21272, Vol. &8, No.
92. HCFA publishes final regulations on Medicare ESRD
relmbursement rates and declares that HCPA is neutral on
reuse of dialysis devices. "Reuse Is prevalent In Europe
and many facilities in the United States reuse. Preliminary
studlies show that reuse 1s successful where 1t is done
properly. Nevertheless, we do not presently require or

64-572 0 - 86 - 4
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7/6/83

7/14/83

8/23/83

8/30/83

9/15/83

prohibit reuse. We will continue to study dlallzer reuse,
and to monitor outcomes of those facilities that reuse
diallzers¥%*%to determine *¥* should we revise the program's
health and safety, as well as reimbursement, requirements.
*%¥2The regulations establish a prospective reimbursement
rate for in-facility and home dlalysis of $127 per
treatment. The hospitial dialysis rate 1is set at $132 per
treatment.

Memo to Asst. Dir., Education and Communication, CDRH, FDA,
from Mark Barnett, Dir., CDRH, FDA. RE: Meeting of CDRH
working group on dialiyzer reuse, July 1, 1983. .

Working group agreed to the following points *EETE is
granted that we do not have a definitive answer to the
guestion of long term risk from dlallzer reuse, on the
other hand there may be risk[s] from sIngle use, which are
also unknown. Given the fact of ever increasing reuse, and
the encouraging lack of evidence of short term 111 effects
from studies to date, we should proceed to investigate the
need for and possibly develop guidelines on reuse
procedures.¥¥¥The need for guldelines 1s presumptlve: we do
not have evidence that poor reuse practices are necessarlly
occurring, or that the reuse practices of some institutions
are 1nadequate.**¥Guidelines will#*¥**provide assurance to
patients and organized patient groups that the gov't has
studlied the matter and has endorsed certaln principles
and/or procedures as adequate. Note too, that patient
[groups] as well as key medical organizations must play an

active role in developing/endorsing the guidelines. The
best way to develop the guidance will be through a joint
NIH-FDA Consenus Development Conference. This vehlcle will
¥¥¥assure**¥participation of the right groups.**%Conferees
should deal***also with important issues of long term risk
(do we know enough to develop guidelines?), the need for
the guidance, and the question of which patlents ¥#*#¥ should
not reuse. ."

Lttr to Robt. Rosen, dlalysis patient, from Mark Kramer,
M.D., President, ESRD Network No. 24 Coordinating Council,
Inc., King of Prussia, Pa. RE: response to 8/8/83 Rosen
lttr. ". . When a dialyzer 1s properly sterilized its
reuse 1s considered safe and medically acceptable. ."

Lttr to Robt. Rosen, dlalysis patient, Pennsylvania, from
J.D. Sconce, Region VI, HCFA. RE: Rosen's questlons
concerning deaths of 14 dialysis patlients in Baton Rouge,
Loulsiana.

Minutes of meeting (1st meeting), Reuse Ccmmittee, FDA, by
Lawrence Kobren, . Chairperson. "With rising medlcal costs
becoming an important issue, there 1s a greater probability
[of reuse) of medical devices *%*¥* In order to cut costs.®*#
[R]euse of disposable medical devices could have a major
impact on the regulatory responsibilities of the CDRH [at
FDAJ.**¥¥Topics discussed were: Does the FDA compliance
policy *#¥¥ need revision? #¥** [I]s the labeling for
[dialyzers] adequate [for reuse]? ¥¥¥ Tf reuse of a device
is a medical decision, does the FDA have authority to
prepare guildelines for the physician? 1f not, who should?
Should FDA ¥¥¥ educate users of reused devices on the
proper way to clean and sterilize devices? . ."

Minutes of meeting, Reuse Committee, FDA, by (unsigned).
"Dp, Villarroel briefed the committee on the activitles of
the [Program Management Staff (PMS] ESRD Coordlnating
Committee.*¥¥A definition for reuse of medical devices was
discussed.***Dr, villarroel will continue his activitles
with regard to the PMS ESRD coordinating committee."
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10/3/83

10/5/83

11/9/83

11/17/83

11/30/83

12/5/83

Minutes of meeting, Reuse Committee, FDA, by (unsigned).

". . Dr. Villarroel ¥*¥* indicated that the memo to Dr.
Brandt from the PHS Committee will endorse the concept of
initiating a program using HCFA data to compare the outcome
of patients treated with dilalyzers one time and multiple
times. The memo, however, will not 1include any
recommendation concerning guldelines for reuse. ."

Memo to Asst. Secretary for Health, DHHS, from Lester
Salans, M.D.,; Director, NIADDKD, NIH, and Chairman, PHS
Coordinating Committee for ESRD. RE: Report of Committee.
T . ITIhis Committee was established by you on 2/11/83 to
develop a coordinated response to the recommendations
contained 1n the February 1982 Report of the
Intradepartmental ESRD Strateglc Work Group [SEE 2/18/82
ENTRY ABOVE]. "SUMMARY: RECOMMENDATIONS OF THE PHS ESRD
COORDINATING COMMITTEE. INTRADEPARTMENTAL ESRD STRATEGIC
WORK GROUP RECOMMENDATION NO. 1--That HCFA be authorized to
implement a comprehensive Departmental ESRD database: The
PHS Coordinating Committee concurs¥®®® #¥# TTT,
INTRADEPARTMENTAL #*##* WORK GROUP RECOMMENDATION NO.3--That
NIH and HCFA individually and cooperatively develop a
cohesive research plan: The PHS Coordinating Committee
concurs and notes that 1t addresses two areas: (A) basic
and clinical research and (B) program research and
evaluation.*## VI, INTRADEPARTMENTAL *#*#* WORK GROUP
RECOMMENDATION NO. 6--That PHS/FDA be authorized to begin
clinical trials to determine the effects of hemodialyzer
reuse: The PHS Coordinating Committee does not agree #%#%
that clinical trials ¥**¥ be 1nitlated.*®*¥ [DJialysis using
reprocessed consumables 1s clearly a wldely accepted
modification of standard treatment*®¥A remaining lssue,
however, 1s the lack of systematic data on long-term
morbidity or benefIt in the reuse of dialysis consumables.
To address this specific need, the PHS Coordinating
Committee recommends that (1) HCFA should include
information on dlalyzer reuse In 1ts comprehensive #*##% ESRD
data base®¥¥and (2) using this data base, FDA [should]
initiate a study to compare the outcome of patients treated
with dialyzers used once vs. muitiple times. This study
should be for a period of no less than flve years¥*¥#The PHS
Coordinating Committee recognizes that--even when careful
dialyzer reprocessing and preparation procedures are
followed--the possibillity of long-term effects, or very
infrequent acute adverse effects, cannot be ruled out

completely.™

Minutes of meeting, Reuse Committee, FDA, by L. Kobren.
"The Georgetown U. Conference on Hemodialysis was brilefly
discussed.***Dr, Villarroel requested that the Committee
review a draft Memorandum of Need (MON) for guidelines 1in
the reuse of [dlalyzers].¥¥¥1t was suggested [that AAMTI]J
could establish a committee to develop guldelines if FDA
provided, as a result of the MON, the necessary risks and
hazards data. .V

Initial FDA inspection (by CSO Nicholas R. Nance) of
manufacturer of a dlalyzer reprocessor machine. "¥¥¥ 3
510(k) letter has been received for this device. ##% I
recommend a prompt GMP inspection of this firm."
Attachment--FDA EIR, 10/4-23/84, on inspection of the
manufacturer of dialyzer reprocessor [NOTE: SEE 10/4/86
ENTRY BELOW].

FDA "Dear Doctor" letter. RE: requirements for appropriate
rinsing of new dialyzers to avold severe hypersensitivity
reactions with new dlalyzers.

Minutes of AMMI Reuse Committee mtg. (1lst mtg.),
Washington, D.C. [Attended by Lee Bland, CDC, and L.
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12/22/83

1/9/84

1/25/84

1/27/84

3/9/84

3/28/84

Kobren, FDA]. "[T]he meeting was convened to initiate work

on a national consensus guideline for reuse of
dialyzers].” NOTE: REFERENCE TO AD HOC GROUP--FDA, HCFA
& NIH--TO STUDY MORBIDITY/MORTALITY IN REUSE.)

Memo to Office Directors & OTA Division Directors, CDRH,
FDA, from Joseph Arcarese, CDRH, FDA. RE: Identification,
Descriptlion and Analysils of Dialyzer User Problems
(concerns about reuse and lst use syndrome). "#*%#%
[S]tuding dialysis problems and taking appropriate
programmatic actions to solve or amellorate them ought to
be high on our prioritiesg *#% ¥

Medical Device Report (MDR) to FDA regarding dlalysis
machines. "On all dlalysls machines, bicarbonate baths
were checked and [sodium] levels were critically low.
[Company] was notified of the problem. Problem was solved
by discarding Lot No. W304 (46 bags) and replacing with new
batch."”

Minutes of meeting, Reuse Committee, FDA, by (unsigned).
"The Canadian letter [from Dr. Kay of the Montreal General
Hospital dated 8/15/83 and] requesting FDA funding for a
[dlalyzer] reuse study was . . denled because the [U.S.]J
government does not normally fund foreign research. . The
MON for developing a guideline for reuse of [dlalyzers] . .
is no longer needed, since [AAMI] has agreed to develop a
guideline. . Mr. Villforth will present a speech on
regulatory concerns [at the Georgetown U. Reuse Conference]
. « Mike Miller of AAMI is meeting with CDRH staff to
explore possible FDA financlal support for the development
of the guidelines. ."

Memo (by Wendy Johnson) of meeting between Wendy Johnson,
CDRH, FDA, and Bill Tobert and Rick Fenton of HCFA. RE:
possible FDA/HCFA Interactions with regard to Dlalysis.
"#%% Ye discussed the possibility of FDA generated
questions be added to [HCFA's] survey form [as part of the
annual HCFA survey]l."

>Lttr to Tom Scarlett, Gen. Counsel, FDA, from J.Kevin
Rooney, Atty. Re: Reuse and resterilization of
Hemodialysis devices. [Rooney advises that HCFA
reimbursement rate reduction has initlated a practice of
reuse of dlalizers and blood tubing sets; He warns that the
cleaning and sterilization process is not uniform. ", .
Kidney Foundatlion Revised Standards for reuse dated 12/2/83

#¥¥yhen compared to pharmaceutical industry practices are
antiquated and from the stoneage. The standards allow for
bloodclots 1n recleaned equipment. ." [NOTE: SEE 4/19/8h

FDA LTTR BELOW.]

"Notes" of AAMI Reuse Subcommittee mtg., Washington, D.C.
[attended by L. Kobren]. The "Freliminary Draft" of the
"AAMI Recommended Practice: Reuse of Hemodialyzers" was
discussed, including whether or not reuse of "products such

A AT A . J=-
"Nontuberculous mycobacteria *#** can readily survive 2%
formaldehyde after 24 hrs. of exposure,¥*¥Tf the
concentration *##%* ig increased to 4%, none of the strains
of [the bacteria) survive beyond 24 hrs.*¥#[A7 dialysis
center 1s faced with two alternatives.¥**[One] could rely
entirely upon aseptic techniques throughout the
reprocessing procedure ¥*¥ Most centers do not have the
capability of undertaking such a closed-system and
experienced approach. The second optlon would be to use 4%
instead of 2% formaldehyde . ." [NOTE: THE 6/30/81 NIH-
SPONSORED REPORT RECOMMENDED 2%, BUT INCLUDED A REFERENCE
TO CDC SUGGESTION FOR 4%.1]

as blood lines" should be included or excluded. [RE:
R
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ﬂ/12[8u

4/12/84

4/19/84

4/20/84

5/4/84

Lttr to Robert Taylor, Assoclate Administrator,

Division of Health, Standards and Quality Reglon III, HCFA,
from Frances Bowie, Service Facility Regulation
Administration, Dept. Consumer and Regulatory Affairs, D.C.
Government. RE: referral to HCFA of complaint received by
Bowle. 7. . Mr. Bland {of CDC] stated that CDC does_ not
have a reuse blood line policy, but recommends that
hospital guidelines for central service department would be
appropriate in reuse processing areas.***We need to know
HCFA's policy on re-using blood lines *#*# [W]e will need
written guldelines on how to monitor its use. ." [SEE LTTR
OF 7/3/84, 10/3/85 AND 11/18/85 BELOW]

Minutes of meeting, Reuse Committee, FDA, by L. Kobren.
"{Clonsensus of the committee [on the GIU Reuse Conference
was] that few if any real problems with reuse were defined.
®¥%Some persons lat the conference] who reuse *** stated
that it would be helpful if the manufacturers would provide
guldance in the labelling lconcerning] use of certaln
cleaning materials, sterilization procedures, or high level
disinfection procedures.***[A draft] letter ®*#*¥ prepared
for Mr. Villforth's signature *¥#* requests [General
Counsel] opinion and interpretation of 21 CFR §01.54 which
requires manufacturers who are aware that thelr device is
being used for purposes other than for which it was
Intended to address that use in thelr labeling.**#The 1981
¥¥¥compliance policy regarding reuse was discussed. More
pressures are belng exerted for reuse *** [T]he 1981
compliance policy on reuse] policy should be reexamined 1n
Tight of these new pressures and we should consider whether
revision or modiflcation of our policy 1s necessary. The
Committee declded it might be helpful to develop a Center
Guidelline on the various 1issues of reuse, such as
sterility, disinfection, cleaning, and materials.”

>Lttr to J. Kevin Rooney, Atty., from Walter Gundaker, Dir.
Office of Complliance, CDRH, FDA.” Re: response to Rooney's
3/9/84 1ttr concerning reuse. "Hospitals that utilize raw
material in the mfgr. of drugs are regulated by FDA as drug
mfgrs. and are required to register as such. This 1s not
the case with hospitals involved with the use of
hemodialysis devices which are recleaned and reused. In the
case ol reuse of dlallzers a patient-doctor relatlonship
exist. If the doctor orders the reuse of a dializer on his
patients, we have considered this to be in the realm of the
practice of medicine, which Is controlled by other
overnmental bodles, more specifically, state authorities.
B 379 R A ;3 ALSO, NOTE: MOST TES
DO NOT HAVE LICENSURE AUTHORITY OVER DIALYSYS FACILITIES.]

Lttr to R. E. Easterling, M.D., chairman, AAMI Reuse
Subcommittee, from M. S. Favero, Ph.D., CDC. RE: rationale
for justificatTon of using 4% formaldehyde. "Obviously,
much of [your] concern [about using 4%] deals with the
increased rinsing time requlred to remove residual
formaldehyde. . CDC has never felt comfortable with the use
of 2% formaldehyde *¥¥ [W]e are in the midst of a study ¥*¥
of 150 ¥¥¥ gdialysis centers *#% [W]e have completed assays
on 39 such centers and have detected mycobacteria in water
in 35 of them. GConsequently, I think the problem of
mycobacterial contamination is much more widespread than we
ever anticlpated."”

Minutes of AAMI Reuse Subcommittee mtg., Washington, D.C.
[attended by M. Favero, CDC, & L. Kobren & F. Villarroel of
FDA] "[T]he subcommittee agreed to delete *** the
recommended practice dealing with informed consent.t##[A]
CDC survey in progress showed that *¥# m cobacterial
contamination 1is far more common_ than previously thought."
TNOTE: SEE §/20/80 CDC LTTR ABOVE.]
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5/10/84

7/3/84

7/3/84

7/18/84

8/1/84

8/10/84

Minutes of meeting, Reuse Committee, FDA, by (unsigned).
"[A] memorandum from Mr. Villforth to General Counsel
request[s] a legal opinion on the applicability of [21 CFR]
B01.4 ¥¥¥ Office of gtandards and Regulatlons is requested
to review [21 CFR] 801.4 and the draft reuse policy-and

glve a legal opinilon of both.¥¥¥Review of AAMI Guideline
for Reuse . .7

Memo to Patricia Harfst, Dir., Div. of Institutional and
Ambulatory Services, HCFA, from Claudette Campbell, Acting
Chief, Survey and Certification Review Branch, Region III
Office, HCFA. RE: complaints from D.C., state survey agency
concerning reuse of blood lines in a dialysis center. "CDC
does not have a reuse blood line policy *** We feel that
the health and safety issues involving reuse of the
dlalyzer are similar in this situation. There should be a
national policy disposition regarding the reuse of blood
tubing in order to ensure the protection of the health and
safety of patients.®#%% We expect that the above will become
a national concern . ." [NOTE: SEE 11/18/85 HCFA LTTR

B .

Memo to General Counsel, FDA, from John Villforth, Dir.,
CDRH, FDA. RE: Request for Legal Opinion of the
Applicabllity of Section 21 CFR 801.% [to reuse of
devices]. [NOTE: SEE 9/25/84 OGC OPINION BELOW.]

>Regulations, Colorado Department of Health: Single Use
Disposable Medical Devices. RE: Reuse of dlalizers. "The
regulations are proposed to control the re-use of single-
use or disposable medical devices. Without such
regulations, the public health [and] safety may be
JeoEardized.!**Prior to individual dlalyzer regeneratlon,
each patient shall be provided by the physician with a
presentation of possible complications and hazards and
possible benefits of such regeneration. This shall be
incorporated into the consent for dialysis form ¥**¥ No
person shall be denied access to dlalysis in the facllity
as a result of the patient's refusal to permit regeneration
of his or her dialyzer. Water used to formulate cleaning
solution and to rinse dialyzers shall be passed through a
reverse osmosis membrane, ultrafiltration membrane or a
submicron filter.#%##*If formaldehyde 1s used as the
disinfecting agent, a minimum concentration of 2% in both
the blood and dialysate compartments, and minimum exposure
time of 24 hours 1f required.”

Lttr to Robt. Rosen, dialysis patient, Pennsylvania, from
John Villforth, Dir., Center for Devlces and Radiological
Health, FDA. RE: response to Rosen's 5/31/84 1lttr
addressed to President Reagan and concerning reuse of
dialyzers. ". . [D]ata**# supports the safety and efficacy

of the reuse of dlalyzers. ¥¥fWe agree, however, that the
safety and efficacy of reuse 1is still a subject of some
discussion.*¥¥[ T Jhere are some reports in the literature
regarding potential adverse affects of reuse **¥ FDA
regulates the manufacturer and/or distributor of the
device. We do not regulate the user.®#%* Qur policy %% 1s
to place The responsibility for reuse on the user ¥% [TThe
Center has initlated programs which will develop data on
[dialyzer] equipment, including the reuse of
dlalyzers.***CDRH 1s represented on the [AAMI] committee
which is developing guldelines for the reuse of
Tdialyzers]." [NO%E: SEE FDA LTTRS OF 10/22/82, 12/7/82 &
3/15/83 ABOVE; ALSO, SEE FDA'S 9/10/84 & 9/12/84 LTTRS
BELOW. }

Memo to Director, Office of Survey and Certification, HSQB,
HCFA, from Robt. Streimer, Dir., Office of Coverage Policy,
Bureau of Eligibility, Reimbursement and Coverage, HCFA.
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8/17/84

8/20/84

8/22/84

8/27/84

9/4/84

©9/10/84

>

RE: Policy Guidance Regarding the Reuse of Disposables for
Renal Dlalysis (Your memo of 7/17/84). "In your memo you
mentioned a need for interim policy guidelines to address
recent complaints about reuse of ¥¥#*% dialyzers and blood
Tine tube sets.¥*¥¥[We] have no evidence of specific cases
where reuse caused medical problems.***[RJesults of [the
AAMI study] are expected to be released in January 1985.¥%#
We believe it 1is premature to consider any change 1in the
regulations, as you suggest, untll the results of the
[AAMI] project are evaluated. ."

Lttr to Robt. Rosen, dialysis patient, from Don Nicholson,
Asst. I.G., DHHS. RE: response to Rosen's 5/31/84 lttr on
reuse of dialyzers. "My offlice 1s charged with assuring
the Integrity of the Medlcare program against posslble
fraud and abuse violations. However, the 1ssue of dlalyzer
reuse falls specifically within the purview of [HCFA].®##I

feel confident that all of your concerns will be fully
addressed by HCFA." [NOTE: éEE 1715781 DHHS OIG M

ABOVE. ]

Lttr to Perry Ecksel, Kidney Patient's Assoclation,
Philadelphla, Pa., from Senator Kennedy. RE: response to
Ecksel concerning reuse. "FDA . . has received numerous
letters of concern about the issue of reuse of kidney
dialyzers., The policy of reuse of [these] devices is not
directly regulated by the FDA. . If you are aware of
specific instances of billing Medicare for new devices when
in fact re-use of disposable items has instead taken place,
%%g should report these instances immediately to [the DHHS
G]. .II

Minutes of AAMI Reuse Subcommittee mtg., Chicago, Ill.
[attended by L. Bland, CDC, & F. Villarroel, FDA] "The
committee decided to exclude reuse of blood tubing from the

recommended practice.¥¥¥An unexplained elevatlon of the
serum creatlnine should be cause for reevaluation of the
reprocessing procedure."

Lttr to Perry Ecksel, Kidney Patients Assoc., Philadelphia,
Pa., from Henry Desmarais, M.D., Dir., Bureau of
Eligibility, Reimbursement and Coverage, HCFA. RE:
response to Ecksel's inquiry on reuse of dlalyzers.
"[R]esults of a study **#% conducted by [AAMI] are expected
to be released by January 1985.*%##Wnile there have been
reports of isolated problems with dlalyzer reuse during the
past few years, the documentation does not support a
finding that reuse 18 detrimental to patient health and
safety.*¥¥Je can understand that ESRD facilities may wish
to encourage #**%* reuse *** as a cost contalnment measure,
but there is no provision in the law permitting treatment
to be stopped 1f patients will not cooperate.™

Memo of Meeting to L. Kobren file, DCRH, FDA. RE: Summary
notes of meeting between Kobren, Chair FDA Reuse Committee
and Villforth, Dir. CDRH, FDA. RE: Robt. Rosen, dlalysis
patient, 1ttrs concerning dialyzer reuse. n[Kobren]###
described to Villforth the various points Mr.Rosen has made

in his varlous 1lttrs and discussed our [PDA] responses.

MR. VILLFORTH AGREED THAT ANY FUTURE CO SPOND E
RELATED TO REUSE OF DEVICES SHOULD BE REFERRED TO THE
CHAIRMAN OF THE REUSE COMMITTEE. 1

Lttr to Sen. Specter from Robt. Wetherell, Assoc.
Commissloner, FDA. RE: response to Sen. Specter 7/18/84
request concerning Robt. Rosen, dialysis patlent. ". . Our
latest letter to [Rosen] dated August 1, 1984 was in
response to a letter he wrote to Preslident Reagan on May
31, 1984.%#2] pelieve our response to his letters fully
explains FDA's position with regard to the issues he has
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9/12/84

9/17/84

9/25/84

9/28/84

10/4/84

10/23/84

ralsed.***[A]ls we have explained to him, many of his
concerns are beyond the regulatory authority of FDA."
[NOTE: SEE 9/12/84 FDA LTTR BELOW.]

Lttr to Robt. Rosen, dialysis patient, from John Villforth,
Dir., Center for Devices and Radlological Health, FDA. RE:
response to Rosen's 8/6/84 1ttr. ". . [YJour concerns about
the reuse of [dialyzers] *** are matters outside the
Jurisdiction of the FDA and must be worked out between the
patient and his ¥¥¥ physiclan.¥¥¥[T |he FDA {s doling
whatever it can, within 1ts authority, to protect the
public health by developing data on the reuse of these
devices and working with voluntary standards committees to
develop effective protocols for proper processing.”

Lttr to Robt. Rosen, dialysis patient, from Lawrence
Kobren, Chairman, Reuse Committee, CDRH, FDA. RE: response
to Rosen's 7/25/84 1ttr. ". . The FDA takes no position
with respect to the declsion to reuse a medical device.
That decision Is between a physician and the patient, and
the FDA will not iInterfere with that process. ."

Memo to John Villforth, Dir., CDRH, FDA, from Ann Witt,

OGC, FDA, RE: HReuse of Medlcal Devices; Adequate
Directions for Use. "This memo responds to your request of
July 3, 1984, for a legal opinion as to whether FDA can
require mfgrs. of medIcal devices currently labeled "for
single use only' to provide adequate directions for reuse.
For most devices, it 1s unlikely that FDA could sustain
such a requirement, if Imposed under a theory based on 21
CFR B01.3 that wide reuse of a disposable device by
consumers constitutes a new 'intended use' of the device
for which adequate directions are required. The courts
have held that an 'intended use' could be established
through consumer use only if consumers used the device for
the use In question 'nearly excluslvely'; moreover, certain
factors suggest that the agency might not prevail in
requiring directions for reuse even with a product as
frequently reused as hollow fiber dialyzers. .m

Lttr to Perry Ecksel, Kidney Patlents Assoclation,

Philadelphia, Pa., from Henry Demarais, M.D., Dir., Bureau
of Eligibility, Reimbursement and Coverage, HCFA. RE:
response to Ecksel's inquiries. ". . Under the law, [HCFA]
is not authorized to recommend or prevent reuse of renal
devices. Guldellines established by the FDA and the [AAMI]
will be released ¥*¥¥ after January 1985 and will address

all of your concerns.V

(Beginning date of) FDA Establishment Inspection of
manufacturer of a dialyzer reprocessor machine. Numerous
GMP deflciencles were documented in the 52-page (including
attachments) Establishment Inspection Report (EIR)

Memo to Senlor Staff, CDRH, FDA, from Willlam Dierkshelde,
Ph.D., CDRH, FDA. RE: Dialysis Use Committee Report.

"[The report] has been completed and is being sent to you
for your information. Thils document 1s for internal
planning purposes only. Because 1ts findings are
inconclusive, the Committee asks that the report not be
distributed outsIde the Center. Although the Committee
conducted an extensive search for information on device-
user interactlions, the yield was minimal. As a result, the
Committee concluded that 1t could not recommend a
comprehensive educational program at this time. .
{attached) "Report of the Dialysis Use Committee" (3
pages). "Recommendations ¥¥¥ Dialysis System
Investigations Contracts (RFP 223-84-4276) be designed to
address user-related problems listed in the report. . . The
Committee believes that installation of proper water

0
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12/7/84

12/31/84

2/13/85

3/5/85

treatment systems (using the AAMI standard as a guide) 1is
of utmost importance to protect the health of dialysis
patients¥®# *

Report Attachment A--"Summary of Possible User Related
Problems™ (3 pages)

Report Attachment B--"Elaboration of Possible Problems™ (36
pages of accldents, malfunctions and patient injuries)
Report Attachment C--Comments from the
Gastroenterology/Urology Advisory Panel®" (THIS ATTACHMENT
IS MISSING FROM DOCUIENT).

Minutes of AAMI Reuse Subcommittee mtg., Washington, D.C.
[attended by L. Kobren, FDA] 3Sec. 9.0.1.1 of draft
"Recommended Practice" was reworded to state: "[CDC]
recommends a concentration of U4% [formaldehyde] *##* lower
concentrations or shorter contact times are appropriate if
adequate disinfectlion can be demonstrated.”

Lttr to Perry Ecksel, National Kidney Patients Assoclatlon,
Philadelphia, Pa., from Edward Brandt, Jr., M.D., Asst.
Secretary for Health, DHHS. RE: Response to Ecksel's
10/30/8% 1ttr to Secretary Heckler concerning reuse of
dialyzers. "As a physiclan, I can assure you that your
question concerning a patient's right to demand what you
describe as 'a sterile treatment' in lieu of reprocessed
equipment' #*##yithout the threat of reprisals' relates to
the physician-patient relationship and 1s beyond the scope
of the legal authority of the [FDA) or the [DHHS]. Prior
consent, whether involving reuse ##% or any other
procedure, must be arrived at between the physician and the

patient, and this 1s not an _area in which FDA or HHS should

properly be involved.**¥[P]hysiclans and patients may
differ *¥¥ as to whether specific consent for using
reprocessed {dialyzers] 1s required.*¥¥*[T]he majority of
dialysis facllitles reprocess [dialyzers], lending support
to the premise that multiple use of [dialyzers] can now be
considered standard medical practice.®**¥If there are
physiclans who believe that they have the right to refuse
treatment to patients who do not consent to reuse of
dialyzers, then I would hope the matter could be resolved
between patient organizations such as yours, the Nat'l
Kidney Foundation ¥*## and individual physiclans or
physician organlizations.®#*FDA is working with the [AAMI]
to develop a recommended practice for reuse.*®*#[S]urely,
for the majority of dlalysis patients, an honest and
trusting relationship with the physician providing
treatment should be a guarantee of quallty treatment
whether reuse 1s practiced or not. ."

Memo to Reuse PMS (program mngmt. staff) and to DEPO, CDRH,
FDA, from L. Kobren, OTA (Office of Training & Assistance),
CDRH, FDA. RE: Reuse Policy Outline. "##%2, Reprocessing
in a Clinical Facllity: b. Devlice used on same patient
(time period of use immaterial). FDA Policy--
responsibility on user (reprocessor), (see CPG 7124.16
which has to be updated): no lnspections; no GMP
requirements; written protocols required; adverse reactions
related to reuse or its procedures reported to FDA through
MDR process; FDA may initlate educational information 1if
required. Note: reprocessor not considered a mfgr. since
no commerclal actIvities are occurring . ." LNOTE: SEE
12/6/85 FDA WORKING PAPER ON REUSE POLICY, BY KOBREN,

BELOW.]

Lttr to Carolyne Davis, Administrator, HCFA, from U.S. Rep.
Fortney Stark, Chairman, Subcommittee on Health, Committee
on Ways and Means. RE: concerns about reuse of dialyzers.
n_ . [Mlany beneficlaries are concerned about the health
implications of reusing devices that are labeled for one
time use only. Many beneficiarles say they are beilng
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3/5/85

3/14/85

4/8/85

4/10/85

asked, and sometimes forced, to reuse.*¥®¥The preponderence
of *##%* evidence seems *¥*¥¥ to Indicate that reuse ¥*¥#% does
not expose the patient to serlous adverse health risks. I
am concerned, however, that there are currently no
generally accepted guidelines or regulations defining
standards for reuse *#* Please comment on the
appropriateness of #*#** mandating an informed consent
arrangement between the facility/physiclan and the
beneficlary who is being asked to reuse. ."

Lttr to Frank Young, M.D., Commissioner, FDA, from U.S.
Rep. Fortney Stark, Chairman, Subcommittee on Health,
Committee on Ways and Means. [NOTE: THIS LTTR IS IDENTICAL
TO THE 3/5/85 STARK LTTR TO HCFA ABOVE, EXCEPT FOR THE
FOLLOWING:] "As a [dialyzer] is *%** 3 medical device, is
this not an area in which the [FDA] should be involved In?
[WIhat role [do] you see the FDA playing in the *¥¥% reuse
1ssue? [I]s there a need for regulations governing reuse,
or at least guldelines? *#¥#* I am concerned that very little
attention appears to have been given by the FDA to the
practice of dialyzer reuse. .T

Minutes of meeting, Reuse Committee, FDA, by Nancy
Clements. ". . Kobren ¥¥¥ requested Committee input
regarding the reuse policy.**¥[There was discussion of the
upcoming] annual Georgetown U Conference on Reuse.**¥[There
was] lengthy discussion ##** on the draft outline of the
Center Reuse Policy. Legal definitIons of commerce (vs.
profit), repalr, reprocess, user manufacturer, etc. were
discussed at length. Several Committee members expressed
the opinion that the reuse pollcy should retain FDA's broad
authority to inspect "manufacturers" but provide exemptions
for hospitals, cliniclans, and physiclans.V

Lttr. to Elizabeth Bridgman, Mngr., Technical Development,
AAMI, from M. Pavero, CDC. "[Blacterlologic and endotoxin
quality of water for reprocessing dlalyzers 1s one for
which there is not a complete consensus among the committee
members.¥*#[TJhere should be some degree of quality control
on this type of water.®***If one uses the AAMI bacteriologic
standard ¥*%* there 1s no guarantee that the organisms of
greatest concern, the non-tuberculous mycobacteria, will be
reduced since the current culture methods do not allow for
thelr detection and their Is no feaslble quantitative
standgrd.¥¥¥There have been reports to the CDC where water
which contalned endotoxin subsequently resulted in
pyrogenic reactions.®*%##¥We have no 1dea of the frequency of
this/type of eplsode #%#% However, the risk appears to be
real. . [I]Jf a cholce were to be made between doling an
endotoxin test versus a bacterlologlc assay on water meant
for reprocessing we would favor using the endotoxin test.
###1n addition to the major outbreak of Infectlons 1n
Louislana there have been two instances where non-
tuberculous mycobacterlal infections in dialysis patients
reported to CDC. We continue to belleve strongly that 2%
formaldehyde *#*#%* is inadequate for reprocessing of a
medical device **#¥ The probabllity that viable
microorganisms will be contalined in the dialyzer as the
result of using this inadequate procedure 1s
high.*#*#[R]esults of our survey of 115 dialysis centers #*##
show that over 80% of these centers had mycobacteria 1n
water assoclated with the center. These organisms cannot be
ignored.¥¥¥How many outbreaks ¥¥* among *#*#% patlients are
needed to indicate that 2% formaldehyde is an inadequate

procedure?

Lttr to U.S. Rep. Fortney Stark, Chairman, Subcommittee on
Health, Committee on Ways and Means, from Carolyne Davis,
Administrator, HCFA. RE: response to Stark's 3/5/85 lttr.
"I am acutely aware of the controversy [over the absence of
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4/24/85

4/26/85

4/30/85

5/21/85

7/2/85

standards for reuse].®##At the present time, I belleve the
question of reuse is a medical practice 1issue which, in the
absence of specific guidelines from the [FDAJ, should be
decided by the patient’s physician. A recent study
conducted by [AAMI] addresses [reuse].®***When we recelve
the FDA comments [on this study], we will consider what
steps, 1f any, should be taken by [HCFA], including the
related question of physician/patient informed consent
arrangements.®***¥State surveyers #%*¥® do check to determlne
whether facilities have a written policy covering the
number of times dialyzers can be safely used, including
procedures for the cleaning, sterllizing and storage of
dialyzers. HCFA does not, at present, provide speciflc
standards to facilities, however. ."

Minutes of meeting, Reuse Committee, FDA, by (unsigned).
", . Kobren ##* distributed copies of the first draft of
the Health Span article on FDA's position on reuse. He
also clrculated coples of the Center's response to
Congressman Stark's letter inquiring whether FDA needed
additlional legislation to regulate [dlalysis] devices.®®¥It
was agreed to present [to the PMS] the need for a
comprehensive reuse policy as the major 1ssue and the
revision of the compliance guides as a subsectlon.®#i#Dr,
S1lverman stressed the need to change the word
'objectionable' in Compliance Guilde 7324.12. Dr. Gordon
and others recommended that the compliance guideline be
neutral rather than positive or negatlive as presently
stated. ."

Regional (HCFA Region VI) Health Standards and Quality
Letter No. 85-13 To All State Survey Agencies and All Title
XIX Single State Kgencles. RE: Reuse of Jingle-Use and
Disposable Medical Equipment in ESRD Facilities. ". .
[Rleuse 1s becoming a very common occurrence, particularly
in ESRD facilitles. The medical effilcacy and safety of
reuse 1s the subject of great debate and widely differing
opinions.¥**The reuse of single-use 1tems in 1tself should
not be considered a deficiency unless prohibited by
facility policy. The reuse of disposable devices without
effective policles and procedures governing their
reprocessing and reuse in an extremely serious deficlency
which may represent a hazard to patient health and
safety."( NOTE: this letter resulted from La. citing
dlalysis clinies for reuse.)

Minutes of AAMI Reuse Subcommittee meeting, Atlanta, Ga.
[attended by L. Bland & M. Favero of CDC, and L. Kobren &
F. Villarroel of FDA; also, of the 36 ballots cast on the
"Recommended Practice", there were 3 negatives and 4
abstentions.] "The point was made that water meeting the
limit of 200 colonles per ml could still contain
significant amounts of endotoxin.*¥¥*Consequently, 1f forced
to make a cholice, [Favero of CDCJ would recommend LAL
testing over bacterial colony counts.”

Memo to Gordon Oxborrow, Minneapolls Center for
Microbilological Investigation, FDA, from James J. Park,

CDRH, FDA. RE: Request for study of formaldehyde and
glutaraldehyde toxIlcIty In the blood. "Study Objective--To
provide FDA with data which will establish the fate of and
adverse effects from formaldehyde and glutaraldehyde and
their metabolites 1In blood."

Memo to Reuse PMS (Program Mngmt. Staff) & OTS Reuse WG
(working group), CDRH, FDA, from L. Kobren, OTA-DTD, CDRH,
FDA. RE: Plan of Action--Reuse Policy. ". . [Tlhe need
for [FDA] to develop a policy on the reuse of medical
devices, which we presented at the PMS 'Go-Away', has been
accepted as a high priority issue by Center mngmt. e
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7/3/85

7/18/85

7/23/85

8/85

first order of business will be to outline a plan of
operation which will describe how we will develop the
policy . ."

Lttr to Perry Ecksel, National Kidney Patients Assoclation,
Philadelphia, Pa., from Robt. Wren, Dir., Office of
Coverage Policy, Bureau of Eligibility, Reimbursement and
Coverage, HCFA. RE: response to Ecksel's recent letter
about coverage and reimbursement for reprocessed***devices.
"The [FDA] 1s currently examining [the AAMI] study. When
we recelve the FDA comments, we will consider what steps,
if any, should be taken by [HCFAJ].¥#¥Much data has been
published which supports the safety and efficacy of reuse.
Some of thls Information was released by the FDA to Mr.
Robt. Rosen of your organization, in a letter dated August
1, 1984, .m [SEE FDA's 8/1/84 LTTR ABOVE.]

INTEROFFICE MEMORANDUM TO REUSE PMS
AND OTA REUSE WG, FROM L. Kobren, Center for Devices and
Radiological Health (CDRH), FDA. RE: Reuse Minutes. ". .
Kobren *#*# informed [the Reuse Committee] that the
development of a more comprehensive reuse policy was
considered a high priority issue for the Center during FY-
B6.#*¥¥Dr, Villarroel handed out a chart which concisely
categorized FDA's possible regulation of reused disposable
devices.*%**General Counsel should be consulted early in the
process of developing the reuse pollcy . .7

(Beginning date of) FDA Establishment Inspection of
manufacturer of computerized dialyzer reprocessor. "Notice
of Adverse Pindings. . Inspection . . revealed a
substantial lack of compliance with the regulations for
'Good Manufacturing Practice for Medlcal Devices'. A few
of the more significant observations Included: 1nadequate
or incomplete device inspections, insufficlent
documentation describing changes in device software, a lack
of documentation to demonstrate certain procedures are
subjJect to quality assurance reviews, lnadequate component
control and release, and inadequate or missing written
procedures covering various aspects of the manufacturing
process. ." [NOTE: SEE 8/1/85 NOTICE OF ADVERSE FINDINGS
ATTACHED TO FDA EIR, BEGINNING DATE--7/23/85.1

AAMI (Aug. 1985 Revision) "Recommended Practice For Reuse
Of Hemodialyzers (Proposed)¥, developed by the AAMI's
Hemodlalyzer Reuse Subcommittee (members include reps from
the FDA, CDC, NIH & VA) "NOTE: Participation by federal
agency representatives *#% does not constitute endorsement
by the federal government or any of its agencles.®#¥The
committee decided to exclude reuse of blood tubing from the

recommended practice since a consensus ¥%#% could not be
reached ##* The committee wishes to make clear that thils
omission does not reflect a judgement of the merits of
reusing the blood tubing.¥¥¥[Dialyzer] reuse has risen #*¥*
from an estimated 16% of patients in 1980 to an estimated
60% of patients in 1983.#%#**[This] increase ¥%#% may ¥%%¥ he
attributed 1n part to the availability of new data to
support the safety and efficacy of this procedure. The
final report to [NIH] on a study [mandated by the Congress
in 1978] states: TUtiTizatlon of the specified procedures
{for reuse) ¥*#*% will result in a reprocessed *## [dialyzer]

equivalent in terms of functlon, cleanliness and sterility
to a new *¥% [dialyzer].*¥*If formaldehyde iIs used, the

CDC] recommends that a concentration of 4 percent be used
#¥¥ TTThe committee declded, after legal counsel, that’
Tsuggested elements of informed consent] 1s not appropriate

for an AAMI recommended practice.*##The committee also
considered the question of whether there should be the
right to freedom of choice [on whether a patient would
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8/8/85

8/12/85

9/25/85

9/26/85

reuse]. Consensus could not be reached on this 1issue due to
the conflict between individual determination and cost
constraints imposed by society. ." [NOTE: THE NIH REPORT
CITED ABOVE WAS BASED ON AN UNFINISHED STUDY AND WAS
SHARPLY CRITICIZED BY NIH CONSULTANT ARTHUR D. LITTLE, INC.
IN THE 10/9/81 ENTRY ABOVE; ALSO, WHILE THE AAMI
RECOMMENDED PRACTICE RECOMMENDS A T%Z FORMALDEHYDE
CONCENTRATION, THE NIH STUDY REPORT RECOMMENDED 2 %.]

INTEROFFICE MEMORANDIUM TO REUSE PMS
& OTA REUSE Working Group, FROM L. Kobren, CDRH, FDA. RE:
Reuse Committee minutes. ". . Kobren presented OTA's(?)
planning schedule for development of the reuse policy.¥##0n
September L, Mr. Arcarese and Larry [Kobren] will brief
Mark Heller, [General Counsell], on the reuse policy. Dr.
Andersen, [Office of Standards and Regulation], will also
be [at] the meeting %##* There was considerable discussion
about whether or not the center had enough data on reuse to
develop a reuse policy. It was concluded that the policy
should be developed without detalled information on
specific device reuse., ."

Medical Device Report (MDR) received by FDA regarding
incident in which "patient on dialysis experienced a
burning sensation in his vascular access area, shortness of
breath and elevated blood pressure. Dlalysils was
discontinued and symptoms disappeared. They felt that this
was a renalin reaction and found indications of renalin in
the dialysis compartment of the dilalyzer used on the
patient. 1t was found that the dlalysis technician had
falled to make the pre-dilution prior to connecting the
renalin concentrate™ to the dialyzer.

(Beginning date of) FDA Establishment Inspection of

manufacturer of an automated dialyzer/bloodline
reprocessing machine. "REGULATORY LETTER RECOMMENDATION

,dated 117%5785, to Center for Devices and Radiologlcal
Health, FDA, from Dale Allen, Compliance Officer, Denver
District Conpliance Branch, FDA]. This firm's primary
product is a device to clean and sanitize kidney dialysis
machines so the user can avold the expense of replacing
filters and tubing sets. The . . inspection revealed
deviations from current Good Manufacturing Practices in
almost every aspect of their activitles. No audits have
been conducted. Complaints and field failures were not
properly investigated. . Device master records were not
approved., Device history records were missing in whole or
in part. Calibration of test equipment was inadequate.
The devlices . . have not been on the market very long, and
the numbers of complalnts and field problems are not
impressive. Our feeling 1s, however, that this 1s a
"situation 2" and there is reasonable possibIility, without
improvement, of production of defective devices. Firm
warning by means of a regulatory letter is the actlon of
choice. Both of the manufacturer's devices have been
introduced into 1nterstate commerce before the 90 day time
period cited in Section 510(k). We included misbranding
charges for these acts. ."

Death of 86-year old female patient with implanted Hemasite
Vascular Access device, reported by Regional Kidney Disease
Program in Minneapolis, MN. "Certiflcate of Death states
overwhelming sepsis due to septic arthritis due to staph
dlalysis access Infection . . Doctor felt that had the
device been removed, death may not have occurred. Device
was 1mplanted for approximately § years. The general
feeling of the doctor was that the device had a constant,
persistent exit site infectlon for approx 200 days before
death occurred.” [NOTE: MDR recelved by FDA 12/9/85].
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10/3/85

10/25/85

NOV. 1985

11/5/85

Lttr to Robert Taylor, Assoclate Reglonal Administrator,
Div. of Health Standards and Quality, Reglon III, HCFA,
from Frances Bowie, Service Facility Regulation
Kdministration, Department of Consumer and Regulatory
Affairs, D.C. Government. RE: the need for clear guidelines

from HCFA on reuse. ". . the district does not have any
licensure regulations for dialysis faclilities or for reuse,
and the federal ESRD regulations do not have clear
guidelines on reuse, we are unable to enforce or persuade
the facIIIty to follow the standards of practice on reuse
established by AAMI or the Kidney Foundation. Per the
district's letter of Sept. 12, 1984 once agaln clear
direction from Region III is requested on the position of
HCFA on reuse. NOTE: SEE 4/12/8% AND 7/3/80L ABOVE AND
11718785 BELOW]

Speech by John Villforth, Dir., CDRH, FDA, at the
Georgetown U. annual conference on reuse of disposable
medical devices. RE: Reuse Of Disposable Medical Devices:
Regulatory Considerations. ". . Recently *%#%® the pressure
to reduce costs by reusing disposable devices has been
growing. Our concern Is that as more devices are
reprocessed by people with less experience in reprocessing
techniques, the possibility of adverse effects to the
patient increases. For these reasons FDA 1Is developing a
more comprehensive reuse policy. We also intend to examine
our compliance policy guldes ¥*¥* Does simply labeling a
device for 'single use' or 'disposable' automatically make
it unfit for reuse? *#* What labeling should be required
with a reprocessed device? %*#%%* Should references to
acceptable voluntary standards for reprocessing be included
in the labeling? These and many other complex 1ssues have
to be discussed within the agency *** before any policy can
be developed.**#AAMI's Recommended Practice for the Reuse

of Hemodialyzers *#*#* could result in less FDA
reguIation.xﬁ‘The [JCAH] could review a facility's
reprocessing procedures to determine compliance with these
minimum voluntary standards.***FDA 1s neither for nor

against ##%* reusing disposable medical devices. We are for
the safe and effective use of medical devices . ."

"The Journal Of Infectious Diseases", Vol. 152, No. 5,
included the CDC report of 6/24/85, "Infections with
Mycobacterium chelonel in Patients Recelving Dialysis and

Using Processed Hemodlalyzers™. ". . Between June 1982 and

June 1983, 18§ (51%) of 2; atients with multiple underlyin

medical problems died**#,"| NOTE: THE 104 PATIENTS DO NOT
NCLUDE EiAEYEIS PATIENT ELAINE SHUMAN WHO DIED IN SEPT.

I
1983; ALSO, SEE APRIL 1982 ENTRY ABOVE.)

"Hemodlalyzer Reuse: Issues & Solutions™ (based on
proceedings of an AAMI technology assessment conference in
L.A. on 11/5 & 6/85). "[R]euse of [dialyzers] 1s likely to
remain a common practice and, therefore, additional
systematic studies of morbidity and mortality assoclated
with reuse compared to single use are
warranted.¥*¥[STeveral of the nonformaldehyde
sterilant/disinfectants appear to have satisfactory
performance for the disinfection/sterilization of
reprocessed [dlalyzers]." (Note: the following are
statements are by Murray Klavens of NAPHT) "Informed
consent is a meaningless expression unless the patient has
the ability, with knowledge, to refuse, with impunity, to
slgn. Instead of talking about whether or not we need
informed consent, we should concentrate on how to implement
it so that the patient will not feel threatened. . What is
needed . . are data covering large groups and generated by
clinical studies." (Note: the following are statements by
L. Kobren of FDA) "The FDA 1s *%% peviewlng 1its policy on
#%#% peuse of medical devices.**%*[Ulnder study is the
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11/18/85

11/19/85

12/3/85

12/4/85

12/4/85

labeling authority under part 801.4 of 21 [USC] entitled
'The meaning of intended uses'. [It] states, in effect,
that a manufacturer who knows that hls device 1s belng used

for conditions, purposes, or uses other than those for
which 1t 1s offered must provide adequate labeling for the
device to accommodate those other uses.¥*¥YJe recently
received an opinion from the FDATs General Counsel ###
which indicates that the agency may not have the authority
to use the provisions of this regulatlion to require
manufacturers to relabel their devices for reuse.¥¥¥The
lack of written guidance from the FDA, however, does not
mean that the agency will not exerclse 1ts authority 1if it
believes it is necessary in order to protect the public
health.**#We have formed a committee on reuse *#* which has
been directed to explore all aspects of the reuse question
and to recommend, if called for, changes 1n policy or other
actions that the [FDA] can undertake.**#We see the role of
the FDA as one of providing support, both technical and
financlal, to the professional community for the
development of guidelines for reuse . ."

Lttr to Frances Bowle, Service Facility Regulation
Administration, Department of Consumer and Regulatory
Affairs, D. C. Government, from Claudette Campbell, chilef,
Survey and Certification Review Branch, Region III Office,
HCFA. RE: response to Bowlie's 10/3/85 1lttr concerning HCFA
position on reuse of dlalyzers and bloodlines. ". . There
is no official policy with respect to reuse in ESRD
facilitles particlpating in the Medicare program at this
time.**¥[The draft results of a study by [AAMI] regarding
reuse practices has been published and 1s now 1in
circulation for public comment.**#HCFA regulations, pollcy
1ssuances, etc. will not be amended or changed until all
results are finalized. ESRD program modifications will be
forthcoming sometime in 1986 based on the AAMI effort. .7
[NOTE: SEE A 0 ABOVE.]

Lttr to Pa. Governor Thornburgh from Perry Ecksel, Nat'l
Kidney Patients Assn., Feasterville, Pa. RE: Re-use of
Medical Disposables. ". . [Wle are now caught up in a
political game.**%#The entire issue of re-use has gone
totally out of control. In an attempt to further the
financial goals of the large corporations and/or
physicians, a vast network of medical abuse has erupted.”

Lttr to Perry Ecksel (see 11/19/85 above) from Wm. Pfaff,
M.D., Nat'l Forum of ESRD networks, Inc. ". . [Tlhere is
no practical way in which the Network Forum can adjudicate
a dispute between dlalysis patients and a glven dlalysis
unit in Philadelphia. . [In my opinion] re-use is, with
appropriate safeguards, approprilate and Tor all
concerned*® ¥ #h"

Lttr to Perry Ecksel (see 11/19/85 above) from Robt.
Streimer, Acting Director, Bureau of Eligibility,
Reimbursement and Coverage, HCFA. RE: lttrs to Secretary
HHS on reuse. "While the general question of reuse is a
medical practice issue and one which should be decided by
the patient's physiclan, much data has been published which
supports the safety and efflcacy of reuse.**#The FDA 1is
currently examining [the AAMI's Proposed Recommended
Practicel. When we recelve the FDA comments, we will
consider what steps, if any, should be taken by HCFA. ."

Lttr to AAMI from John Villforth, FDA. RE: FDA
representatives for participation In AAMI's standards
development committees. ™. . All {FDA] nominees may ‘be
considered as voting representatives and thelr written
ballots will reflect the views of the Center for Devices
and Radiological Health. The pollicy of the [FDAJ, however,
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12/6/85

12/13/85

12/13/85

stipulates that particlpation by these representatives
shall not necessarily reflect the agreement of the [FDA]
with, nor endorsement of, any decision reached by the
committee. ."

"Draft Working Paper; Reuse Policy Considerations", to
Dir., Office of TrainIng and Assistance, CDRH, FDA, from L.
Kobren, Chairperson, Reuse Committee, CDRH, FDA. ", .
Although P.L. 94-295, the Medical Devices Amendments of
1976, makes no mention of the [FDA's] specific authorility
with respect to reuse of disposable medical devices, the
committee belleves that FDA has the authority under the
existing law to control reuse whether it 1s practiced by
manufacturers or health professionals (including
physiclans, hosplitals, cliniecs) or patlients.®%#%The reuse of
disposable medical devices 1s a very controversial practice
which ralses many legal, ethical, economic, technical and
safety questions.*#*The reuse committee belleves that FDA
should take a position which neilther advocates nor
discourages the practice of reuse, because it belleves that
the responsibility ¥*¥ rests with the reprocessor . .
Proposed Policy: (1) The reprocessing and subsequent reuse
of previously used *#* devices should not be considered a
"new intended use" [and] therefore the reprocessor should
not be required to submit a 510(k) or PMA to FDA; (2) A
properly reprocessed *¥* device should be considered
substantially equivalent to the original device; (3)
Manufacturers that ‘ntend to market devices that they
consider to be 'disposable' or 'single use', should
substantiate that claim with FDA prior to marketing the
device in accordance with existing regulations; (1)
Manufacturers that do not authenticate the terms
'disposable’ or 'single use', should remove those terms
from the label and provide the user with informatlon
concerning the materlal properties of the device; (5)
Medlcal devices that have been authenticated as 'single
use' or 'dilsposable' should not be reprocessed; (6)
Persons or facllities reprocessing previously used devices
who intend to use the reprocessed device In the same
facility, which [device] 1s not offered for sale or
distributed to other facilities or persons, and which
[device] 1s determined to be reprocessed in a manner which
1s generally recognized capable of producing a device which
1s as safe and effective as the original device should, in
accordance with sectlion 510(g){8) of the Act, be exempt
from any regulatory controls. As long as no adverse
effects are assoclated with the reprocessing, we suggest
that FDA consider these devices to be safe and the
reprocessing protocols effective. However, a facllity that
does not have effective reprocessing protocols and/or 1is
consistently shown to reprocess a device which causes
injury to the patient, as evidenced by substantlated
reports to FDA, should be treated as 1f it was a mfgr. ."
NOTE: ON 1710786, KOBREN STATED THAT FDA WAS NOW
CONSIDERING TREATING FACILITIES AND PHYSICIANS AS MFGRS.
AFTER ALL.]

Medical Device Report (MDR) received by FDA from Crowley,
OH dialysils clinic regarding "potential injury"™ event
associated with Renalin disinfectant. "Dialysis center
reports the dlalyzer manufacturer suspects the disinfectant
(Renalin) and is sending out a field investigator.
[Dlalyzer] design was recently changed without changing the
membrane. Manufacturer of Renalln has heard of other
problems with thils kidney."

(Beginning date of) FDA Establishment Inspection of
manufacturer of disposable dialysis devices ". .
Inspection revealed . . serious GMP deficlencles. .
Components designated as critical . . were not tested . .
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1/31/86

2/18/86

2/24/86

2/27/86

3/1/86

3/6/86

3/1/86

Review of bloodline complaints revealed many instances of
inadequate follow-up. ." [NOTE: SEE FDA EI%, BEGINNING

MDR received by FDA for incident at Balvimore, MD dialysis
center, in which "infection ... caused large vegetate
growth on mitral valve ... patient not doing well ... was
transferred to hospital at the end of November with severe
fever, shaking chills and low level of consciousness. It
was discovered that her hemasite [vascular access for
hemodialysis] was grossly infected."

NOTE TO DR. MACDONALD, Acting DHHS Assistant Secretary for
Health, through Steven Grossman, from Marcy Lynn Gross,
DPA, OHPE, PHS. RE: Background for Meeting of 2/19/86 on

Dialyzer Reuse. "An investigator (Jim Michie) from Senator
einz's Special Committee on Aging is looking at the
dialyzer reuse issue and talking to a number of people in
the %eparfmenf. . [L]egislative staff feels that Dr.
MacDonald may wish to consider appointment of a special

lead person on the issue, recommend establlshment of a task
force, or take some other anticipatory action. .V

"Working Paper: Policy Considerations For The Reprocessing
Of Devices™, by the Reuse Committee, Center for Devices and
Radiological H%alth, FDA. "#** [T]he [reuse] committee
believes that FDA has” The authority under the existing law
to regulate processing of devices for reuse whether iv is
carried out by the original manufacturers, health
professionals or others. *** Federal regulation 21 CFR
820.3(k) defines a manufacturer as 'any person, including
any repacker and/or relabeler, who manufactures,
fabricates, assembles or processes a finished device'***.
Accordingly, the Reuse Committee believes that any person
who reprocesses a medical device should be considered a
manufacturer. *** The Reuse Committee believes ¥*** that all
reprocessors should be required to comply with Good
Hanufacturing Practice (GMP) regulations (21 CFR 820) to
assure that the reprocessed device continues to be safe and
effective for Its inftended use. ¥ *¥"

E. Carter, M.D., NCHSR/HCTA, met with F. Villarroel, Robt.
Eccleston, Michael Eck and Larry Kobren of FDA to discuss
preparation of testimony for the Aging Committee's 3/6/86
hearing. FDA claimed that mortality of dialysis patients
was 12%, but they could not agree on a figure at the
meeting. [NOTE: E. CARTER PHONED KRAKAUER--SEE 3/1/86 ENTRY
BELOW.?

Henry Krakauer, M.D., HCPA, informed E. Carter, M.D.,
NCHSR/HCTA that Krakauer's data showed a 19% mortality rate
overall among dialysis patients; and, for patients 65 and
older, mortality rose to 29%.

The Special Committee on Aging, U.S. Senate, chaired by
Senator John Heinz, conducted a public hearing on the reuse
of disposable hemodialysis devices. John E. Marshall,
Ph.D., Dir., National Center for Health Services Research
and Health Care Technology Assessment (NCHSR/HCTA), was the
principal witness for the Public Health Service. Bartlett
Flemming, Acting Deputy Administrator for HCFA, also
testified. [NOTE: SEE THE HEARING RECORD, "DISPOSABLE
DIALYSIS DEVICES: IS REUSE ABUSE?", MARCH 6, 1986.]

CONFIDENTIAL NOTE from John E. Marshall, NCHSR Director, to
Dr. Macdonald [sicT], Subject: Dialyzer Reuse. " . . Prior
to today's hearing wi enator Heinz on this subject, I
had assumed that we could carry out the assessment within
the 60-day period that was specified in your Harch 5
memorandum. However, the original plan was fo have used
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3/21/86

4/3/86

4/9/86

4/16/86

4/16/86

4/17/86

4/21/86

this as a way of deferring a response to the Senator . .
Tnow] the process will be carried out under the careful
scrutiny of committee staff, probably Mr. Mitchie [sic].
The substantive part of our analysis is completed. Ve had
to do that for the testlimony. There is nothing new that
will be found. But, because of the sensitivity of this and
the activation of constituency groups as a result of these
hearings, I think it best that we be allowed 90 days for
carrying out the study . . 1 don't expect that Mr. Mitchie
|sic] will perceive the study as anything but a whitewas
and consequenily tThat will be the Senator's view. ut
THink we can forestall at least some criticism by going To

90 days."

JH Lttr to Bowen requesting that FDA impose GMPs on
reprocessors.

Medical Device Report received by FDA regarding bacteremia
outbreak at Daytona Beach, Florida dialysis elinic. "March
24th incident involved a hospitalization. March 25th
incident treated at dialysis unit by registered nurses.

The March 31st incident involved hospitalization. The
April 1st incident was treated on-site by registered
nurses. All four patients appeared to suffer a pyrogen-—
like reaction . . during dialysis with hemodialyzers
reprocessed with product-D sporocide. No other reports
with same batch."

Memo to Associate Commissioner for Health Affairs, FDA,
from E. Carter, M.D., Dir., Office of Health Technology
Assessment, NCHSR/HCTA. RE: Reuse of Hemodialyzers. Memo
asks for comments from FDA for the NCHSR/HCTA "assessment."
[NOTE: SIMILAR MEMOS WENT TO CDC, HCFA & NIH; ALSO, SEE
5/28/86 ENTRY BELOW FOR FDA'S RESPONSE. ]

Memo to Bowen from Acting Asst. Sec. for Health McDonald
advising Bowen to inform JH that "dialyzer reuse is exempt
from FDA regulation". [NOTE: attached briefing paper lists
as a "CONCERN: General Counsel says a legal argument can bde

made for imposing GMPs or not enforcing them on dialysis
clinics. 1t therefore becomes a policy decision."]

Lttr to FDA from Alcide Corp., manufacturer of RenNew-D, a
disinfectant used in reprocessing dialysis devices. The
firm reported adverse reactions suffered by 7 patients at a
dialysis clinic using RenNew-D.

E. Carter, M.D. of NCHSR/HCTA and two of his subordinates
visited the Aging Committee staff office to review files
assembled for the 3/6/86 hearing on reuse. Carter informed
Michie and Cunningham of the Committee staff that he had
not seen much of the material, especially internal agency
documents. Carter characterized the "Deane Report™ (funded
by NIH in 1981-82) as "dishonest." Carter asked for copies
of numerious documents to be considered in the NCHSR/HCTA's
agsessment of reuse of disposable dialysis devices.

Memo to Bowen from Anna Boyd, Policy Coordinator/Health,
Exec. Sec., DHHS. RE: Heinz 3/21/86 lttr on Reuse.
"..Currently, neither HCFA nor PHS have issued any
standards for Teuse. The Department's position is that the
Jecision to reuse . . is a medical judgement made by the
physician.. [SJhould new evidence appear, the Department
could consider issuing standards.. FDA strongly opposes
applying GMP standards.. and has taken the position that we

should tell Senator Heinz.. that the GMP regulations do not

apply, in order to 'close the door' to further pressure

from the Senator .. : B

ALSO, SEE BENTRY BELOW AT 4/29/86.]
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4/29/86

5/86

5/6/86

5/7/86

5/8/86

5/8/86

5/9/86

5/10/86

Lttr to JH from Bowen (responding to 3/21/86 JH ltir-—-see
above). Bowen stated: "...Dialyzer reuse is a recognized
medical practice which has a history of safety dating back
to 1967...[M]orbidity and mortality statistics have
remained unchanged.. Our legal counsel reminds us that the
FPDC Act specifically exempts from device regulation

'grac%itioners licensed by law'. ." [NOTE: SEE NOTE ABOVE
Survey report by the D.C. Government on a study of 15
Talysis clinics in D.T. performed aunder contract for FDA

Calif. & Ohio have done similar studies for FDA).  The
report cites many problems with reprocessing procedure.
Excerpts:

"Sophistication and efficacy of water purification systems
are diverse. Several gystems installed in the facilities
fall short of compliance with [AAMI] water quality
standards for dialysis . . Some dialyzer types appear to be

less amenable to reuse than others . . Occurrences of blood

Tubing set failures . . were higher in facilities which
praciice reprocessing and reuse of arterial blood tubing
sets .” . Only one facllity reports changing the transducer
protector with each patient use . . The Department of
Consumer and Regulatory Affairs recommends that further
studies be conducted in: blood tubing reuse practice . .
and the quality and adequacy of orientation/training
programs for staff in hemodialysis facillities.™

Incident of bacteremia at Dallas Kidney Disease Center.
"Patient involved in incident of bacteremia . . in

association with reuse of dialyzer." [NOTE: MEDICAL DEVICE
REPORT WAS NOT RECETVED BY FDA-UNTIL 6/10/86]

Memo to Director, Medical Staff, Office of Health Affairs,
FDA, from James Benson, Deputy DiTr., CDRH, FDA (drafted by
Yobren). RE: Reuse of hemodialyzers. ". . [We] will
rovide whatever assistance we can to OHTA in
collection of data they are requesting and in the writing
of their final report. Persons available are: Kobren,
arroel and Eccleston. ."

Entry in %%g of (Steven Solomon?), Hospital Infections
Program, . "opoke [with] Irving Weitzman[, FDA].
Referred To Marie Reid|, nurse consultant, CDRH, FDA].
Spoke [with] Warie Reid [&E she will send a fleld rep in LA
to dial[ysis] ctr. Spoke [with] Michael Stokke, LA office
FDA who will meet Murphy at dial[sis] ctr. Spoke [with]
Dr. S.B. Werner of Cal Dept regarding Murphy's trip."

Memo, "FOR ADMINISTRATIVE USE, LIMITED DISTRIBUTION, HOT
FOR PUBLICATION", to James Mason, M.D., Dir. of CDC, from
Drs. Solomon, PaveTo and Hughes, Hospital InfectIons
Program, CDC. RE: Pseudomonas spp. bacteremia in
[dialysis] patients--California. Phone call to CDC from a
community-based dialysis center in Los Angeles, Cal.
concerning four patients with Pseudomonas spp. bacteremia
who had had onset of symptoms while receiving dialysis
during April and May 1986.

Dr. John Murphy, CDC, departed for Los Angeles to
investigate the infection outbreak. [NOTE: SEE 5/6/86
ENTRY ABOVE.]

(Beginning date of) FDA Establishment Inspection of
dialysis clinic in Inglewood, Cal. (a Jjoint investigation
with Dr. John Murphy, CDC), where there had been an
Infection outbreak (the clinic was using the disinfectant
RenNew-D, which was eventually recalled by the
manufacturerE. Four patients had contracted bacterial
infections. [NOTE: SEE 5/6/86 ENTRY ABOVE.]
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5/12/86

5/15/86

5/16/86

5/17/86

May 1986

5/21/86

5/28/86

Senator Heinz and 5 other members of the Aging Committee
Tiled a petition with the FDA seeking to have that agency
impose the Good Manufactaring Practices [GMPs) on all
reprocessors of dialysis devices. -

Two dialysis gatients in Napa, California "hospitalized
with spiking fever"” after reprocessing of their hollow
Tiber dialyzers by the clinic. T"Processing method may have
been either manual or automated, but 1t was not Eerformed
according to directions for use.™ [MEDIC

received by FDA on 5/23/86].

Reuse Option Paper prepared by FDA's Reuse Committee. The
draft paper states: ". . [T]he [Reuse] committee believes
that a decision by FDA as %o how it will address_ this
problem cannot be postponed much longer.. Problems
associlated with reuse are not reported to FDA because there
1S no reporting requirement. 7This has been substantiate

at Teast in the area of hemodialysis, by FDA's recent State
contract on hemodialysis (SEE 5/86 ENTRY ABOVE), which
indicates that there are many user-related problems,
Including some aspects of reprocessing, which are
unreported. . FDA or some organization must develop uniform
reprocessing guidelines or protocols.. 1f serious problems.
. arise there is no clear regulatory authority to prevent
the facility from continuing its activities..”

Incident of bacteremia at Dallas Kidney Disease Center.
"Patient involved with incident of bacteremia . . in
association with reuse of dialyzer reprocessed with
Jisinfectant. Patient recovered." [Medical Device Report

received by FDA 6/10/86].

Oral Report--Tuesday AM Conference, Intradialytic
Bacteremia—-Los Angeles (by Dr. John Murphy?) "*** The new
disinfection method uses a relatively new commercial
germicide |RenNew-D], and allows for a greater number of
reuses of each dialyzer.**¥ We conclude that this cluster

oT infections)] is etiologically related to reuse of

dialyzer] membranes. Cellulose acetate dialysis
membranes, and a higher number of dialyzer reuses appear to
be risk factors for bacteremia. A major question at this
point 1s whether the infections were caused by inadequate
disinfection of the reusable [dialyzers], or impairment of
dialyzer membrane integrity due to repeated disinfection.”

(Beginning date of) FDA Establishment Inspection by FDA's
Boston District Office of the Alcide Corp., Norwalk, Conn.,
manufacturer of RenNew-D. The inspection revealed: ". .
UWMP deficiencies including lack of documentation of
investigation of a complaint and failure to report a
medical device report, (MDR), for that incident concerning
patients that were hospitalized after their dialyzers were
reprocessed with RenNew-D. . 'Directions For Use' for this
product were Tound to be inadequate. . The dialyzers in
question had been discarded prior to the inves¥igation. .
The lot number of the product could not be determined due
to poor recordkeeping at the [Dallas Kidney Dialysis
Center]. ."

Memo to E. Carter, M.D., Dir., Office of Health Technology
Kssessment, NCHSR/HCTA, from Robt. Veiga, M.D., Dir.,
Medicine StaTf, Office of Health Affairs, FDA. RE: Reuse
of Hemodialyzer devices. "This is in response to your
request of April 9, 1986 [SEE ENTRY ABOVE]. All
information concerning the issue of reuse of [dialyzers],
bPIlcod lines, transducer filters and dialyzer caps is_
already available to OHTA as part of the package perpared
For the Senator Heinz hearing. The Office of %evice
Tvaluatlon has no additional information. .© |[NOTE: SEE
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5/30/86

6/2/86

6/2/86

6/2/86

6/3/86

6/4/86

5/10/86 ENTRY ABOVE ON BEGINNING OF FDA ESTABLISHMENT
INSPECTION OF INPECTION OUTBREAK IN CALIF.; ALSO, SEE
6/25/86 ENTRY BELOW ON MEMO TO NCHSR/HCTA FROM FDA
CONCERNING INFECTION OUTBREAKS "OVER THE PAST COUPLE OF
MONTHS. " ]

36 year old male dialysis patient at a Georgia clinic
suffers "serious adverse . . pyrogenic reaction" during
dialysis with dialyzer reprocessed with Renalin.

At two Georgia clinics, three dialysis patients ranging
from 46 to 72 years of age suifer "adverse reactions"
(including two cases of septicemia) and are hospitalized
after being dialyzed with reprocessed dialyzers.

Incident of bacteremia at Dallas Kidney Disease Center.
"Patient involved with incident of bacteremia . . in
association with reuse of dialyzer reprocessed with
disinfectant. Patient recovered." |[MDR received by FDA
6/10/86]1.

Draft LTTR from John J. Murphy, M.D. and Steven L. Solomon,
.y , To Geraldine Flynn, R.N., Administrator,

Community Dialysis Services of Inglewood [Calif.]. ™. .
[regarding] the investigation of a cluster of cases of
bacteremia which occurred recently at Community Dialysis
Services . . [t]his letter is a summary of the preliminary
results from that investigation T . CTases of Intradialytic
bacteremia were significantly more likely to occur among
patients being dialyzed on celTulose acetate (CD-4000)
dialyzers than among patients being dialyzed on other

1alyzer types . . Patients diagnosed with intradialytic
bacteremia had a significantly higher number of dialyzer
reuses than control patienis dialyzed at the same tiIme with
the same dialyzer type . . We are continuing to investigate
the practice of reuse of disposable dialyzers as a source
of potentially preventable nosocomial disease . .
Recommendations .”. [1]tems or devices that cannot be
cleaned and sterilized or disinfected without altering
their physical integrity and function should not be
reprocessed."” [NOTE: THIS 6-7 PAGE DRAFT LETTER WAS
APPARENTLY LATER SHORTENED TO A ONE PAGE LETTER TO MS.
PLYNN DATED JUNE 26, 1986. THE 6/26/86 LTTR TO FLYNN HAD
ATTACHED TO IT THE MMWR ARTICLE, WHICH OMITS THE FINDINGS
UNDERLINED ABOVE; SEE ALSO ALL DRAFTS OF MMWR ARTICLE, AS
THE 6/2/86 DRAFT MAY BE THE EARLIEST DRAFT OF MMWR
ARTICLE. ]

53 year old female dialysis patient at a Georgia clinic
suffers "adverse reaction" during dialysis session
involving reprocessed dialyzer.

Letter from Stephen Heyse, M.D., NIDDKD, NIH, to Itzhak
Jacoby, Acting Director, Office of Medical AppIlications of
Research, RE: Reponse to request for information and advice
about the safety and clinical effectiveness of the reuse of
dialyzers, blood lines, transducer filters, and dialyzer
caps labeled for "single use only". "[The 'Multiple Use of
Hemodialyzers' study ]***was an in vitro evaluation of the
procedures used in processing hemodialyzers for reuse in
terms of their retention and function, disinfection,
cleanliness, and storage. The final report*¥**concluded
that 'utilization of the specified procedures with suitable
process and quality control will result in a reprocessed
hollow fiber hemodialyzer equivalent in terms of functiony
cleanliness, and sterility to a new hollow fiber
hemodialyzer.' Although widely cited, this conclusion has
remained controversial.*¥¥There have not been many reporis
of complications due to reuse of hemodialyzers which
suggests that the practice is reasonably safe."
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6/4/86

6/4/86

6/5/86

6/6/86

6/9/86

6/9/86

6/9/86

6/10/86

6/10/86

6/10/86

6/10/86

Incident of bacteremia at Dallas Kidney Disease Center.
"Patient involved with incident of bacteremia . . in
association with reuse of dialyzer reprocessed with
disinfectant. Patient recovered.”

Beginning date of FDA's reinspection of the Alcide Corp.,
manufacturer of RenNew-D. The FDA inspector returned to
the firm to "collect" a new "Technical Bulletin" better
explaining the ugse of the product. _The bulletin was still
in draft form. [NOTE: SEE FDA EIR.]

Incident of bacteremia at Dallas Kidney Disease Center.
"Patient involved in incident of bacteremia following use
of product in association with reuse of dialyzer
reprocessed with disinfectant. ~Patient subsequently
expired." [MDR received by FDA on 6/10/86].

Aging Committee staff learned that the NCHSR/HCTA
"assessment” report would be completed and sent forward.

Senator Heinz filed comments with the NCHSR/HCTA in
Tesponse to notice in the 4/10/86 Federal Register
announcing the NCHSR/HCTA "Assessment of Technology: Reuse
of Hemodialysis Devices Labeled For 'single Use Only',™-
including the 3/6/86 hearing record and all relate
internal DHHS documents appended to the record. [NOTE:
6/9/86 WAS THE DAY BEFORE THE NCHSR/HCTA DEADLINE FOR THE
PUBLIC TO FILE COMMENTS;]

Telecon between J. Michie and Dr. John Marshall, Dir.,
NCHSR/HCTA (Michie called). Michie informed Dr. Marshall
that Senator Heinz was filing comments today on the
"assessment™. Marshall confirmed that the "draft report”
was scheduled to be sent forward tomorrow. When Michie
asked Dr. Warshall 1f he was aware of the latest infection
outbreaks, Dr. Marshall said he was not.

Entry in the log (of Dr. Steven Solomon?), Hospital
Infections Program, CDC. "John Murphy spoke [with] Dr.
Parker [at the Dallas dialysis clinic, and was informed

that] he has 5 cases of bacteremia, has heen using [RenNew-
D] since Dec.™

Entry in log of (Dr. Steven Solomon?), Hospital Infections

Program. "Spoke with Marie Reid [CDRH, FDA] in AM re:
Dallas, Tx. g Tans for MMWR. [NOTE: SEE 6/23/86 ENTRY
BELOW RE: DRAFEING OF MMWR.

FDA's Boston District Office recommended a "recall" of
RenNew-D (a disinfectant used in reprocessing) following
"problems" with the chemical reported in four different
dialysis centers [NOTE: SEE UNDATED ENTRY BELOW; ALSO, GET
COPY OF THE BOSTON DISTRICT RECOM.].

NOTE TO FDA Commissioner Young from John Villforth,
Director, CDRH, FDA. V. . [Because of the initiatives of
Senator Heinz,j the issue of dialysis reuse has become a
high visibility one. . {Wle continue to stand firm on the
position enunciated at the [MARCH 6] hearings and
reiterated in Secretary Bowen's April 29 letter %o Senator
Helinz——that is, 1o date, we consider reuse to be a matter
of medical practice and outside of FDA's regulatory

urview. rurther, in the absence of evidence of a public
EeaIEE hazard, we believe it is inappropriate to subject
reprocessors to GMP controls, particularly in view of the
concomitant enforcement costs."

Memo to Under Secretary Newman from Acting Asst. Sec. for
Health McDonald (drafted by Marshall). RE: Reuse of
Hemodialysis Devices. "... At the [March 6] hearing, Dr.
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6/11/86

6/(11)/86

6/11/86

6/12/86

6/13/86

HMarshall agreed to conduct an assessment [which] will be
completed on June 10. . NCHSR/ACTA [headed by Dr. WMarshall]
has found no evidence contradictory to the position we took

in testimony. . The literature does not suggesti the need
Tor c11n1ca¥ trials.” [NOTE: PREPARED BY 5%HN WARSHALL ON

6767867

Personnel from the FDA Dallas, Tex., District Office and
from CDC (Dr. John Murphy) began an investigation of
infection outbreaks (8 reported cases) at the Dallas Kidney
Treatment Center. "Dr. Murphy . . determined that four of
the eight cases definitely fit the requirements [for
infection] and that one case was questionable. ." From
6/12/86 through 6/16/86, Dr. Murphy determined that three
additional patients had contracted infections. Following
this second outbreak, the Clinic stopped using RenNew-D as
the disinfectant in reprocessing and returned to using
formaldehyde. ([NOTE: SEE 6/17/86 MEMO FROM ARTIS M. DAVIS,

‘C80, DALLAS DISTRICT, FDA, TO THEODORE L. ROTTO, DIRECTOR,

INVESTIGATIONS BRANCH, DALLAS DISTRICT, FDA; ALSO, SEE
6/13/86 MEMO TO FILE FROM H. FRANK NEWMAN, M.D., REGIONAL
MEDICAL OFFICER, FDA; SEE ALSO 6/10/86.MDR ENTRY, ABOVE.]

Alcide Corp. issued a voluntary recall on the disinfectant
RenNew-D following infection outbreaks in Fla., Cal., and
ex.

MEMO %o Acting Deputy Administrator Desmarais, HCFA, from

FDA Commissioner Young. RE: Desmarais' draft briefing
paper RY BELOW). ". . While we agree that
the current iNCHSR/HCTA assessment] of reuse may yield
information that is both relevant and useful to our
deliberations over whether to [regulate reprocessors], we
are concerned about giving too much weight to our own tri-
state survey, sIiInce 1ts focus s on hemodialysis problems
across—tﬁe—%oard and not solely on reuse. . Departmental
action [should] be deferred until internal F

deliberations on all regulatory options are completed. ."
[NOTE: SEE 5/85 ENTRY ABOVE ON TRI-STATE SURVEY.]

Entry in log (of Dr. Steven Solomon?) Hospital Infections
Program, CDC. "Spoke with Marie Reid [CDRH, FDA] about
MMWR article.

MEMO to James M. Hughes, M.D., Director, Hospital
Infections Program %HIP), CDC, from Steven L. Solomon,
M.D., Assistant Chief, Epidemiology Branch, HIP, CDC,
through William J. Martone, M.D., Chief, Epidemiology
Brancﬁ, HIP, CDC. RE: Bacteremia associated with
reprocessing of dialyzers. " . . During the week of May
12, 1986 we learned . . Alcide Corporation had filed an MDR
report regarding an investigation they had conducted at a
hemodialysis center in Florida [see entry of 4/3/86, above]
. . between March 24 and April 1, 1986 there had been seven
patients at CDS-Daytona who had experienced adverse
reactions during hemodialysis . . On Way 27, 1986 Dr.
Murphy and I contacted Mr. Jerry Bryant at tthe clinic
headquarters]. Mr. Bryant was aware of the problems in
California and Florida, and Indicated that there were
either five or six CDS centers currently using Alcide
|RenRew-D[ In a comparison trial with other TDS cenfer
which were using Renalin * ¥ ¥ Ye now have information
suggesting the occurrence [of] five clusters of adverse
reactions among patients undergoing maintenance
hemodialysis at four different hemodialysis centers which
were using Alcide |RenNew-D] for reprocessing of disposable
dlalyzers. 1In all five iInstances representatives of the
Alcide and/or Cobe Companies conducted investigatlons prior

to the involvement of local, state, or federal health
officials. In at least three of the five iInstances
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6/13/86

6/16/86

6/17/86

6/20/86

6/20/86

notification of FDA by representatives of the Alcide
Corporation occurred after Involvement of Alcide/Cobe
representatives have come to light through other means. 1In
at least one instance specimens obtained by Alcide/Cobe
representatives were reportedly handled in a manner that
rendered them Inappropriate for testing."

Letter to John Heinz, Chairman, Special Committee on

Aging, from Bartlett 5. Fleming, Assoclate Administrator
for Management and Support Services. RE: "***¥Actions taken
by**¥HCFA relative to the first panel of witnesses who
testified at the dialyzer reuse hearing. Ms.McFadden’'s
case appears to have been resolved. ***Ms. McFadden
reported that the center has a new patient Bill of Rights,
that patients are being informed about BMA's grievance
procedures. ***[The] Atlanta Regional Office will
investigate Mr. Vogter's case***during the early part of
June 1986. ***Malcolm Schuman, surviving son of Baton Rouge
dialysis patient, Elaine Melville Schuman did not voice any
specific concerns***which required***HCFA investigation.
**%A complaint investigation was conducted at BMA Central
Philadelphia***in response to allegations which Mr. Rosen
previously shared with HCFA. **%This investigation revealed
one Federal deficiency concerning the center's official

.policy and procedure manual not including a segment on the

rules and regulations governing patient responsibilities
and conduct. The deficiency was subsequently corrected.
***Though HCFA's policy has always been that the decision
to Teuse is a medical practice issue, which should be
decided by a patient's physician, we do not, and will not,
Tolerate facilities which force their patients to reuse at
the risk of being denied treatment.  We will continue 1o

monitor ESRD facilities **¥gnd will investigate all patient
complaints.” |NOTE: SEE 8/5/86 AND 8/15/86 HCFA MEM§§

61 year o0ld female dialysis patient at a Georgia clinic
suffers "serious adverse reaction . . [of] intradialytic
sepsis™ after dialysis session involving reprocessed
dial

alyzer.

LTTR to Jan Graf, R.N., Clearwater, Fla., from Wally
Jansen, V.P. Quality Assurance, Renal Systems Inc.,
manufacturer of Renalin, another disinfectant used in
reprocessing. ". . The recent pyrogenic reactions at
Brunswick and Jesop, Ga., Dialysis Centers do not appear to
be related to the chemical- In the Brunswick center RO
membrane failure. . was the most probable cause. At Jesop
it 1s probable that The reactions were the result of other
patient complications. . [The Brunswick] operation lacks a
written document for reuse. . The current system relies on
verbal instruction and the memory of the [reprocessing]
technician. . "

LTTR to Enrique Carter, M.D., NCHSR/HCTA, from Gary Noble,
M.D., CDC. ". . The Hospital Infections Program [at CDC]
has the responsibility for performing surveillance of . .
infection control strategies and disinfection and
sterilization practices used in dialysis centers. . [T]he
sensitivity of this surveillance system. . has not been
assessed. . We have no data on the reuse of blood lines,
transducer filters and dialyzer caps. To our knowledge,
There are no guidelines or recommendations that extend to
these devices. .7

MEMO of Meeting of representatives from FDA, CDC, Alcide
Torp., and Cobe Laboratories, Inc. concerning problems with
RenNew~D.
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6/20/86

6/23/86

6/24/86

6/24/86

6/24/86

6/25/86

NOTE to FDA Commissioner Young from James Benson, Deputy
Director, CDRH, FDX (drafted by Eccleston?). RE: an alert
to an upcoming recall of RenNew-D. ". . |Tlhis case may
draw more than iis share of attention. . [S]taff from Sen.
Heinz's Committee are cognizant of the situation. . The
outbreaks |of infectlion] involved four dlalysis centers
(two in Cal., one each in Fla. and Tex.), each outbreak
involving several patients. ({There was one death, in
Texas, but this was not directly attributable to the
disinfectant.) CDC . . corroborated the link between the
patient reactions and the disinfectant. ."

CDC_FACSIMILE TRANSMISSION to Dr. Fernando Villaroel, CDRH,
FDX, from Steven Solomon, M.D., CDC. RE: draft #1 of MMWR
article, "Bacteremia Associated with Reuse of Disposable
Hollow-Fiber Hemodialyzers." ". . Editorial Note: . .
There are . . no controlled clinical studies validating the
safety or assessing the risk to patients of the practice of
e reuse of disposable hemodialyzers, nor are there
controlled clinical studies comparing the morbidity and
mortality of patients being dialyzed with new dialyzers
with that of patlients being dialyzed with reprocessed
'single use only' dialyzers. . There are . . no federal
standards for ensuring the functional or microbiologic
guaii%z of 'single use only' hemodialyzers reprocessed in
emodlalysis clinies. Until further information is
available, CDC recommends that providers . . review their
practices and experience and assess whether alternatives to

one-time use of dialyzers are agprogrlate and ostxmallx
beneficial to patients.”™ |[NOTE:

UNDERLINED WAS REMOVED FROM THE ARTICLE PRIOR 'TO
PUBLICATION; SEE PUBLISHED VERSION IN HARD CHRON, DATED
6/27/86.]

Entry in log (of Dr. Steven Solomon?), Hospital Infections
Program. "Conference call with FDA -- Ann Holt, Len
Stauffer, Marie Reid land] others.“][SEE 5/237/86 ENTRY
XBOVE RE: DRAFTING OF MMWR ARTICLE.

MEMO tc DHHS Under Secretary Newman from Executive
Assoclate Administrator Desmarais, M.D., HCFA. RE: Reuse
of Hemodialysis Devices. ". . No action should be taken
until the Department has had an opportunily %o review the
results of the [NCHSR/HCTA] assessment information and the
FDA completes its internal deliberations on the regulatory
options available.”

FDA (Marie Reid) and CDC (Steven Solomon) began to
collaborate on the text of the CDC's MMWR (alert) article
on infection outbreaks involving RenNew-D. [NOTE: FDA was
successful in getting CDC to change the text of the article
and not focus on the need for clinical trials in dialysis
clinics-~SEE DRAFTS #2 AND #4, AND SEE FINAL TEXT OF
ARTICL?; ALSO, SEE 6/25/86 NOTE TO FDA COMMISSIONER

BELOVW.

NOTE to FDA Commissioner Young from James Benson, Deputy
Director of CDRH, FDA (drafted by Eccleston). RE: CDC's
MMWR article on infection outbreaks. ". . In my last note,
I alluded to CDC's intent to issue an MMWR article on [the
infections] problem. . Our stalf has been in contact with
both the authors of the article and review officials %o
Suggest some changes to bring it in line with the
statements about dialysis reuse made by Dr. John Marshall
and John Villforth at the [Heinz] hearings on this subject
This past March. . Finally, you should be aware that staff
Trom Senafor Heinz's Aging Committee are taking an active
interest in this Alcide issue. . [I]t's possible that
additional hearings might be held. If new hearings were to

come about, i1t's likely that Senator Heinz would use the
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6/25/86

6/25/86

6/26/86

6/(27)/86

6/27/86

6/27/86

6/27/86

6/27/86

Alcide problem as a 'case study' to exert more pressure on
FTDA To apply regulatory controls to reprocessors. . o

NOTE to Alan Anderson, FDA, from David West, CDRH, FDA.
RE: the need for microbiology laboratory support for the
regulation of antimicrobial agents (disinfectants used in
reprocessing). R

MEMO to John Marshall, Director, NCHSR/HCTA, from James
Benson, Deputy Director, CDRH, FDA. RE: recall of
Hemodialysis Disinfectant (RenNew-D). ". . Over the past
couple of months, we have become aware of outbreaks of
pyrogen-like reactlons and/or bacteremia in patients . .
dialyzed with membranes. . disinfected with RenNew=D. The
outbreaks involved fouar centers. . On-site inspections. .
corroborated the link between the patient reactions and the
disinfectant. . RenNew-D solutions were not holding their

otency beyond 2 ours. . :
gECVE %N BEGINNING OF FDA ESTABLISHMENT INSPECTION OF
INFECTION OUTBREAK IN CAL.; ALSO, SEE 5/28/86 ENTRY ABOVE
ON MEMO TO NCHSR/HCTA FROM FDA STATING THAT THERE WAS RO
NEW INFORMATION TO REPORT SINCE THE 3/6/86 AGING COMMITTEE
HEARING. }

MEMO (Hand-written) to Device Complaint Coordinator, FDA,
from Marie Reid, CDRH, FDA. RE: pyrogenic reactions to the
disinfectant Renalin at two Georgia dialysis clinics.
[NOTE: SEE ENTRIES FOR 5/30/86, 6/2/86, 6/3/86, 6/16/86 AND
6/17/86 ABOVE.]

MEMO to FDA's Boston District Office {SEE 6/10/86 ENTRY
ABOVE) from Leonard Stauffer, FDA's Recall & Notification
Branch. RE: problems reported in four different dialysis
centers that used RenNew-D in reprocessing. V. . (IJhere
appears to be considerable confusion regarding the cause of

the problems. - [Tlhere may be other problems, e.g. the

Isinfectant solution may adversely affect the dialyzer
membranes through repeated use. . Clontinued use of
RenNew-D presents a substantial unreasonable risk to
health. We recommend that all RenNew-D consignees be
Tomediately notified to stop using the product until the
problem is resolved. .7

LTTR to Device Monitoring Branch, CDRH, FDA, from Leroy
Fischbach, V.P. Regulatory Affairs, Renal Systems, Inc.,
manufacturer of Renalin. "on June 6, 1986, Renal Systems
received a complaint from Ms. Jan Graf, R.N., (SEE 6/17/86
ENTRY ABOVE) concerning patient pyrogenic reactions at two
dialysis centers in Georgia. . [A]Jt least a portion of this

complaint. . may fit into the category of a serious injury.
i

(Beginning date of) PDA Establishment Inspection at Renal
Systems, Inc., Plymouth Minn., manufacturer of the
Jdisinfectant Renalin, which is Used to reprocess dialysis
devices. RE: serious deficiencies in reprocessing
rocedures at the dialysis centers in Brunswick and Jesop,
ga.; problems with quality control in the manufacture of
the product; and failure of Renal Systems to file medical
device reports (MDR's) with FDA concerning complaints from

Middlesex Hospital, Middletown, Conn., and a center in Fort
Worth, Tex. FNOTE: SEE FDA EIR, BEGINNING DATE--6/27/86.]

CDC's Morbidity and Mortality Weekly Report (MMWR) article,
"Bacteremia Associated with Reuse Of Disposable Hollow-
Fiber Hemodialyzers." [LNOTE: SEE ENTRY ABOVE FOR BENSON
6/25/86 NOTE TO THE COMMISSIONER OF FDA.]

TELEPHONE CALL to Steven L. Solomon, M.D., CDC, from Robert
Skufeca, D.0., FDE, RE: a report of clusters of patient
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7/86

7/1/86

7/2/86

7/3/86

7/8/86

illnesses occurring at two Georgia dialysis centers. (The
reported illnesses were similar to those noted in the
Calif. dialysis clinies, but involved a different
disinfectant used for reprocessing dialyzers.) [NOTE: SEE
HARD COPY OF 7/8/86 CDC MEMO BY SOLOMON AND HUGHES; SEE
ALSO 7/8/86 ENTRY BELOW RE: DR. MURPHY'S DEPARTURE TO
GEORGIA; AND 6/26/86 AND 6/27/86 ENTRIES ABOVE RE: LTTR TO
FDA ?ROM MFR. OF RENALIN AND ESTABLISHMENT INSPECTION OF
MFR.

Draft Report Of The Reuse Committee, FDA; Options For The
Managing Of Reuse Of Medical Devices (SEE 5/16/86 ENTRY
ABOVE). ". . [T]he lack of reports [of problems] does not
necessarily mean there are no problems assoclated with
reuse. . The lack of literature civations and MDR and DEN
reports could mean that problems associated with reuse
either have not been recognized as being associated with
reprocessing or reuse, or that they are just not reported.
. fc]ost containment and not medical necessity is the prime

reason for reuse. . |Tjhere Ls 11ttTe information
available on product durability, function, and safety of
reprocessed medical devices. . [T]he responsibility to
protect the public health . . requires that the [TFDA]
decide on a reuse policy. . "

INTEROFFICE MEMORANDUM to Wally Pellerite, FDA, from Dale
Burke, FDA. RE: Summary of MDR reports for Dialysis
Equipment Companies. ". . [A] search of the database to
retrieve both MDA and PRP reports [produced] twenty-five
reports involving three manufacturers. The reports refer
to incidents of death, serious injury, and malfunction, and
incTude, but are not 1imited to, disinfectant and
sterilization components. . "

Note to Anna Boyd, Executive Secretariat, PHS(?), DHHS,
from John Marshall, Ph.D., Dir., NCHSR/HCTA. RE: Reuse of
Hemodialysis Devices - Tracer #92625. "*»**The PHS
assessment of the risks and benefits [of] reuse *** will be
transmitted to !HCFA] on July 10. The briefing material
should note tha e June 27, 1986 IEEEE—BT_TMﬁWRT_¥77___
contains [an] editorial note [which] states "Additional
stadies of the functional and microbiologic quality o
reprocessed hemodialyzers, as we as the factors affecting
their clinical safety, are needed to formulate guidelines.”
This view is contrary to the position taken in testimony on
March 6, 1986. It is possible that staff of the Senate
Special Committe€ on Aging will request an explanation for

this discrepancy.™

NOTE to FDA Commissioner Young from James Benson, Deputy
irector, B rafted by Eccleston). ". . I want to
bring your attention to a new problem involving another
disinfectant [Renalin]. T [involving infections] at two
clinics in soufthern Teorgia. . [P|reliminary findings by
the firm indicate that the problem can be traced to faulty
glumhing. . In talking with CDC, we learned that siaff
rom Senator Heinz's Aging Committee had already been in
touch with them about the Renalin situation. . My
intuition is that, taken together, the problems with
Renalin and RenNew-D may well precipitate another round of
Congressional hearings on the clinical safety ol reuse. .

MEMO to James Hughes, M.D., Director, HIP, CDC, from John
ur , M.D., ETg—UTficer, HIP, and Steven L. SoYomon,
-D., Assistant Chief, Epidemiology Branch, HIF, CDC,

through William J. Martone, M.D., Chief, Epidemiology

ErancE, HIP, CDC. RE: Epidemic Aid Investigation of

Bacteremias Associated with Reuse of Disposable

Hemodialyzers. "We would like to propose the following

plan for pursuing this epidemic investigation . . It 1s
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7/8/86

7/8/86

7/8/86

7/8/86

evident that the data base concerning the safety and
appropriateness of reusing disposable hemodialyzers is
currently inadequate to make a scientific assessment of
whether or not this practiIce should be promoted, tolerated,
or prohibited for public health purposes. Even LI the
practice Is found to be safe (or even beneficial), there is
an obvious need for standards addressing the manner in
which reuse Is performed. OSuch standards must be based on
clinical trials and incorporate long-term assessments of
patient outcomes using a variety of measures, including
morbidity and mortality.”™

Memo, FOR ADMINISTRATION USE, LIMITED DISTRIBUTION, NOT FOR
PUBLICATION, to James Mason, M.D., Dir. of CDC, from Drs.
Solomon and Hughes, Hospital Infections Program, CDC. RE:
Clasters of Bacteremia among [dialysis] Patients--Georgia.
"On June 27, 2986, [Dr.] Solomon was called by Robert
Skufca, D.0., Medical Officer, Office of Health Affairs,
FDA, concerning a report of clusters of patient illnesses
occurring at two dialysis centers. *** The FDA planned to
conduct an investigation of the illnesses***It was agreed
that Dr. Murphy would join FDA officials in their
investigation®*x*xn

John J. Murphy, M.D. of CDC Hospital Infections Program,
travels to the two Georgia dialysis clinics at Brunswick
and Jesop to investigate clusters of bacteremia among
dialysis patients.

Meeting (requested by NCHSR/HCTA) with DHHS Assistant
Secretary for Health Dr. Robt. Windom, his deputy, Steve
Grossman, Rovbert Eccleston of FDA, Hanns Kuttner of DHHS,
Valery Swetlow, PHS, James Benson of FDA, Lawrence Kobren
of FDA, Dr. John Marshall of NCHSR/HCTA, Dr. Enrique Carter
of NCHSR/HCTA, Martin Erlichman of NCHSR/HCTA, and Dr.
Martin Favero of CDC. RE: the findings of the NCHSR/HCTA's
"agsessment", and discussion of a 778586 briefing memo (see
entry below) to Dr. Windom from Dr. Marshall. According %o
the NCHSR/HCTA attendees and L. Kobren of FDA, Dr. Grossman
asked that all copies of the Marshall memo be pulled back
Grossman scolde

and disposed of. According to Dr. Carter, d
Marshall for having written the memo in the first place.

NOTE: SEE 7711%36 "NOTE TO THE COMMISSIONER"™ BY BENSON IN
HARD CHRON FILE

Memo to DHHS Assistant Secretary for Health Dr. Robt.
Windom from NCHSR/HCTA Director Dr. John Marshall. RE:
Hemodialyzer Reuse. ". . The involvement of NCHOR is only
recent, but NIH, FDA and CDC have had a long but non-
productive involvement In these iIssues. 1T]% 1s clear
that [my] March © testimony [before the Aging Committee]
was not based on a [ e germane facts and that we may
need to take a position counter To that which we argued on
March 6. We need to ascertain a PHS position and inform
HCFA of that position so as to minimize embarrassment for
the Department. . In the course of carrying out lour ]|
assessment, 1t has become evident that communication within
the Public Health Service is less than adequate. We
uncovered serious omissions and inaccuracies in the
testimony which had been prepared based on the facts made
available last March. Some of these only came to light the
day before the comment period for the assessment expired,
when we received several hundred pages of information from
Senator Heinz. Included in that were internal PHS
documents that had not previously been shared with us. On
the strength of that, I requested an extension to July 10
for completing our report. However, the recent outbreaks
of bacteremia [infections], and additional information that

has unfolded from that process, suggest that a report at
this time might not be appropriate. . The PHS neess $o take
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a clinically and scientifically based stand with respect to
this Issue. Ve need to communicate thal directly and
emphatically to the Health Care Financing Administration,
even if that means recognizing that our earlier testimony
was flawed."

7/8/86 Memo to ( 2?29 ) from Marie, Reid, R.N., CDRH,
FDA. RE: Inspection of Manufacturers of Disinfecting
Solution for Reuse of Dialyzers. . . Recent complaints
fiTed in the DEN/HMDR database indicate that the use of
disinfectants to reprocess hemodialyzers have been
associated with 'pyrogenic reactions' and 'pseudomonas
bacteremia.' The problem of sepsis . . is a major concern
to the [CDRH] a% this time. . Please conduct a top priority
inspection of the manufacturers listed . .7

7/10/86 NOTE to Bob Rickard SOffice of ASH] from Anne Desmond
[also” Office of ASH)}, Subject: Hemodialysis. " . . You
asked us to talk with Anna Boyd about notifying [the Office
of the Secretary of HHS] of the delay In the assessment of
dialysis reuase . . she agreed that a 'general' memo to the

ecretary would be appropriate. It is attached for your
clearance . . Anna also asked that we . . [alsk John
Marshall if he has kept Bill Roper or Henry Desmarais
informed of the progress of his study. (HCFA Is proceeding
with a new End Stage Renal Disease Program reg, bhat will
reduce reimbursement rates for kidney dialysis; obviously,
if that happens, dialysis centers will want to shiit to
even more dlialysis filter reuse, since its_cheaper.
Therefore, if John Marshall reaches conclasions that reuse
is a health hazard, it could pui the HCFA folks in a
%uandarz Tsic] . . Anna had heard about some problems with

Tsinfectants used in dialyzer reprocessing, and about the
disagreement between NCHSR and CDS on wEefEer more study is
needed on the microblologic quallbty of reprocessed filters.
She asked us to call her with more information on that, for
her edification.™ .

7/14/86 Lttr to DHHS Secretary Bowen from Senator Heinz. RE:
request for documents (post-March 6 hearing) from NIH, FDA,

CDC NCHSR, etc., including a specific request for the
Marshall memo of 7/8/86 [NOTE: SEE ENTRY ABOVE.]

7/14/86 Memo to DHHS Secretary Bowen from Assistant Secretary for
Health Windom. RE: Reuse of Hemodialysis Devices. ".

. Several intervening factors have delayed completion of
the assessmen report. n e las ay of the

comment period, sSenavor Heinz submitted a voluminous amount
of new material - . Subsequently, there have been several
outbreaks of bacteremia . . I have directed NCHSR to
develop . . a series of recommendations . . I have asked
that the assessment be completed by mid-August. As soon as
I have reviewed 1%, I shall advise you of its findings.?

7/18/86 Lttr to DHHS Secretary Bowen from Senator Heinz. KE:
recent outbreaks of infection in dialysis clinics. "In
light of these recent incidents; I again urge you to
immediately impose the GMP's on reprocessors of dialysis
devices In the interest of protecting the health and safety
of dialysis patients."

7/18/86 Letter to Michael Jhin, Executive Director, Temple
University Hospital, Renal Dialysis Facility, from Robert
Taylor, Associate Regional Administrator, Health Standards
and Quality, HCFA. Dialysis patient had been told not %o
report ot nhis regular facility, after an altercation with
his physician. Instead, he had to receive treatment at
local hospitals, on an emergency basis. "***Thesge
treatments have been given only after intervention by staff
from Sen. Heinz's office***[The patient] has received
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7/2%/86

7/25/86

7/28/86

7/29/86

treatment only when he has been on the brink of being
completely overcome by the effects of his disease.***[The
facility's] actions, with respect to | the patient], is
imcompatible with the patient's rights and responsibilities
Condition for Coverage which must be met in order to remain
in the Medicare program***It is basically indensible to
place him in the position of not knowing where his next
dialysis treatment will come from***We are deeply concerned

that a patient, who has been receiving chronic dialysis
treatments on a planned schedule, is thrust intoc a regimen
in which he must be in acute distress before receliving
treatment. "Such action, ¥*¥ig a clear violation of the

Lregulations J.V

Lttr to DHHS Secretary Bowen from Senator Heinz. RE:

Irector John Marshall's memo [SEE ENTRY
ABOVE) to DHHS Assistant Secretary for Health. "This
alarming and shocking memorandum reveals all too clearly a_
severe breakdown in communications and coordination among
the agencies responsible for the safety and well-being of
dialysis patients . ."

CONFPIDENTIAL note to Frank Young, M.D., FDA Commissioner.
"%*% While there are few words or phrases in my 8 July memo

to Dr. Windom which in retrospect might befter have
remained not used, the summary of events and attitudes is
accurate. I am comfortable with the testimony to the
extent that I do not believe there is evidence that patient

safety has been seriously compromised. Neither is there
evidence of widespread adverse events. The gquestion is
whether we are dolng enough to continue to protect patients
as dialyzer reuse becomes more frequent, as dialysis
centers attempt to cat costs, and as more centers reprocess
with disinfectants other than formaldehyde in response to
the concerns of patients and staff. A list of documents
currently in our files is attached, as we discussed. The
items marked in yellow are those which have only recently
been brought to our attention. Not all of them involve FDA
and clearly not all are significant. But scme are, and
they should have been shared earlier. More important are
other documents which still have not been discussed with
us. Chief among these are trends or preliminary resulis
Trom the several State survey contracts. I'm available to
discuss any of this further at your convenience."

Final Version, Recommended Practice for Reuse of
HemodTalyzers, Associatlion for the Advancement of Medical
Tnstrumentation. Note that the guidelines do not address
the reuse of blood lines and tubing, dialyzer caps and
transducer filters. "This recommended practice does not
cover the reprocessing of blood tubing sets.”

Memo to Dr. James Mason, Dir., CDC, from Favero, Chief,
Nosocomial Infections Laboratory Branch, Hospital
Infeections Program, CDC. RE: Reuse of Hemodialyzers. ". .
In 1976, CDC collaborated for the first time with HCPA in
erforming surveillance of dialysis-associated diseases.
fln 1977] CDC collaborated with the Renal Physicians
Association (RPA) in examining . . reuse . . with respect
to risk of hepatitis B infection and pyrogenic reaction.
There was no difference in the incidence of . . pyrogenic
reactions_and septicemia among patients in centers that
reused . . In surveys conducted in succeeding years through
.. 1985, the same results have been obtained. . In 1982,
CDC investigated an outbreak of . . Infections in
Louisiana. . [D}ata showed that . . 2% formaldehyde was
inadequate to kill [the bacteria}. . [T]he recommendation
was made that . . at least 4% formaldehyde should be used.
. [cpc] also recommended that centers . . consider using
one of several newly developed [chemicals]. These
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8/1/86

8/2/86

8/4/86

8/4/86

8/5/86

recommendations were made in several scientific
publications and, although never formally published in an
MMWR ariicle or as an official CDC guideline, are perceived
among the dialysis community as CDC recommendations.
Preliminary results of [recent infection ouiLbreaks in
several clinics] were reported in the [MMWR] of June 27,
1986. The suggestion in the Editorial Note of the need for
future studies was discussed with Dr. John Warshall,

irector, , who concurred wi e final
version prior to publication. . I particlipated in a
telephone conference two days prior to the [March 6]
hearings, and answered qued¢lons Dr. Marshall had about the
material that was sent to him from CDC. ."

MEMO to Director, CDC from Hospital Infections Program,
CDC, RE: Bacteremia Associated wilh Reuse of Disposable
Hollow-Fiber Hemodialyzers, Georgia. ". . the most likely
source of the infections appears to be reprocessed
hemodialyzers . . [o]n June 27, 1986, [CDC] was called .
concerning clusters of patient illnesses occurring at two
dialysis centers * * * hoth centers used a 40:1 dilution of
[disinfectant] concentrale with product water, while the
recommended dilution specified on each boitTe of the

concentrate is 24:1T . . the appiAratus used for rinsing and
T1illing of the hemodialyzers . . may have allowed for
additional dilution of the prepared [disinfectant] solution
prior to its entry into dialyzers. Due to the fact that
use of Renalin had been discontinued prior to CDC_
participation In this investigation, and that the apparatus
which had been used for processing dialyzers . . Eag been
disassembled, we were unable to verily whether or not this
additional dilution had actually taken place.

Lttr to NCHSR/HCTA Director Dr. John Marshall from James F.
Michie, Chief Investigator, Aging Committee. RE:
transmittal of documents on infection outbreaks, which had
not been provided to NCHSR/HCTA by its sister agencies for
the assessment on reuse of dialysis devices.

Entry in log (of Dr. Steven Solomon), Hospital Infections
Program, CDC. "4:30 mtg [with] Dr. [Johnﬁ Bennett [Asst.
Dir. for Medical Science, Office of the Dir., Center for
Infectious Diseases, CDC,] to discuss our response to
request from Dr. Marshall's office transmiifed thru Ms.
DePeyster for CDU policy on use of formaldehyde. Bill

Martone [Chief, Epidemic InTections Branch, Center for
Infectious Diseases, CDC,] attended.

Entry in log (of Dr. Steven Solomon), Hospital Infections
Program, CDC. "5:00 pm conference call to Dr. Enreque
Carter (Martin Brlichman)] with Bill WMartone and John
HMurphy. CDC policy: ref To June 27 MMWR -- "Additional
studies neeaes to ¥ormu1ate guidelines -- no data on
vhether reprocessing with formaldehyde or other
disinfectant I8 better, equal fo, worse than single-use
only; however 4% Tormaldehyde appears better than 2%
ormaldehyde."-

Memo to Acting Director, Office of Survey and

ertification, HCFA, from Robert J. Taylor, Associate
Regional Adminis¥rator, Division of Health Standards and
Quality, Region III, HCFA. RE: Issue regarding reuse of
the hemodIafyzer ané blcod lines used for kidney dialysis
treatment-Enforcement of applicable federal regulations.
"Please refer to [the June 13, 1986 letter to Senator Heinz
from Bartlett Fleming, Associate Administrator for
Management and Support Services, HCFA] which states,
'Though HCPA's policy has always been that the decision to
reuse is a medical practice issue, which should be decided
by a patient's physician, we do not, and will not, tolerate
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8/5/86

8/5/86

8/6/86

8/7/86

facilities which 'force' their patients to reuse at the
risk of being denied treatment.'***[According to the
Washington, D.C. state agency, a dialysis] facility has
indicated to patients that they will assist them %o
transfer to other renal dialysis units 1f they elect not to

use reused blood Iines. Patients are required to respond
within thirty T30) days receipt of the notiflication. We do

not feel that The above represents appropriate
justification for Transfer of patients. Are we prepared to

take the pcsition that we will terminate providers who
force patients to reuse blood lines and hemodialyzers by
giving them no cholce except to transfer to another

rovider if available?" NOTE: SBE 6/13/86 HCFA LETTER TO
EEN. HEINZ ABOVE; ALSO0, SEE 8/15/86 HCFA MEMO BELOW. ]
Telecon between J. Michie and John J. Murphy, M.D., Officer
and Investigator, Epidemiology Investigations Service,
Hospital Infections Program, CDC (Michie called Marphy).

"I was involved in the Inglewood, Cal., and Dallas, Tex.,
inspections. I learned about the problems at the Dallas
clinic only by accident, when T telephoned Dr. Parker af
that cIinic To consult with him about the Cal. outbreak
because of his long experience with reuse. During the
conversation, Dr. Parker revealed that his clinic had had
similar infections after it had begun to use RenNew-D. I
was not involved in the inspections of the Fla. cliniec, the
2nd center (Napa Valley) in Cal., and another Fla. cliniec.
FDA took care of those. I also inspected the two Ga.
clinies, from 7/9 to 7/11, but have not finished my report.
The Ga. clinics involved use of Renalin. They switched
back to Formaldehyde. We have the feeling that reuse is
not really safe, bat we don't have enough data %o back it
Hg. Tt's possible the death in Dallas was related to the

lalysis problem, baut I couldn't prove it. The MMWR
article was written rapidly. Although we did not
specifically recommend controlled clinical studies, we do
believe these studies are necessary, and we iIntend to

‘recommend them. We plan to put a protocol together.”

Telecon between J. Michie and Steven Solomon, M.D. (Dr.
Marphy's superior), Hospital Infections Program, CDC. "M
personal interpretation of the MMWR article is that it
means confrolled clinical %rials, bat T can't represent

this as the CDC's or the DHHS's position. CDC and FDA co-
aathored the 6/27 MMWR article." |SBE NOTEBOOK #25]

Memo to DHHS Assistant Secretary for Health Windom from
%ggggz%g@z glrecgor WMarshall. %ﬁ: Hemodialyzer Reuse
eport on e /HCTA's assessment of reuse was

attached]. "While the current information does not provide

evidence that muliiple use is without hazard, neither does
1% demonsirafe sufficient grounds to abandon reuse. We
have determined that there are potential hazards associated

with reprocessing of dialyzers, blood lines and tubing,
Tilter caps, and transducers; that long term effects of the
disinfectant used in reprocessing need to be better
understood; and that there is insufficient patient
education material to assist patients in making an informed

consent for dialyzer reuse. Lhere 1s a need to take sieps
o assure that facilities choosing to reuse observe
practices consistent with optimal patient safety and
clinical effectiveness. . It is incumbent on the Public
Health Service to identify and to publicize the optimum
practices Tor assaring safefty and qualify. It 1Is oar
further responsibility To provide advice to HCFA, but
ultimate responsibility for the End-Stage Renal Disease
program lies with that agency."

Telecon between J. Michie and Martin Pavero, Ph.D.,
Hospital Infections Program, CDC (Michie called). "Dr.
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8/7/86

8/8/86

8/11/86

8/12/86

Murphy told me he was convinced that, based on the lab
records and the fact that the patient did not fit the
infection ocutbreak, the patient who died in Dallas suffered

from a shunt infection. WMy personal opinion is that
dialysis clinics should be looking for an alternative to
formaldehyde as a disintectant for reuse. The
recommendation to use 4% formaldehyde in reuse is not an
officlal recommendation of CDC. 1 was i1n Paris after the
Tirst draft of the 6/27 MMWR article was sent to FDA for
comment. I had no problems with the first draft of the
MMWR articTe. I don't think there i1s a need for clinical
study. There is a need for quality control, but FDA is not
doing a good job in this area." [NOTE: SEE 8/5/86 ENTRY
ABOVE ON MICHIE/MURPHY TELECON. ]

Lttr to DHHS Assistant Secretary for Health Windom from
Senator Heinz. RE: request to Windom to provide NCHSR/HCTA
with more time to complete its assessment so that the
agency can review documents provided by Senator Heinz.

Lttr to NCHSR/HCTA Director Dr. John Marshall from Senator
Heinz. RE: transmittal of FDA Establishment Inspection
Reports (EIR's) which PDA had not provided to NCHSR/HCTA
for its assessment of reuse of dialysis devices.

Memo to Wm. Roper, M.D., Administrator, HCFA, from Robt.
Windom, M.D., Asst. Secretary for Health, DHHS. RE: Reuse
Tattachment—-NCHSR/HCTA reuse assessment report). ". . The
findings to date iIndicate that when [appropriate quality
control is exercised], patient outcomes appear to be no
different in facilities that reuse dialyzers than for those

facilities where single use 1s the normal operating mode.
While there is evidence of a relationship between lmproper
reprocessing and outbreaks of bacteremia/sepsis, these
appear to represent isolated events. The absence of
Teported lncreases in the morbidity and mortality given
increased practice of reuse suggests that virtually all
facilities are following adequate procedures. The
assessment also found variatlion in the reprocessing
practices and concludes that the need exists for further
study . ." [NOTE: SEE 7/8/86 MARSHALL MEMO_ABOVE; ALSO, SEE
8/6/86 MEMO FROM MARSHALL TO WINDOM ABOVE.]

Lttr to Claudia Woodring, Contracting Officer, FDA, from
James Barquest, Ph.D., California Department of Heal®n
Services. RE: draft final report "California Dialysis
Facility Study" performed ander FDA contract. [Note: Study
is based on site visits and "oral and written information
voluntarily provided" by 31 dialysis centers in California.
See also 5/86 entry on D.C. study above] Excerpts:

"Water Treatment Section: . . Conformance wifE [water
treatment equipment] label requirements was found to be
minimal . . [including] failure to . . ensure that [water
treatment] units regenerated off-site are free of
industrial contaminants and are disinfected prior to being
placed in service [P. 9]* » *

"pergonnel Section: . . Five facilities have . . a separate
job classification for reuse. The reuse technician's
responsibility is to reprocess dialyzers and to maintain
reuse equipment. Educational requirements for this
position, when specified, were minimal. For example, one
Tacility's requirement was that the person be at least 16
years of age and be able to read and write English [P. 191
* * ¥

"Reuse of Disposables Section: . . All dialysis facilities
appeared to be satisfied that they were providing safe and
effective reprocessed dialyzers . . However, the
observation that facilities are frequently not adhering to
their protocols, and the general Tack of quality control
and assuarance procedures indicates that at least some of

64-572 0 - 86 - 5
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8/12/86

the reuse programs are not operating in a stave of control
TP 3T] ¥ ¥ ¥ Formaldehyde is the disinfecting agent of
choice at the sites visited. The median concentration used
appears to be in the two percent to three percent range.
Many of the facilities were unable to indicate the
concentration of formaldehyde used in the disinfection
rocess | P. 34] . . Among all the quality control
procedures for reuse that were observed in the sites
visited, the testing for the amounts of formaldehyde
disinfectant residqual was the worst . . 1t was telt that
The depth of understanding of the principles associated
with disinfectant chemical testiing was seriously lacking
among reprocessing technicians performing this crucial
quality control test . . Whatever the standard Sfor
residual disinfectant tolerated in the dialyzer] employed
by the facility, specifying a test suitably sensitive to
The standard . . 1s mandatory. Again, this was something
Seriously lacking at the sites observed [P. 36] * * ¥
Tacilitles Indicated that there were hypersensitivity
reactions thought to be caused by the formaldehyde
Jisinfectant residual. Dialyzer mix-up 1s a labeling
control problem which has occurred sporadically (p. 37] . .
One facility indicated several pyrogenic and septicimic
responses directly attributable to the reuse process. It
was found that procedures for diluting the formaldehyde
chemical {37% formaldehyde] into the useable 1.54 . .
solution were incorrect. Tests revealed that the actual
concentration of the formaldehyde solution approximated 0.5
percent allowing for bacterial growth in both the
disinfectant chemical storage container and, apparently, in
The patient dialyzers themselves . . Arterial blood lines
Wwere reprocessed at two facilities . . the same as for the
hollow fiber dialyzers. No testing for disinfectant
residuals was indicated by Ihe facllities [P. 38] * * * "
TProblem Experience Section: . . Five of the twelve water
system problems were due to water system 'dead spots’
resulting in the inability to adequately disinfect the
system or rinse formaldehyde from the system after
disinfection [P. 39] . . Problems of the nature reported
for water systems can be prevented . . the ability to
disinfect and clear the system of disinfectant residual are
major system considerations; yet, problems in these areas
frequently occur [P. 40] * * » v
"Labeling Section: . . water system vendors such as
Continental, Culligan, and Arrowhead Industrial Water were
responsible for installing the majority of water treatment
equipment in the subject dialysis facilities, yet do not
appear to be regulated as medical device manafacturers
subject to Good Manufacturing Practice controls and medical
device labeling requirements. Water for dialysis . . can
profoundly impact the quality of care. It seems reasonable
that equipment used to produce water for dialysis be
Tequired to meet the same standards of quality and design
as The other devices used In the delivery of hemodialysis
Treatment. [ P. 44"

Briefing Book prepared for Robert Windom, M.D., Assistant
Secretary for Health, PHO (apparently 1in preparation for
The hearing proposed by Sen. Heinz for 8/15/86). "4:00 PM
-- 716G/HHH. Participants: Windom, Grossman, Zucker, Mara,
Marshall, Carter, Erlichman, and FDA (Benson, Eccleston &
technical staff). [BOOK CONSISTED OF A TWO-PAGE "EXECUTIVE
SUMMARY" AND TABS A THRU F]

"Executive Summary: *** There are several points to bear in
mind: *** [bullet #6] CDRH has sponsored a study in which
health departments in D.C., Calif, Mass. & Ohio canvased
dialysis clinics to assess problems with hemodialysis
across-the-board. The final D.C. report and draft reports

from two states have Tound no problems with reuse. (study
started in October 1984. $3UUK;. ¥¥% [bullet #8] CDRH did a
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PDS report in 1980, which examined risks and hazards of
dialysis; concluded standards were not needed at that time.
Also sponsored Georgetown conferences in 1984-85 on device
dreuse, ***n

8/15/86 Memo to the Regional Administrator, Region III, HCFA, from
Thomas Morford, Acting Director, Health Standards and Quality Bureau,
HCFA. RE: Reuse of Hemodialyzers and Blood Lines Used for Kidney
Dialysis (Robert Taylor's Memorandum dated August 5, 1986). [NOTE:
THIS MEMO CONTRADICTS PREVIOUS HCFA POLICY AGAINST FORCED REUSE OF
DISPOSABLES -- SEE THE 6/13/86 HCFA LETTER TO SEN. HEINZ ABOVE.] "The
decision to reuse dialyzers and others disposables is a medical
practice concern that must be made by the attending physician and the
medical director of the dialysis facility. If these individuals
determine that reuse is a safe practice, it is up to the patient to
accept the practice or seek care from another physician or facility.
BMA of Takoma Park [Washington, D.C.)] has offered to assist patients
in relocating to another facility if they do not want to accept the
reuse policy. Therefore, we do not believe that this policy
represents an inappropriate transfer burden on the patients. Wo
adverse action against the facility should be taken because of the
implementation of the reuse policy."

8/15/86 Littr to Robt. Windom, Asst. Secretary for Health, DHHS from
Sen. Heinz. RE: the NCHSR/HCTA's 8/6/86 assessment report
on reuase of dialysis devices ig flawed.

8/15/86 Lttr to Otis Bowen, Secretary, DHHS, from Sen. Heinz. RE:
tThe NCHSR/ECTA'S 8/6/86 assessment report on reuse of
dialysis devices is flawed -- a Vgrave Injustice" to
dialysis patients.

8/19/86 Telecon between J. Michie and John Marphy, M.D., Officer
and Investigator, Epidemiology Investigations Service,
Hospital Infections Program, CDC (Michie called). Michie
read the second paragraph of the 8/11/86 memo to Dr. Roper,
HCFA administrator, from Dr. Windom, Assi. Secretary Tor
Health, concerning the NCHOSR/HCTA's assessment report on
dialysis device reuse. Based apon CDC's experience and his
findings in dialysis clinic inspections, Dr. Marphy was
asked if "patient outcomes appear to be no different in
facilities that reuse dialyzers than for those facilities
[that do not reuse]." Dr. Murphy did not agree with this
statement. When asked whether "absence of reported
increases in *** porbidity and mortality *** suggests that
virtually all facilities are following adequate
procedures.”™ Dr. Murphy said this was not so.

8/21/86 Note to John Marshall, Dir., NCHSR/HCTA, from John
Villforth, Dir., CDRH, FDA. RE: Preliminary summary on
the 'tri-state study'. "*** [T]he anecdotal information
provided in the surveys leads us %o believe that problems
in the area of dialysis are broad-ranging, and, in the case
of reuse, appears to corroborate your own report's
findings--that is, reuse done properly can be regarded as a
safe procedure®¥® W

8/22/86 Lttr to Sen. Heinz from Ron Docksai, Asst. Secretary for
Legislation, DHHS, informing Sen. Heinz that the DHHS
personnel who were subpoenaed for deposition "are not
appearing pursuant to compulsory process¥*** " The Docksai
letter also attempted to cancel the Heinz/Windom agreement
on DHHS submission of all documents on reuse to the
Committee, and attempted fo restrict Committee access to
DHHS personnel.

8/22/86 John Marshall, Ph.D., Dir., NCHSR/HCTA, appeared at the
Senate Aging Committee offices for deposition, but, on
advice of PHS Chief Counsel Richard Riseﬁerg, refused to be
sworn for testimony.
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8/25/86

8/25/86

8/26/86

8/26/86

8/27/86

8/28/86

9/3/86
9/4/86
9/4/86

9/4/86

Telecon between J. Michie and Morgan Frankel of Senate
Legal Counsel. Prankel informed Michie that he had
received a phone call from Richard Riseberg, PHS Chief
Counsel, in which Riseberg proposed a compromise on the
depositions of Erlichman and Carter. PFrankel said Riseberg’
proposed that the deponents take an oath and tell the

truth, bat not be subject to prosecutlon for perjury.
Michie and Frankel agreed that this proposition was
unacceptable.

California Department of Health Services published a notice
of proposed rule, with statement of reasons. This proposed
regulation provides for informed consent for patients who
rease. The regulations require that the consent form list
the advantages and disadvantages of reuse. Fuarther, it
requires that a patient will get a new dialyzer if he does
not consent to reuse. The regulation is R-88-83, cited as
22 C.A.C. 75197. The statement of reasons stated: "***When
a facility's policy requires a patient to either conseni %o
'reuse’ or seek dlalysis treatment elsewhere, many patients
really have no cholice but to consent¥**1t it not
oversimplification to stafe thai patients may be fearful of
losing the ability to be dialyzed."

Martin Erlichman, Health Sciénce Analyst, NCHSR/HCTA,
appeared at the Senate Aging Committee offices for
deposition, but, on advice of PHS Chief Counsel Richard
Riseberg, refused to be sworn for testimony.

Enrique Carter, M.D., Dir., OHTA, NCHSR/HCTA, appeared at
the Senate Aging Committee offices for deposition, but, on
advice of PHS Chief Counsel Richard Riseberg, refused to be
sworn for testimony.

DHHS Policy Couancil (headed by the Under Secretary) meeting
on Dialyzer Reuse. An interagency task force was
established. Briefing Paper from Dr. Windom, Asst.
Secretary for Health. "*** The NCHSR assessment addresses
many of Senator Heinz's concerns and gives us a guide for
future PHS activities. ®¥¥W

Lttr to Richard Riseberg, PHS Chief Counsel, from Sen.
Heinz, which informed Riseberg of the Senator's rulings
against Riseberg's claims that the subpoenas for
depositions are not valid, and that the Notary Public did
not have the authority to administer an oath to the
deponents.

James Benson, Deputy Dir., CDRH, FDA, underwent sworn
degosifion conducted by Senate Aging Committee staff.

The Interagency Task Porce on Dialyzer Reuse held its
first(?) meeting.

John Villforth, Dir., CDRH, FDA, underwent sworn deposition
conducted by Senate Aging Committee staff.

Letter to Perry Ecksel, President, National Kidney Patients
Association, from Dr. Robert Windom, Assistant Secretary
for Health, DHHS, RE: Exksel's letter of 7/8/86 to DHHS
Secretary Bowen. "¥**The findings to date indicate that
when reprocessing is carried out properly, the overall risk
to patients of single versus multiple use Is about the
same*¥¥Taken ?ogefﬁer the PHS assessment and the FDA tri-
state study] should provide an accurate picture of current
clinical practices and an up-to-date scientific baseline
from which the Department can decide on an appropriate
course of action***With respect to informed consent and
freedom of choice, T believe that such decisions fall
within the realm of the physician-patient relationship.
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9/5/86

9/8/86

9/8/86

9/10/86

9/11/86

9/12/86

9/18/86

9/22/86

With respect to the imposition of the GMPs, ***sections of
the Federal Food, Drug, and Cosmetic Act specifically
exempt from regulation 'practitioners licensed by law to
prescribe or administer drugs or devices and who
ranufacture, prepare,***or process drugs or devices solely
for use in the course of their professional practice.'***I
should note that independent of the applicability of the
GMPs, FDA staff collaborated with***AAMI in the development
of a guideline will set forth procedures for the optimal
reprocessing of dialysis equipment.***This
guideline***should go a long way toward ameliorating any
problems associated with the reuse of dialysis devices.”

Lttr to Sen. Heinz from Robt. Windom, M.D., Asst.

Secretary for Health, PHS. RE: creation of the Interagency
Task Force on Dialyzer Reuse. "*** I expect to have a

Implementation pian from this group no later than October
24 . F¥¥T TNOTE ¥H1§ LTTR WAS HAND-DETLIVERED BY RON DOCKSAL,

ZIST. SEC. FOR LEGISLATION, ON 9/5/86, WHEN HE CAME TO
COMMITTEE OFFICES TO MEET WITH MCCONNELL & MICHIE.]

Lttr to Robert Taylor, Associate Regional Administrator,
Region III, HCFA, from Michael Schuster, Director of
Litigation, Legal Counsel for the Elderly, American
Association of Retired Persons. RE: Bio-Medical
Applications of Takoma Park, ESRD Identification No.: 09-
2506. This letter complains that the reuse policy of the
BMA of Takoma Park, Washington, D.C. dialysis facility
violates federal regulations. [NOTE: SEE THE 6/13/86 HCFA
LETTER TO SEN. HEINZ ABOVE; ALSO, SEE THE 8/5/86 AND
8/15/86 HCFA MEMOS ABOVE REGARDING BMA-TAKOMA PARK. ]

Dr. John Murphy, epidemilogist, Centers for Disease
Control, underwent sworn deposition conducted by Senate
Aging Committee staff.

Martin Ehrlichman, analyst, NCHSR/HCTA, PHS, underwent
sworn deposition conducted by Senate Aging Committee staff.

John E. Marshall, Director, NCHSR/HCTA, PHS, underwent
sworn deposition conducted by Senate Aging Committee staff.

Dr. Enrique Carter, Deputy Director, NCHSR/HCTA, PHS,
underwent sworn deposition conducted by Senate Aging
Committee staff.

Letter to U.S. Senator John Heinz, Chairman of the Special
Tommittee on Aging, from Otls Bowen, Secretary, DHHS, RE:
Chairman Heinz letter o . "***Ye are continuing
our review of the [NCHSR] assessment on the subject of
Teuse and reprocessing of disposable dialysis devices***the
Assistant Secretary for Health has put into place a task
force to advise him on appropriate implementation
actions.***The [Medicare payment for dialysis services]
composite rate mirror medical practice in the dialysis
community, including e reuse 0 lalyzers. ou can be
assured that we are very mindful of our responsibility %o
assist in the financing of this essential medical
treatment. However, we also have a responsibility to
promote the most efficient program that we can, and pay for
Ihese services at a rate commensurate with the cost of
furnishing them.***Therefore, we believe it would not be in

the best interest of the program to withdraw the composite
Tabe regulations at_uhnis time."

Letter to DHHS Secretary Otis Bowen, from Paul Feinsmith,
President, Natlonal Association of Patients on Hemodialysis
And Transplantation, RE: The formation of the DHHS
Interagency Task Force on Dialyzer Reuse, and the refusal
to allow representatives of dialysis patients to becone
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members. "[The Chairman] Mr. Friedman stated that he
believed the Public Health Service acts In the interests of
beneficlaries and that the discussions the Task Force were
holding were too scientific for patients to grasp. WMr.
Secretary, dialysis patlients must be able to understand
sophisticated details of their treatment and disease
because they impact so directly on the day to day life of
patients."”
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March 21, 1986

Honorable Otis R. Bowen, M.D.

Secretary
Department of Health and Human Services

200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Mr. Secretary:

I am writing to share with you my deep concern over the
findings of the Committee's inquiry into the administration and

regulation of Medicare-funded hemodialysis in the End Stage
Renal Disease (ESRD) program.

My primary and most urgent concern 1s for the dialysis
patient who may be reusing disposable dialysis devices without

approprilate and necessary informed consent and without the
protection of uniform federal standards.

Please find enclosed a copy of the Committee staff report

which summarizes the major program deficlencies and their
causes which impact directly on the health and wellbeing of

dialysis patients. These alarming findings include: exposure

of tens of thousands of dialysis patlents to potentially
dangerous and unnecessary risks in the multiple reuse of

disposables; lack of informed consent and freedom of choice for

patients who are requested, and in some cases coerced and

forced, to reuse their disposables; and the lack of uniform and

enforceable standards to ensure the safety and efflcacy in
reprocessing and reuse of disposable dlalysis devices.

Testimony before the Committee on March 6, 1986, revealed
all too clearly the severity of deficlencies 1n policy at the
two agencies which share responsibility for the administration
and regulation of the ESRD program. I was appalled to learn
that both the Health Care Financing Administration and the Food
and Drug Adminjistration have yet to formulate policy regarding
the reprocessing and reuse of disposable dialysis devices. Nor

does there seem to be clear policy on informed consent and
freedom of choice for dlalysis patlents.

The gravity of this situation may require your personal

attention. As a beginning, I would urge you to seriously
consider imposing as quickly as possible the FDA's Good

Manufacturing Practices (GMPs) requirements on those dialyslis
clinics that reprocess and reuse disposable dialysis devices.
The latest version (copy enclosed) of the FDA Reuse Committee's
"Working Paper: Policy Considerations For The Reprocessing Of
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Devices" states that "all reprocessors should be required to
comply with [GMP] regulations (21 CFR 820) to assure that the
reprocessed device continues to be safe and effective for Its
intended use.” The paper also discusses the very clear
language 1in the regulation pertaining to a "reprocessor's
responsibility:

"Federal regulation 21 CFR 820.3(k) defines a
manufacturer as "any person, including any repacker
and/or relabeler, who manufactures, fabricates,
assembles or processes a finlished device” (emphasts
added). Accordingly, the Reuse Committee belleves that
any person who reprocesses a medlical device, should be
considered a manufacturer.”

It is my hope that the Department will do everything
possible to provide the necessary safeguards for the 78,000
dlalysis patients who rely upon the ESRD program for their very
survival. Please let me know if the Committee and 1ts staff
can in any way be of service to you in this endeavor.

Enclosures

,,Z};«W?LK/'U? Mﬁ % 7@;/,1—,&.“44
20,30 o hipre Tress Lo M
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D C 20201

APR 29 1986

The Honorable John Heinz
Chairman

Special Committee on Aging
United States Senate
Washington, D.C. 20510

Dear Mr. Chairman:

This responds to your letter expressing your concerns over
the reuse and reprocessing of disposable dialysis devices in the
End Stage Renal Disease (ESRD) program.

I agree with you that we need to do all that is possible to
protect the health and rights of ESRD patients. Dr. John
Marshall's testimony at your March 6 hearing reemphasized the
strong commitment the Department has maintained for the welfare
of ESRD patients in implementing and improving this program
since its inception in 1972.

Dialyzer reuse is a recognized medical practice which has a
history of safety dating back to 1967. Despite a sharp rise in
the practice of reuse during the 1980's, morbidity and
mortality statistics have remained unchanged. In addition, a
1986 study reveals that morbidity and mortality statistics are
the same for reuse patients and non-reuse patients. 1In our view
there is no convincing evidence to indicate any health hazard
associated with reuse if the dialyzer is reprocessed properly.
In fact, reprocessing prevents certain hazards associated with
new filters that occur with some patients. The few reports of
adverse reactions involving hemodialysis patients have been
attributed to improper procedures which resulted, for example,
in inadequate sterilization. With the development of revised
standards for the reuse of hemodialyzer products by the National
Kidney Foundation and the new Association for the Advancement of
Medical Instrumentation guidelines for the proper reprocessing,
resterilization and reuse of dialyzers, we believe that adequate
safeguards will exist to assist those who practice reuse. These
guidelines, which delineate safe procedures ranging from
disinfection to patient monitoring to environmental concerns,
should assure the safety of both patients and staff.

Since 1979, the Department has undertaken several studies on
the safety of dialyzer reuse including work by the National
Institutes of Health, the Food and Drug Administration, and
other components. These studies have indicated that patients
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treated with reused devices are at no greater risk if

the devices are adequately reprocessed.In addition to these
extensive efforts, to assure further that all existing
scientific information is thoroughly considered, the Acting
Assistant Secretary for Health has directed the National Center
for Health Services Research (NCHSR) to complete another formal
assessment with respect to safety, efficacy and cost-
effectiveness of dialyzer reuse. This effort was announced in
the April 10, 1986 Federal Register (copy enclosed). NCHSR has
invited public comment on the issues and the submission of
medical and scientific data. In addition, NCHSR staff will be
meeting with medical associations to hear their views. Should
this study reveal the need for any action by either the Public
Health Servicz or-the HCFA, the Department will act promptly.

You requested that I consider imposing Good Manufacturing
Practice regulations on physician directed dialysis clinies that
reprocess and reuse disposable dialysis devices. Our legal
counsel reminds us that the Federal Food, Drug, and Cosmetic
Act, sections 510 (g)(2), 519 (b)(1) and 704 (a)2),
specifically exempts from device regulation "practitioners
licensed by law to prescribe or administer drugs or devices and
who manufacture, prepare, propqgaCe,_compdund or process drugs
or devices solely for use in the course of their professional
practice."™ As you can see, the statutory language raises
potential legal issues. Should the NCHSR study reveal a need
for further regulatory action, we will examine all options.

I appreciate receiving your views on this important public
health matter. Please be assured that the Department will R
continue its commitment to the health and safety of ESRD
patients and to the continued improvement of this program
according to our legal mandate and the latest scientific ang
medical knowledge.

Sincerely,

ot sty WS

Otis R. Bowen, M.D.
Secretary

Enclosure
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dialyzer caps which are labeled by
manufacturers for “single use only.” and
are reused in the treatment of patients

dergoing chronic i
hemodiatysis for end-stage resal
disease.

Specifically, the assessment of the
riske and/or benefits associated with
reprocessing and reuse seeks to
determine the following: (1) Is it safe
and efficacious to reuse these devices

Written materials should be submitted
to: Harry Handelsman, D.O.. or Mr.
Martin Erlichman, Office of Health

bology A 4 4

Ti a.
Room 3/10, 5800 Fishers Lane, Rockville.
MD 20857 (301) 443-4990.

Dated: April 3, 1988,
Enrique D. Carter,
Director, Office of Health Technology
Assessment, National Center for Health
‘Services Research and Health Care

under existing clinical and rep

practices?; (2) When reused under
ing clinical and rep! i
is there p ial for dialy

patients to suffer infections or other
short and/or long term adverse effects.
associated with formaldehyde or other
chemicals used in the reprocessing of
dialysis devices; (3) What is the extent
of reuse of dialysis devices, including
the dialyzer, blood lines, transducer
filter and dialyzer caps?: (4) Whet
guidelines and/or dati if
any. exist for the reprocessing and reuse
of “single use only" dialyzers. blood
lines, transducer filters and dialyzer
capa: (5} To what extent are such
guidelines followed and/or defined as
accepted medical practice?; () Are there
any ethical considerations associated
with the reprocessing and reuse of these
devices?; (7) How does the coat of single
use of eech of these devices compare
with the cost of reprocessing each of
these devices?

PI-ES uufumenll consist of 8

y o m
the medical literature, appropriate
organizations in the private sector as
well as from PHS agencies, and others
in the Federal Government. This
assessment intends to incorporate the
most current information concerning the
safety and clinical effectiveness of the
practices of reprocessing and reusing the
subject dialysis devices. Any existing

dical or industry guidelines regardi
these p will also be add d.
Any person or group wishing to provid

2

. OHTA with information relevant to this

should do so in writing no

Assessment of Medical Technology;
Reuss of Hemodialysis Devices
Labeled For “Single Use Only”

The Pubiic Health Service (PHS)
through the Office of Health Technology
Assessment (OHTA), within the
National Center for Health Services
Research and Health Care Technology
Assessment (NCHSR&HCTA)

that it is performing an
assessment on whet is known of the
risks and/or beneﬁu:uoci-ted with

later than 60 days from the date of
publication of this notice.

The information being sought
concerns past; current, and planned
research related to the practices of
reprocessing and reuse of the dialysis
devices listed above. A well-designed
clinical studies, and information related
to the clinical acceptability and

flecti of these practices is also
sought. along with recommendations on
how to ensure safely and efficacy of
these practices and to meet the neads of

the use of rep.
blood lines. transducer filters and

the dialysis patient, physician and

{FR Doc. 86-0043 Filed 4-0-86; 8:45 am)
BHLLMG CODE 4190-17-8
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WICKLES, ORLANGMA J. BERMETT JORNSTON, LOULSIANA
R ""“‘"‘-"‘“"; it ::““ W 4000 SPECIAL COMMITTEE ON AGING
DUANE UFSEY, MIXORITY STAFF DIRECTOR WASHINGTON, OC 20510

May 12, 1986

Honorable Prank E. Young, M.D., Ph.D.
Commissioner

Food and Drug Administration

Department of Health and Human Services
5600 Fishers Lane

Rockville, Md. 20857

Dear Dr. Young:

I am writing to request that the Food and Drug
Administration (FDA) act expeditiously on the enclosed petition
in the interest of the safety and health of Medlicare's 78,000
dialysis patients.

The alarming testimony and evidence revealed at the Aging
Committee's hearing on March 6, 1986, made 1t all too clear
that we have no studies, no standards, and thus no surety that
reprocessing of dialysis devices can and will be done properly.
Yet more than 60 percent of dialysis clinics nationally
reprocess and reuse these devices as many as 20 and 30 times,
needlessly exposing patients to potentially life-threatening
risks and even death due to lack of quality control.

These disturbing findings, coupled with the FDA's
continuing inaction, compells my colleagues and me to petition
under provisions of the Administrative Procedure Act. On
behalf of all dialysis patients, we seek to have the FDA
impose 1its regulation requiring good manufacturing practices
(GMP's) on dialysis facilities that reprocess and reuse
filters, bloodlines and other devices.

Mr. Commissioner, the GMP's were promulgated by your
agency 1n 1978 to ensure quality control 1in the manufacture,
processing and reprocessing of medical devices. FDA's own
"reuse committee" produced a working paper in February of this
year recommending that the GMP's be applied to the more than
600 dialysis clinics involved in reprocessing and reuse of
dialysis devices. Please find attached a copy of that working

paper.

Therefore, my colleagues and I strongly urge that you
expedite the FDA's action in responding to our petition so that
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dialysis patients may be afforded some protection in the
requirement for quality control under the standards of the
GMP's. e

Thank you for your cooperation and assistance in this
important matter.

Chalrman

JH:Jfm



137

JOH HEEMZ. FENNSTLVAMA, CHAZRMAN

SRR Smmiesoesn  Qpited States Senate

DOw #oCxLES. OxLAKOMA 1, BENNETT JORNSTON, OUBIARA
e, """““ st ‘::““* joisbnaaed SPECIAL COMMITTEE ON AGING
peyvirpsapividn2ia WASHINGTON, DC 20610

BEFORE THE FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF
HEALTH AND HUMAN SERVICES
WASHINGTON, D.C.

May 12, 1986

Dockets Management Branch

Pood and Drug Administration

Dept. of Health and Human Services
Room 4-62

5600 Fishers Lane

Rockville, Md. 20857

This 18 a petition for amendment of a rule, and other
administrative action pursuant to the Administrative Procedure
Act, 5 U.S.C. 551 et. seq., and Title 21 C.F.R. 10.1 et. seq.
(1985). The undersIgned submit this petition under sectlon
553(e) of the Administrative Procedure Act, and the Food, Drug,
and Cosmetic Act, 21 U.S.C. 201 et. seqg. (the Act). Petitiloners
argue that the growing practice of reusing and reprocessing
dialysis devices 1s exposing dilalysis patients to serious
health risks. PFurther, the facilities practicing reuse are
"adulterating® the devices 1in violation of the Act, 21 U.S.C.
351 (1982). The undersigned believe that application of the
Good Manufacturing Practices (GMPs) to the reprocessing of
dialysis devices would alleviate this risk, and bring the
practice into conformity with the Act.

Petitioners submit that current regulations already apply
to dialysis facilities. The language of the Good Manufacturing
Practices, 21 C.F.R. 820 et. seq., should be given 1its plain
meaning, thereby requiring reprocessors of dialysis devices to
conform to the regulations. This interpretation was recently
affirmed by an FDA internal task force report that adopted this
position. Petitioners therefore request that the Commissioner
of Food and Drugs exercise his statutory investigative and
enforcement powers with regard to hemodialysis facilities and
clinics which reuse dialysis equipment and accessorles.

In the alternative, petitioners claim that the
regulations should be amended to make clear that dialysis
facilities are covered by the regulations. Petitioners,
therefore, request the Commisioner of Food and Drugs to modify
and amend the existing regulations and thereby change the
agency's interpretation of the GMPs and apply them to the reuse
and reprocessing of dialysis devices.
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A. Action requested

1. Petitioners request that the FDA read the regulations
according to their plain meaning, and thereby interpret the
regulations codified at 21 C.P.R. 820 et. seq. (the Good
Manufacturing Practices) to apply to the reuse and reprocessing
of dlalysis devices by dialysis facilities.

2. In the alternative, petitioners request that the regulations
be modified and amended.

At present, there is no definition of "reprocessor" 1in
the regulations. The regulations, however, define a
"manufacturer™ in the following manner: .

"'Manufacturer' means any person, including any repacker
and/or relabeler, who manufactures, fabricates,
assembles, or processes a finished device. The term does
not include any person who only distributes a finished
device." 21 C.P.R. 820.3(k)(1985).

Petitioners request the regulations be modified and
amended as follows:

(A) The definition of "manufacturer" found in 21

C.P.R. 820.3(k)(1985) should be amended to say:
"!'Manufacturer' means any person, including any repacker,
relabeler and/or reprocessor, who manufactures,
fabricates, assembles, processes, or reprocesses a
finished device. The term does not include any person who
only distributes a finished device."

(B) Add new subsection "(o)" to section 820. This new
subsection would define "reprocessor" as follows:

"A facility or clinic that practices hemodialysis and
flushes the equipment with formaldehyde or other such
manufacturing material so the device can be used more
than one time."

B. Statement of Grounds

Petitioners are United States Senators and members of the
U.S. Senate Special Committee on Aging (the Committee). The
Committee conducted an in-depth four month investigation of
hemodlialysis practices and procedures. The results of this
investigation were disclosed at a hearing held on March 6,
1986. A copy of the Committee report that coincided with the
hearing has been attached, as well as the prepared statements
of witnesses, and the transcript of the proceedings
(hereinafter referred to as the transcript) that contains the
opinlons and views of interested persons. These will become
part of the record of this petition pursuant to 2% C.F.R.
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10.30(g)(1985). According to the investigative study performed
by Committee staff, reuse of dlalysis devices 1is a growing
practice in many dialysis clinics. Although the devices used in
the dialysls process are labeled "single use only" by the
manufacturers, more than 60% of the dialysis clinics are
reprocessing and reusing these devices as many as 20 or 30
times by flushing out and "disinfecting"™ them with a solution
made from water and formaldehyde or some other disinfectant
chemical.

Because of the clinical practice of reuse and
reprocessing, tens of thousands of dialysis patients may be
exposed to dangerous and unnecessary risks. These risks
include:

1. Exposure to formaldehyde, a known carcinogen that
18 used 1in most clinics to "disinfect" the dlalysis
devices.

2. Formaldehyde residue 1s trapped in the devices
after reprocessing, and leaches out into the blood of

dialysis patients.
3. Hemolysis, the destruction of red blood cells.

4, Formation of antibodies 1in the patient's blood which
may interfere with kidney transplantation.

5. Severe allergic reaction which may result in the
patient's death.

6. The threat of infection from deadly bacteria that
may contaminate water supplies used in the reprocessing
process regardless of what disinfectant chemical may be
used.

7. The potential danger from air getting into the
patient's bloodstream because the reused blood lines
become cracked and loosely connected.

8. Other side effects from reuse including: fainting,
dizziness, severe headaches, and fatigue.

The hazards assoclated with reuse were illustrated by the
dialysis patients who testified at the hearing. For example,
Ms. Melinda McFadden, a dialysis patient for eight years,
testified that since her clinic began reusing her dialysis
equipment, she has suffered from severe headaches, fainting,
nausea, itching and fatigue. (See p. 5 of transcript). Mr.
Vagn Vogter explalned other problems that accompany reuse. He
sald that after repeated reuse, the lines going from the
patient's arm into the dialysis machine become brittle and the
connection becomes loose. In addition, Mr. Vogter stated that
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because of reuse, the blood lines develop air holes, and air
can become infused into the patient's bloodstream. (See p. 16
of transcript). Finally, Mr. Robert Roaen testified that when
he complained to the FDA about the problems with reuse, and
that patients were becoming 111, the FDA's response was that
this was not a matter within their concern. "The FDA
...informed me that I, as a dlalysis patient, [o]n the issue of
reuse am out of their Jjurisdiction." (See p. 14 of transcript).
For a more detalled discussion about the dangers of
formaldehyde as a disinfectant, see pp. 18-53 of the hearing
transcript containing the testimony of physiclans and
scientists.

A major cause of the danger from reuse 1s the lack of
uniform and enforceable standards to ensure safety and efficacy
in the reprocessing and reuse of the dialysis devices. This has
resulted in substantial variance 1n reprocessing techniques and
procedures.

The FDA has been charged with maintaining the safety and
efficacy of medical devices under the Federal Food, Drug, and
Cosmetic Act. .In 1978, pursuant to the Act, the FDA promulgated
the Good Manufacturing Practices (GMPs). (See 21 U.S.C.
3603(£)(1982) which authorizes the Secretary to prescribe
regulations governing devices). The GMPs were enacted to ensure
that the methods used in, and the facilities and controls used
for, the manufacture, packing, storage, and installation of
medical devices conform to regulatory requirements, thereby
assuring that devices are safe, effective and otherwise in
compliance with the Act. 43 Fed. Reg. 31508 (July 21, 1978).
The regulations have been codified at 21 C.F.R. 820 et. seq.

(1985) .

According to these regulations, speclal requirements are
imposed upon those that reprocess medical devices. These
requirements include:

1. Written manufacturing specifications and

processing procedures shall be established, implemented,
and controlled to assure that the device conforms to 1its
original design. 21 C.P.R. 820.100 (1985).

2. Reprocessing procedures shall be established,
implemented and controlled to assure that the reprocessed
device meets original specifications. 21 C.F.R. 820.115

(1985).

There are additional requirements upon "critical
devices". As defined in 21 C.F.R. 820.3(fr)(1985), critical
devices includes dialysis systems and accessorles. (See also 43
Fed. Reg. 31512 (July 21, 1978) which specifies that
hemodialysis systems and accessories are classified by the FDA
as critical devices.) When there 1is constant_reprocessing of a



141

Petition to FDA
May 12, 1986
Page S

device, the regulations require that a determination of the
effect of reprocessing upon the device must be made and
documented. 21 C.F.R. 820.116(a)(1985). Purther, "manufacturing
material" (defined in 21 C.F.R. 820.3(1) as "any material such
as a cleaning agent,...or other substance used to facilitate a
manufacturing process") that is used on or in the manufacturing
equipment or the device must be subsequently removed from the
device or limited to a specified amount that does not adversely
affect the device's fitness for use. 21 C.F.R. 820.60(d)(1985).
According to the GMPs, the fallure to comply with these
regulations renders a device madulterated™, 1in violation of the
Act. 21 C.F.R. 820.1(a)(1985).

Petitioners argue that the language of the GMPs 1is
already applicable to the reuse and reprocessing of dialysis
devices. Giving the words thelr ordinary meaning in common
usage, the definition of "manufacturer” governs the operations
of dialysis facilities that reuse dialysis equipment. In
addition, these facilities are subject to additional
requirements because they reprocess eritical devices. Further,
since residue from formaldehyde (used as a cleaning agent in
most clinics) remains in the device after reuse, reprocessing
facilities are not complying with GMP requirements, and are
therefore violating the Act.

Moreover, an internal task force within the FDA has
adopted this interpretation of the regulations. In its report
of Peb. 2%, 1986 entitled "Working Paper: Policy Considerations
for the Reprocessing of Devices"™ (attached), the Reuse
committee sald that

n{A]J1l reprocessors should be required

to comply with Good Manufacturing Practice
(GMP) regulations to assure that the
reprocessed device continues to be safe
and effective for 1ts intended use."

(See p. 15).

The report concludes that any person who reprocesses a medical
device be considered a manufacturer,

PPacilities which process medical devices
for reuse®#t*are considered manufacturers
if they perform large scale, routine
reprocessing of devices. In particular,
routine reprocessing of hemodlalyzers
should be construed within the activity
performed by a manufacturer.” (See p. 19).

Along with the plain language of the regulations, the
regulatory history of the GMPs supports applying them to
reprocessors and reusers of dlalysis equipment. It shows that
the PDA intended to regulate the manufacture of specific



142

Petition to FDA
May 12, 1986 -
Page 6

devices. 43 Fed. Reg. 31508 (July 21, 1978). In addition, the
purpose of the GMP8 was to maximize the probability that only
safe and effective devices reach the marketplace. 43 Ped. Reg.
31508, 31509 (July 21, 1978). Further, the history illustrates
1t was intended that manufacturers would be subjeet to the
regulations. The notice printed in the Federal Register
specifically expressed "The industry should understand®##that
this regulation has the force of law, and that violation of 1its
provisions are a basis for seizure, Injunction, and for
prosecution.” 43 Fed. Reg. 31526 (July 21, 1978). Moreover, the
regulations provide an exemption for manufacturers who believe
they should not be subject to its provisions. Since
manufacturers must take the affirmative step of petitioning for
an exemption, it is clear that the GMPs are presumed to apply
to all manufacturers. 43 Ped. Reg. 31526 (July 21, 1978).

Despite the apparent applicability of the regulations,
the FDA has never subjected reprocessors of dialysis devices to
these requirements. Instead, the FDA's position has been that
reprocessing and reuse of dialysis devices 1s a matter of
"medical practice™ and not to be interfered with.

Specifically, the FDA position is that the GMPs are
procedures designed for manufacturers of medical devices to
produce quality products (See p. 71 of transcript). According
to Dr. John C. Villforth, Director for the Center for Devices
and Radiological Health of the Food and Drug Administration:

*[The FDA] has not, in the past, considered [reprocessing
and reuse of dialysis devices] to be manufacturing or
remanufacturing under the intent of the
[regulations}®#*#Jashing devices does not have anything to
do with the manufacturing of devices". (See pp. 70-T72 of
transcript).

The result of FDA's pollcy is that thousands of dlalysis
patients are being treated with reused and reprocessed devices,
posing a substantial and unnecessary health risk, and that
there are no uniform standards to ensure safety and efficacy 1in
the reprocessing and reuse of these devices, Consequently,
there 18 wide varlance in reprocessing techniques and
procedures,

As discovered by the Aging Committee's investigation, and
exemplified by the witnesses at the hearing, there are
significant health risks that accompany the reuse and
reprocessing of dialysis devices. Tens of thousands of dlalysis
patients are being exposed to risk of sickness, injury, and
death. According to the study group within the FDA, as well as
the plain meaning of the GMPs, dlalysis facilities already fall
under the regulations. In the alternative, amending the GMPs in
the manner requested would also help to alleviate this risk. By
enforcing the GMP regulations against dialysis facilities, the
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FDA would be complying with the original intent of the Act and
the regulations to ensure that safe and effective medical
devices are used. Most importantly, the FDA would be protecting
innocent patients whose lives are dependent on the safe use of
these devices.

C. Certification

The undersigned certify, that, to the best knowledge and
belief of the undersigned, this petition includes all
information and views on which the petition relies, and that it
includes representative data and information known to the
petitioners which are unfavorable to the petition.

Respectfully submitted,

E
anking Minority
Member

At (0.,

U.8. Senator U.S. Senator

R
U.8. Senator
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June 19, 1986

Honorable Frank E. Young, M.D., Ph.D.
Commissioner

Food and Drug Administration

Department of Health and Human Services
5600 Fishers Lane

Rockville, Md. 20857

Dear Dr, Young:

As Chairman of the Specilal Committee on Aging, I am
writing to request your further assistance in the Committee's
continuing investigation into the Food and Drug
Administration's (FDA) regulation of dialysis devices.

Specifically, I am requesting that you provide Committee staff
with any and all correspondence, memoranda, reports,
Establishment Inapection Reports (EIR's) and another records
and documentation generated and received by the Food and Drug
Administration and pertaining to bacterial infections and any
other adverse experiences assoclated with the reprocessing and
reuse of dialysis devices during the past year.

I would very much appreciate your providing these
materials to Committee staff on an incremental basis as they
become available. Should you or your staff have any questions
regarding this request, please have your staff contact Jim
Michie or David Cunningham at 224-5364.

Thank you for your assistance and cooperation in this
matter.

Sincerely,

el
airman

JH/§fm
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July 14, 1986

Honorable Otis R. Bowen, M.D.
Secretary,

Department of Health and Human Services
200 Independence Avenue, S.V.
Washington, D.C. 20201

Dear Mr. Secretary:

This is to request your assistance in obtaining documents
that are pertinent to this Committee's oversight of the Medicare
End Stage Renal Disease Program.

In light of the Committee's interest in the Department's
considerations and actions for protecting the health and safety
of dialysis patients, I am requesting that your office provide
any and all documents pertaining to the reprocessing and reuse
of dialyeis devices that were generated and or received during
the period of April 10, 1986 to the present by personnel of the
RCHSR, PDA, CDC, the Office of the Secretary of the Department
of Health and Human Services, Office of the Assistant Secretary
for Health, Office of the Secretariat, Offices of the National
Institute of Health and the Office of Assistant Secretary for
Legislation. Please forward this material to me by July 21,
1986.

I am informed that a meeting of approximately one dogen
Department of Health and Human Services personnel and officials
was conducted on July 8, 1986 to discuss the findings of the
KCHSR "Assessment of Medical Technology; Reuse of Hemodialysis
Devices Labeled For Single Use Only." Attendance at the meeting
included: Robert Windom, Assistant Secretary for Health; Steve
Grossman, Deputy Assistant Secretary for Health (Planning and
Bvaluation); Robert Bccleston, Assistant Director for
Intergovernmental Liaison; Hanns Kuttner, Special Assistant,
Office of the Assistant Secretary for Legislation; Valery
Setlow, Policy Analysis, Office of Health Planning and
Evaluation; James Benson, Deputy Director, Center for Devices
and Radiological Health, Pood and Drug Administration (FDA);
Lawrence Kobren, Center for Devices and Radiological Health,
PDA; John Marshall, Ph.D., Director, National Center for Health
Science Research (NCHASR)s; Dr. Enrique Carter, Director, Office
of Health Technology Assessment (OHTA), NCHSR; Martin Erlichman,
OHTA, KCHSR and Martin PFavero, Ph.D, Chief, Nosocomial
Infections Laboratory Branch, Hospital Infections Progranm,
Center for Infectious Diseases, Center for Disease Control.

t
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Further, it 1s my understanding that there was discussion
at the July 8, 1986 meeting of a specific memorandum dated July
8, 1986, which was generated by the Director of NCHSR for the
Assistant Secretary for Health. I am requesting that a copy of
this memorandum, along with vhatever records (written or
electronic) were generated to memorialize the discussions of the
meeging, be forwarded to me by close of business July 16,

1986.

Should you or your staff have any queations regarding this
request, please have your staff contact David Cunningham or
David Schulke at 224-5364. .

Thank you for your cooperation and asaigtance in this
natter.

Sincerely,

eiN¥,
airman

JH/de
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July 18, 1986

Honorable Otis R. Bowen, M.D.

Secretary

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Mr. Secretary:

I am writing to share with you my continuing concern over
the administration and regulation of the Medicare-funded End
Stage Renal Disease program (Hemodialysis) and the issue of
reuse of disposable dialysis devices.

On March 21, 1986, I wrote to you concerning the
Committee's findings from the hearing held on March 6, 1986,
regarding the reprocessing and reuse of dialysis devices. The
testimony and evidence presented at the hearing revealed that
there are no studies, no standards, no monitoring and thus no
assurance that reuse can and will be done properly.

My primary concern for writing you then and now is for the
dialysis patient who may be reusing reprocessed dialysis devices
and who may not be provided the necessary and appropriate
informed consent and freedom of choice to reuse or not to reuse
their dialysis devices. Since I last wrote you on this matter,
I and other members of the Aging Committee have taken specific
action to address the problems revealed at the Committee's March
6, 1986, hearing. These include: (1) filing a petition on May
12, 1986 with FDA Commissioner, PFrank Young, M.D., which seeks
to have the FDA impose the Good Manufacturing Practices {GMP's)
regulations on reprocessors of dialysis devices; (2) submitting
a response on June 9, 1986, to the National Center for Health
Science Besearch (NCHSR) Federal Register Notice concerning an
"Assessment of Medical Technology: Reuse of Hemodialysis Devices
labeled for Single Use Only,"; and (3) introduction on June 12,
1986, of the 1986 ESRD Patient Rights Act, S. 2547, requiring
that dialysis patients be provided informed consent and freedom
of choice to decide whether or not to reuse.

In my previous correspondence, I urged yocu to consider
imposing FDA's Good Manufacturing Practices (GMP's) on those
dialysis clinics that reprocess and reuse dialysis devices. The
need for the application of the GMP's to dialysis clinics
practicing reuse has been underscored by the recent bacteremia
outbreaks at six dialysis clinics nationwide. Four of the
outbreaks involve the chemical disinfectant "RenNew D",
manufactured by Alcide corporation. The outbreaks occurred in
California, Texas and Plorida and resulted in 21 cases of
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infection, and possibly two deaths. The outbreak is under
investigation by both the CDC and FDA. Alcide corporation has
initiated a nationwide recall on "RenNew D." Enclosed for your
information is a copy of the CDC's "Morbidity and Mortality
Weekly Report” article on the incidents at Inglewood, California
and Dallas, Texas. Also, I have included copies of the Medical
Device Reports (MDR's) filed by the manufacturer with the PDA.

In addition to the bacteremia outbreaks noted above, I
am aware that the FDA and CDC have under investigation another
episode of infections. This incident involves the reuse
disinfectant "Renalin", manufactured by Renal Systems Inc.
These outbreaks were located at two dialysis clinics in Georgia,
and may have resulted in four patients receiving bacteremia
infections. The CDC is currently preparing a report on their
investigation.

The outbreaks of infection described above are not unlike
those which occurred in Baton Rouge, Louisiana, in 1982, in
which 140 patients were infected and 14 dialysis patients died.
The patient deaths were linked to faulty reprocessing.
Incidents of this kind could be avoided if dialysis reprocessors
vwere required to meet the GMP's, as is required by the Pood,
Drug and Cosmetic Act. This position is supported in the FDA
Reuse Committee's "Working Paper: Policy Considerations For The
Reprocessing Of Devices," which states that "all reprocessors
should be required to comply with [GMP's] regulations (2t CFR
820) to assure that the reprocessed device continues to be safe
and effective for it's intended use."

In light of these recent incidents, 1 again urge you to
immediately impose the GMP's on reprocessors of dialysis devices
in the interest of protecting the health and safety of dialysis
patients.

Atﬁachments

JH/de
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July 23, 1986

Honorable Otis R. Bowen, M.D.
Secretary,

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Mr. Secretary:

As Chairman of the Speclal Committee on Aging, I am
writing to share with you my deep concern and dismay over
learning that department officials presented inaccurate and
misleading testimony before the Committee at the March 6, 1986
hearing on the reuse of dialysis devices.

I recently learned of a memorandum prepared by John
Marshall, Ph.D., Director, National Center for Health Services
Research and Health Care Technology Assessment (NCHSR/HCTA),
for Robert E. Windom, M.D., Assistant Secretary for Health.
The memorandum, a copy of which I have enclosed, is based upon
the NCHSR/HCTA's "Assessment of Medical Technology: Reuse of
Hemodlalysis Devices Labeled for Single Use Only" initiated in
April 1986, following the Committee's March 6 hearing.

This alarming and shocking memorandum reveals all too
clearly a severe breakdown in communications and coordination
among the agencles responsible for the safety and well-being of
dialysis patients: the National Institutes of Health (NIH); the
Food and Drug Administration (FDA); the Health Care PFinancing
Administration (HCPA); and the Centers for Disease Control

- (CcDC). Indeed, as Dr. Marshall observed in his memorandum,
these agencles "have had a long but non-productive involvement
with [reuse] 1ssues." Moreover, it confirms many of the
serious concerns regarding the safety of reuse that were ralised
in the Committee's staff report as well as in testimony, but
denied or dismissed by witnesses representing the Department of
Health and Human Services (DHHS). The Marshall memorandum
states, however, that the NCHSR/HCTA assessment "uncovered
serious omlissions and inaccuracies in the testimony."

The memorandum indicates that Dr. Marshall, the
Department's principal witness at the March 6 hearing, was



150

Honorable Otis R, Bowen, M.D.
July 23, 1986
Page 2

himself the victim of misinformation and lack of information
regarding the safety and efficacy of dialysis device
reprocessing and reuse. Purther, the findings of the
NCHSR/HCTA assessment serve as a strong indictment of fallure
on the part of those who were responsible for providing Dr.
Marshall with accurate and complete information in preparation
for his testimony.

The Marshall memorandum establishes that much of the
information and data previously used to support the "safety" of
reuse, such as the NIH report "Multiple Use of Hemodialyzers™
(e.g., the Dean report), 1s unreliable.

I trust now that you can understand and appreciate why I
continue to be deeply concerned for the health and safety of
this nation's 80,000 dialysis patients, many of whom have
falsely and wrongly been misled into believing that there are
no risks assoclated with the reuse of their dlalysis devices.

In light of the NCHSR/HCTA assessment findings and the
most recent outbreaks of 1life-threatening bacterial .infections
in dialysis patlents subjected to reuse, I strongly urge you to
take immediate action on Dr. Marshall's recommendation:

"The Public Health Service needs to take a clinically and
scientifically based stand with respect to .this 1issue.
We need to communicate that directly and emphatically to
the Health Care Financing Administration, even if that
means recognizing that our earlier testimony was flawed."

In addition, and in the intereast of adequately protecting
dialysis patients from any further threat of harm and injury, I
am requesting that you take immediate action on my earlier
recommendations: (1) require dialysis clinics to adequately
inform their patients of the risks of reuse and prohibit the
clinics from coercing and forcing patients to reuse thelr
dialysis devices; (2) withdraw HCFA's proposed regulations that
‘would lower the dlalysis reimbursement rate and, consequently,
force st1ll more clinics to reprocess and reuse dialysis
devices; (3) conduct appropriate and controlled preclinical and
clinical testing to determine the safety and efficacy of the
reprocessing and reuse of dlalysis devices; and (4) direct the
FPDA to impose 1ts good manufacturing practice regulations on
reprocessors of dlalysis devices, and to develop uniform safety
standards for the reprocessing and reuse of dlalysis devices
and supplies.
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Should you or your staff have any questions regarding
this request, please have your staff contact Jim Michie or
David Schulke at 224-5364.

Thank you for your cooperation and asslistance 1n this
important matter.

Si rely,

L =

ofin Helnz,
Chhirman

Enclosure

JH:§fm
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DEPARTMENT OF HEALTH & ITUMAN SERVICES Putihc Health Sewvice

Memorandum
JUL 8198

Director, National Center for Health Services Research
and Health Care Technology Assessment

Hemodialyzer Reuse
Assistant Secretary for Health

ISSUE

As HCFA continues to ratchet down the reimbursement rate for hemodialysis,
concern has grown on the part of hemodialysis patients and the Congress, with
respect to the safety and efficacy of the reuse of dialysis equipment,
including bloodlines, tubing, transducer caps, and filters. Senator Heinz was
sharply critical of the Public Health Service's role in this process during
hearings which he conducted on March 6 of this year. The involvement of NCHSR
is only recent, but NIH, FDA and CDC have had a long but non-productive
involvement with these issues. During the March 6 hearing, at which I was the
witness for the PHS, accompanied by John Villforth of FDA, we agreed to do an
assessment of the state-of-the-art. As events have unfolded, it is clear that
the March 6 testimony was not based on all of the germane facts and that we
may need to take a position counter to that which we argued on March 6. We
need to ascertain a PHS position and inform HCFA of that position so as to
minimize embarrassment for the Department.

BACKGROUND -
The March 6 hearing focused on the following issues:

1. Does adequate information exist to determine what standards are necessary
for adequate disinfection of dialysis equipment?

2. MHow many uses of a given unit should be permitted before its integrity is
compromised?

' i

3. What is the Department doing to monitor adverse effects?

4. Are patients being fully informed of the risks attendant to dialyzer reuse

i+ and is their freedom of choice being compromised?

In 1978, the Congress directed NIH to carry out a study of hemodialysis. A
contract was let which led to release of the Dean Report in 1981, The Dean
Report was subsequently revised in 1982. The essential conclusion of the Dean
Report was that processing, when properly effected, could yield a hollow tube
filter equivalent to a new filter. Arthur D. Little, Inc. was a sub-

‘contractor to this effort and it released a criticism of the Dean report

arguing that its efforts had been improperly represented and that the report

. was limited to an in vitro assessment which ignored clinical data.
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In 1982, a departmental Interagency Task Force recommended clinical trials to
address the questions identified above. That report was not sent forward from
the Public Health Service to the Secretary's office. Instead, in 1983 an ESRD
Coordinating Comittee was established. The ESRD Coordinating Committee
recommended against clinical trials on the grounds that they were not
necessary and would be too expensive. They did recommend that FDA establish a
registry to track events.

One of the major pursuits of Senator Heinz at the hearing was a demand that
the Department undertake rigorous clinical trials. As the witness, I argued
that even though there had been an increase from 15 to 65 percent of the
Centers which were reusing the dialysis equipment, it was found that there had
been no increase in reports of mortality or morbidity. In fact, some
literature suggests that there are more untoward events with first use filters
than with subsequent use filters. The apparent increase in reuse was probably
stimulated by the reimbursement caps effected by HCFA. Interestingly, the
price of a dialyzer unit has dropped from the $28 to $30 range to a $10 to $12
range. Reprocessing costs between $7 and 39, so at the present, the cost
differential is not great.

FDA labels these devices for single use.- But, it has approved reprocessing
equipment. There are, however, no guidelines for the use of approved
reprocessing equipment. Voluntary standards have been under development by
the Association for the Advancement of Medical Instrumentation for several
years, but their release continues to be delayed. In any case, they do not
address the question of reuse for bloodlines, tubing, the transducer caps, or
the transducer filters. Senator Heinz has argued that there should be
rigorous standards which are enforced by HCFA. He faults the Public Health
Service for not developing such standards. He is well aware that the buck
passes from one agency to another with no one accepting responsibility for
action. In part, that reflects HCFA's lack of interest in standards because
it doesn't have resources for compliance monitoring and enforcement.

Senator Heinz also argues that the reprocessing of filters should be subject
to the Good Manufacturing Practices Act. FDA has maintained that the reuse of
the filter is a clinical matter and FDA does not regulate or monitor the
practice of medicine. i

)
FDA has approved the marketing of two disinfectants which are advertised as
being less toxic than formaldehyde. One of these ReNew-D has been implicated
in recent outbreaks of bacteremia in which at least one person has died. Two
of these outbreaks have been in Florida. One each have occurred in Texas and
California. The distributer of ReNew-D, Alcide has withdrawn it from the
market.

COC has investigated a 1983 outbreak in Louisiana in which 27 individuals were
affected, 14 of whom died. COC is investigating the current outbreaks. The
question remains unanswered whether this was because of a failure of the
disinfectant, or whether it was a matter of improper processing. Although I
testified, based on information received from CDC, that they have a standard
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expressing the adequacy of the use of 4% formaldehyde solution, this is
apparently not a formal standard and indeed there are no COC guidelines for
disinfection. We need to have a formal position with respect to which
disinfectants are effective, at what strength can they be used, and what are
the absolutely essential standards for processing.

In each of the last two issues of the MMWR, CDC has carried articles with
respect to dialysis issues. In neither case was the reference to the fact
that the Public Health Service was undertaking an assessment. In the first of
these, MMWR addressed the issue of exposure to formaldehyde by individuals
engaged in reprocessing. Concern among employees of dialysis centers over
exposure to formaldehyde is thought to be one of the issues stimilating the
use of alternative disinfectants. In last Friday's MMWR, CDC reported on the
current outbreaks, with an editorial note calling for more clinical studies.
Again, there was no reference to other PHS efforts. Both of these
publications will be seized upon by Senator Heinz's staff and used to
criticize us.

During my testimony, we reported that HCFA and NIH has established a registry
which would make it possible to look at issues affecting reuse. Apparently
that information was not correct. There has not yet been a decision as to
whether or not the registry will collect information on this issue, or whether
it will be analyzed for this purpose. ’

On June 12 of this year, HCFA participated in a briefing of the Under
Secretary prior to a meeting between the Under Secretary and representatives
of the dialysis patients organization.~ A briefing memo from HCFA to the Under
Secretary is presently in clearance within the Department.

After the hearing, Dr. Macdonald directed me to carry out an assessment of
dialyzer reuse. In the course of carrying out that assessment, it has become
evident that communication within the Public Health Service is less than
adequate. We uncovered serious omissions and inaccuracies in the testimony
which had been prepared based on facts made available last March. Some of
these only came to light the day before the comment period for the assessment
expired, when we received several hundred pages of information from Senator
Heinz. Included in that were internal PHS documents that had not previously
been shared with us. On the strength bf that, I requested an extension to
July 10 for completing our report. However, the recent outbreaks of
bactéremia, and additional information that has unfolded from that process,
suggest that a report at this time might not be appropriate.

ACTION

The PHS needs to take a clinically and scientifically based stand with respect
to this issue. We need to communicate that directly and emphatically to the
Health Care Financing Administration, even if that means recognizing that our
earlier testimony was flawed.

//’John E. Marshall. Ph N



155

IO KEDGZ. PENNSTLVANIA, Crasmsan

WILLIAM §. COMEN. WMAME GLEMWN_ OvaD

LARSRY ‘.'-Sm SOUTH DAZOTA LAWTON CHILES. RLORDA
GRASELEY, WA MELLHER, MONTANA

PETE wasON. DaviD PRIYOR, ARKAN

JOMN W, WARKER, VIRGEHA BAL BAADLEY, NEW JERSEY

st e Pnited States Senate

P s OKLAMOMA. :‘:’m JOLIESTOM, LOURSIAMA
""*"""““ "“““"‘nm W oo SPECIAL COMMITTEE ON AGING
DUANE UFEEY, MINORITY STAFF DVECTOR WASHINGTON, DC 20510

August 7, 1986

The Honorable Robert E. Windom, M.D.
Assistant Secretary for Health
U.S. Public Health Service
U.S. Department of Health and

Human Services
Room 716G, Hubert H. Humphrey Bldg.
200 Independence Avenue, S.VW.
Washington, D.C. 20201

Dear Bob:

1 enjoyed our meeting on Monday. Our chat concerning
future actions of the Public Health Service regarding the
safety and efficacy of reusing dialysis devices was very
helpful. I appreciate your commitment to provide the Committee
on a continuing basis all documentation on PHS activities that
impact on Medicare's end stage renal disease program (ESRD).

Pollowing our meeting I learned of a matter that I felt
should be brought to your attention immediately. It has to do
with the report on reuse of disposable dialysis devices that
was submitted to you yesterday by the National Center for
Health Services Research and Health Care Technology Assessment
(NCHSR/HCTA) .

Knowing that you share my wish for this report to be
thorough and complete, you will be disturbed to know, as I was,
that the report lacks an analysis of available information and
data that relates to deaths, serious injuries and poor
reprocessing procedures in dialysis device reuse. Due to the
relevancy and importance of these documents to the NCHSR/HCTA
assessment, I am forwarding them to the NCHSR/HCTA as they
become avajlable to the Committee.

As an example, I am referring to such materials as the

FDA's Establishment Inspection Reports (EIR's), which pertain
to problems in reprocessing and reuse, Medical Device Reports,
and the dialysis clinic survey reports from the States of
Massachusetts and California that have a direct bearing on the
NCHSR/HCTA assessment. According to NCHSR/HCTA, there was no
time to analyze these materials because of the deadline set by
your office for completion of the report.

I fear that failure by the NCHSR/HCTA to consider these
very pertinent materials will result in a flawed assessment.
Therefore, I think you will agree that it may be best to allow
additional time to the NCHSR/HCTA in order to review the

64-572 0 - 86 - 6
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materials referred to above prior to your finalizing the
asgessment report.

Thank you for your cooperation and assistance in this
important matter.

si rely,

JH: jfm
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1

Honorable John E, Marshall, Ph.D.

Director

National Center for Health Services Research
And Health Care Technology Assessment

U.S. Public Health Service

U.S. Department of Health and Human Services

Park Bullding, Room 310

Rockville, ‘Md. 20857

Dear Dr. Marshall:

‘I am writing to share with you coples of Eatablishment
Inspection Reports (EIRs) and attachments generated by. the Food
‘and Drug ‘Administration. I believe that these EIRs are
relevant and pertinent to the NCHSR/HCTA's assessment of the
safety and efficacy of reprocessing and reuse of disposable
dilalysis devices.

As Jim Michie of the Committee staff informed you in his
letter of' August 2, 1986, I will be forwarding to you
additional materials as soon as they become availlable. I hope
you will find these documents helpful 1in completing your
assessment,

Should you have any gquestions regarding the enclosed
materials, please contact Mr. Michie at 224-5364.

rely,

alrman

Enclosures

JH:Jfm
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August 15, 1986

The Honorable Robert E. Windom, M.D.
Assistant Secretary for Health
U.S. Public Health Service
U.S. Department of Health and

Human Services
Room 716G, Hubert H. Humphrey Bldg.
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Dr. Windom:

I am writing to share with you very distressing
developments regarding the recently completed assessment of
reuse of disposable dialysis devices by the National Center for
Health Services Research and Health Care Technology Assessment
(NCHSR/HCTA) .

The Aging Committee's ongoing investigation into
reprocessing and reuse of dlalysis devices has revealed
inexplicable activities within the Public Health Service (PHS)
and the Health Care Financing Administration (HCFA).
Specifically, I am referring to the abrupt termination on
August 6, 1986 of the NCHSR/HCTA assessment, and HCFA's
premature publication on August 15, 1986 of reductions in
Medicare's dialysls relmbursement rates which will become
effective on October 1, 1986.

As you know, HCFA reliles very heavily upon NCHSR/HCTA's
scientific and technological expertise in developlng and
finalizing 1ts actions regarding administration of health care
financing. I must assume that such was the case in HCFA's
decision this week to proceed . with the dlalysis reimbursement
reductions. Further, I must assume that HCFA relied upon the
ECHSRQECTA'S draft assessment report submitted to you on August

, 1986. '

I deeply regret to inform you that the NCHSR/HCTA report
13 seriously flawed. The report lacks critically pertlinent
information concerning deaths, serious injuries, extremely poor
reprocessing procedures in dlalysis clinics, and numerous
deficlencies in manufacturing practices of firms that market
dialysis and reprocessing devices.

I was interested in your comment to me last Wednesday
evening indicating that the information forwarded to NCHSR/HCTA
by Committee staff had already ~een in thelr possession and had
been fully considere!. I am not sure how to reconcile this
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with reports from NCHSR/HCTA that the assessment report was
hastily finalized to meet the August 6 "deadline,"” without time
to review and consider reams of very pertinent documentation,
some of which Committee staff provided to NCHSR/HCTA on August
2 and August 10 and other materials that were provided to
NCHSR/HCTA by the Department on August 11. It 1s my
understanding that still more of thils documentation has yet to
be submitted by FDA to NCHSR/HCTA.

I plan to share this information with Secretary Bowen 1in
the hope that he would conslder immediate withdrawal of HCPA's
dialysis reimbursement reductions, until NCHSR/HCTA has had
sufficient time to complete its assessment so that HCFA can
make an informed decision on the reimbursement issue.

In 1light of these findings, I very strongly urge you to
permit NCHSR/HCTA time enough to perform a thorough and
complete assessment drawilng upon all avallable documentation on
this vital subject.

Thank you for your cooperation and assistance in this
important matter.

JH:jfm
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August 15, 1986

The Honorable Otis R. Bowen, M.D.
Secretary of Health and Human Services
200 Independence Avenue, S.W.
Washington, D.C. 20201

Dear Mr. Secretary:

I am writing to share with you my recent findings
concerning a grave injustice that is being done to Medicare's
80,000 dialysis patients who are threatened by recent actions
within the Department of Health and Human Services.

The Aging Committee's ongoing investigation into reuse of
disposable dialysis devices has revealed inexplicable and ill-
conceived activities within the Public Health Service (PHS) and
the Health Care Financing Administration (HCFA). Specifically,
I am referring to the abrupt termination on August 6, 1986 of
the assessment of reuse procedures by the National Center for
Health Services Research and Health Care Technology Assessment
(NCHSR/HCTA), and HCFA's premature publication on August 15,
1986 of reductions in Medicare's dialysis reimbursement rates,
which will become effective on October 1, 1986.

As you know, HCFA relies very heavily upon NCHSR/HCTA's
scientific and technological expertise in developing and
finalizing its actions regarding administration of health care
financing. I must assume that such was the case in HCFA's
decision this week to proceed with the dialysis reimbursement
rate reductions. PFurther, I must assume that HCFA relied upon
the NCHSR/HCTA's draft assessment report that was submitted to
the Assistant Secretary for Health, Robert E. Windom, M.D., on
August 6, 1986.

I deeply regret to inform you that the NCHSR/HCTA report
is seriously flawed. The report lacks critically pertinent
information concerning deaths, serious injuries, extremely poor
reprocessing procedures in dialysis clinics, and numerous
deficiencies in manufacturing practices of firms that market
dialysis and reprocessing devices.

The Committee's investigation has determined that the
NCHSR/HCTA staff was forced to hastily finalize the report in
order to meet the August 6 "deadline." This, without their
having had the time to review and consider reams of this very
pertinent documentation, some of which Committee staff provided
to NCHSR/HCTA on August 2 and August 10. Additional such
materials were provided to NCHSR/HCTA by DHHS on August 11. It



161

The Honorable Otis R. Bowen, M.D.
August 15, 1986
Page 2

is my understanding that still more of this documentation has
yet to be submitted by FDA to NCHSR/HCTA.

Assuming that HCFA relied upon the seriously deficient
NCHSR/HCTA assessment report to make a final decision on the
reimbursenent rate reductions, one can only conclude that
HCFA's decision process was flawed.

In light of these very distressing and shocking
developments, I very strongly urge you again to take a personal
interest in these matters which affect the safety and well-
being of all dialysis patients. Specifically, I urge you to
congider immediate withdrawal of the dialysis reimbursement
reductions until NCHSR/HCTA has had sufficient time to evaluate
the materials cited above for inclusion in its final assessment
report and recommendations.

Thank you for your cooperation and assistance in this
important matter.

JH: jfm
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The Honorable John Heinz
Chairman

Special Committee on Aging
United States Semate
Washington, D.C. 20510

Dear Mr. Chairman:

This is in further response to your correspondence concerning the Medicare
payments for dialysis treatment. In developing the August 15, 1986 Federal
E_gister final notice on rates for dialysis services, we considered carefully

e Issues you raised. We believe that the final notice goes far in responding
‘to the concerns that we believe underlie the requests in your correspondence,
A copy of the notice is enclosed for your information.

It is significant that the payment rates in the final notice are higher
than those that were proposed. For exanple, the final base rate for free-
standing facilities is $115.62 per treatment, and for hospital facilities it is
$121.76. In contrast, the proposal would have set the base rate at $113.47 per
treatment, and $117.89 per treatment for free-standing and hospital-based
facilities, respectively. The rates in the final notice are much closer to
those in the Ways and Means reconciliation bill. The Ways and Means bill sets
rates at $117.50 per treatment in free-standing facilities, and $121.50 per
treatment in hospital-based facilities. Thus, the base rates for hospitals in
the August 15 Federal Register notice are slightly higher than the Ways and
Means bill while the rates for free-standing facilities remain somewhat lower.

As you know, we share your concerns about quality of care and access to
services. To help assure quality of care, the National Center for Health
Services Research in the Public Health Service has recently campleted a
technology assessment on the subject of reuse and reprocessing of disposable
dialysis devices. The findings to date indicate that when physicians and
facilities exercise appropriate quality control over reprocessing of dialyzers,
and adequate disinfecting, washing and rinsing of related components is
practiced, patient outcomes appear to be no different in facilities that reuse
dialyzers than for those facilities where single use is the normal operating
mode. While there is evidence of a relationship between improper reprocessing
and outbreaks of bacteremia/sepsis, these appear to represent isolated events.
The absence of reported increases in the morbidity and mortality given
increased practice of reuse suggests that virtually all facilities are
following adequate procedures. The assessment also found variation in the
reprocessing practices and concludes that the need exists for further study
from which, if indicated, additional guidelines can be developed to assure
optimal safety and clinical efficacy of dialysis, whether under single use or
mltiple use conditions.
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The Centers for Disease Control, the National Institutes of Health, and the
Food and Drug Administration in the Public Health Service are currently
reviewing the findings of the technology assessment of reuse and reprocessing
with a view toward identification of appropriate next steps. 1 have been
assured by Dr. Robert E. Windom, Assistant Secretary for Health, that in
conjunction with his analysis of the NIH, OC and FOA responses to the PHS
technology assessment, he will also consider the concerns expressed in your
letters of July 18 and 23, Should this review reveal the need for further
actions by either the Public Health Service or the Health Care Financing
Administration, the Department will act promptly.

In regard to the access to care issue, there is a special provision in the
dialysis payment regulations for isolated, essential facilities. We invite
small, rural facilities that camnot take advantage of economies of scale to
apply for this exception if the new Medicare payment rate is less than their
costs. We are initiating a policy that exception requests under this category
will be processed on a priority basis with a view toward protecting patients'
access to care and assuring adequate payment to small, essential facilities.

The rates are based on audited cost data which are the best, most current
data available. While it is true that the data are based on costs incurred in
1982 and 1983, there is no evidence that the overall cost of furnishing
dialysis has followed general inflation. Purthermore, on July 22, 1986 at the
request of the Subcommittee on Health, Committee on Ways and Means, the General
Accounting Office (GAO) issued a report (GAO/HRD-86-126BR) on the proposed
dialysis rates. The report stated that HHS used the most recent data available
to develop the proposed rates and used the data appropriately. The report also
concluded that the use of more recent data could show lower costs and result in
lower rates than those proposed. GAO noted that a number of camments on the
proposed dialysis rates alluded to costs decreases since the implementation of
conposite rates for dialysis payments in 1983. We will continue to monitor the
cost of furnishing dialysis. For example, we are conducting a natiomal audit
of dialysis facilities' cost this year.

I appreciate your providing me with your views on these inportant matters.
If you wish to discuss this change in dialysis payments further, please contact
Dr. William Roper, M.D., who is the new Mministrator of the Health Care
Financing Administration. .

A response has been sent to the other signers of your June 26, 1986 letter.

Sincerely,
Otis R. n, M.D.
Secretary

Enclosure /
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The Honorable John Glenn
United States Senate
Washington, D.C. 20510

Dear Senator Glenn:

This is in response to your letter of June 26, 1986
concerning the Medicare payments for dialysis treatment. In
developing the August 15, 1986 Federal Register final notice on
rates for dialysis services, we considered carefully the issues
raised in your letter. We believe that the final notice goes far
in responding to the concerns that we believe underlie the
requests in your letter. A copy of the notice is enclosed for
your information.

It is significant that the payment rates in the final notice
are higher than those that were proposed. For example, the final
base rate for free-standing facilities is $115.62 per treatment,
and for hospital facilities it is §121.76. 1In contrast, the
proposal would have set the base rate at $113.47 per treatment,
and $117.89 per treatment for free-standing and hospital-based
facilities, respectively. The rates in the final notice are much
closer to those in the Ways and Means reconciliation bill. The
Ways and Means bill sets rates at $§117.50 per treatment in free-
standing facilities, and $121.50 per treatment in hospital-based
facilities. Thus, the base rates for hospitals in the August 15
Federal Register notice are slightly higher than the Ways and
Means bill while the rates for free-standing facilities remain
somewhat lower.

As you know, we share your concerns about quality of care and
access to services. To help assure quality of care, the National
Center for Health Services Research in the Public Health Service
has recently completed a technology assessment on the subject of
reuse and reprocessing of disposable dialysis devices. The
findings to date indicate that when physicians and facilities
exercise appropriate guality control over reprocessing of
dialyzers, and adequate disinfecting, washing and rinsing of
related components is practiced, patient outcomes appear to be no
different in facilities that reuse dialyzers than for those
facilities where single use is the normal operating mode. While
there is evidence of a relationship between improper reprocessing
and outbreaks of bacteremia/sepsis, these appear to represent
isolated events. The absence of reported increases in the
morbidity and mortality given increased practice of reuse
suggests that virtually all facilities are following adequate
procedures. The assessment also found variation in the
reprocessing practices and concludes that the need exists for
further study from which, if indicated, additional quidelines can
be developed to assure optimal safety and clinical efficacy of
dialysis, whether under single use or multiple use conditions.
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The Centers for Disease Control, the National Institutes of
Health, and the Food and Drug Administration in the Public Health
Service together with Dr. Robert E. Windom, Assistant Secretary
for Health, are currently reviewing the findings of the technology
assessment of reuse and reprocessing with a view toward
identification of appropriate next steps. Should this review
reveal the need for further actions by either the Public Health
Service or the Health Care Financing Administration, the
Department will act promptly. .

In regard to the accgess to care issue, there is a special
provision in the dialysis payment regulations for isolated,
essential facilities. We invite small, rural facilities that
cannot take advantage of economies of scale to apply for this
exception if the new Medicare payment rate is less than their
costs. We are initiating a policy that exception requests under
this category will be processed on a priority basis with a view
toward protecting patients' access to care and assuring adequate
payment to small, essential facilities.

The rates are based on audited cost data which are the best,
most current data available. While it is true that the data are
based on costs incurred in 1982 and 1983, there is no evidence
that the overall cost of furnishing dialysis has followed general
inflation. Furthermore, on July 22, 1986 at the request of the
Subcommi ttee on Health, Committee on Ways and Means, the General
Accounting Office (GAO) issued a report (GAO/HRD-86-126BR) on the
proposed dialysis rates. The report stated that HHS used the most
recent data available to develop the proposed rates and used the
data appropriately. The report also concluded that the use of
more recent data could show lower costs and result in lower rates
than those proposed. GAO noted that a number of comments on the
proposed dialysis rates alluded to costs decreases since the
implementation of composite rates for dialysis payments in 1983.
We will continue to monitor the cost of furnishing dialysis. For
example, we are conducting a national audit of dialysis
facilities' cost this year.

1 appreciate your providing me with your views on these
important matters. If you wish to discuss this change in dialysis
payments further, please contact Dr. Wwilliam Roper, M.D., who is
the new Administrator of the Health Care Financing Administration.

A response has been sent to the other signers of your letter.

Sincerely,

Otis R. Bowen, M.D.
Secretary

Enclosure
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

s

s,
R Washington, D.C. 20201

August 22, 1986

The Honorable John Heinz

Chairman, Special Committee
on Aging

United States Senate

Washington, D.C. 20510

Re: Investigation of Hemodialyzer Reuse
Dear Mr. Chairman:

At the outset let me emphasize that we wish to cooperate fully
with you in your review of issues relating to hemodialyzer reuse.
To that end we have expended considerable resources identifying
and producing for your staff a large volume of pertinent materials
collected from various components of this Department. In addition,
HHS personnel have spent substantial amounts of time discussing this
matter with your staff.

However, the approach recently taken in this matter -- i.e.
issuing subpoenas purporting to require Department employees to
appear before your staff to give testimony in this matter -- is in our

view virtually without precedent and clearly unwarranted. Therefore,
on the advice of counsel, we will proceed as follows. We will produce
the individuals who have currently been subpoenaed at the time and
place agreed upon with the understanding that (1) such individuals

are appearing and will give testimony strictly on a voluntary basis,
(2) they are not appearing pursuant to compulsory process, and

{3) all such persons shall be accompanied by counsel.

Finally, let me reiterate and clarify the Department's position
with respect to all requests by your staff for any documents or
interviews with any employee of this Department pertaining to this
matter. All such requests are to be made directly to me personally,
or in the event I am not available to Ms. Patricia Knight of my staff.
Either Ms. Knight or I will then make arrangements for appointments
or document production. In order to assure an orderly process, pro-
vision of accurate information, and appropriate record-keeping, we
must insist that all requests for information be made by letter,
indicating the specific material which is requested. We have
instructed all relevant personnel of this Department to adhere to
this procedure which in our view is mandatory to assure full cooperation
with the committee in a manner that does not unnecessarily disrupt the
important work of the Department.
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In summary, the Department remains willing to fully cooperate.
voluntarily with your staff, through meetings, provision of documents,
and in any other way we can be helpful consistent with the approach
I have outlined above. .

Sincerely,

S

Ronald F. Docksai -
Assistant Secretary for Legislation

cc: James Michie,
Chief Investigator
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DIANE LPSIY, MIORTY STAFF DIRECTOR . WASHINGTON, DC 20510

August 28, 1986

Mr. Richard J. Riseberg

Chief Counsel .

U.S. Public Health Service

U.S. Department of Health and
Human Services

Parklawn Building, Room 4A53

5600 Fishers Lane

Rockville, Md. 20857

Dear Mr. Riseberg:

. I have reviewed transcripts of the appearance of your
clients, Drs. John E. Marshall and Enrique D. Carter and Mr.
Martin N. Brlichman, at depositions of the Special Committee on
Aging on August 22 and August 26, 1986. I have noted your
clients' refusals to take the oath that Committee Rule 6.3
provides for the court reporter/notary public to administer at
the outset of a deposition.

Based on the remarks of your clients and yourself at
these depositions, I understand your clients to have raised two
objections. First, you have questioned the legitimacy of the
Committee's issuance of subpoenas directing witnesses to be
examined by Committee staff at deposition, without the presence
of Members of the Committee. Second, you have questioned the
authority for an oath to be administered at a Committee
deposition by anyone who is not a Member of Congress.

I request that you communicate to your -clients that, upon
considération of these two objections, as Chairman of the
Committee, I have overruled both objections. Pirst, section
104(c)(1) of Senate Resolution 4 explicitly authoriges the
Committee to require the attendance of witnesses by subpoens
and to take depositions. Your apparent contention that the
deposition authority does not authorize depositions by
Committee staff is incorrect. The word ndeposition,” in
contrast to the word "hearing," refers to examination by staff
only. This interpretation of the word "deposition" is the only
interpretation that is consistent with well-established
congressional practice as well as the common meaning of the
word in extra-congressional legal contexts. I rule that the
Senate has authorized the Committee to subpoena witnesses to
testify at depositions conducted by Committee staff.

Second, Committee Rule 6.3, which provides for the
administration of oaths at staff depositions by "an individual
authorized by local law to administer oaths," is consistent

g
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Richard J. Riseberg
August 28, 1986
Page 2

with governing legal authority. Your contention that section
104(c?(2) of Senate Resolution 4, which authorigzes the Chairman
or any Member of the Committee to administer oaths, precludes a
notary public from administering an oath at deposition is
incorrect. 3ection 2903&03 of title 5 of the U.S. Code, 1in
concert with section 104(c)(1)(G) of Senate Resolution 4,
pursuant to the Senate's constituttonal rule-making pover,
authoriges administration of oaths to witnesses at Committee
staff depositions by individuals authorized by local law to
administer oaths. Accordingly, I rule that your clients are
required to take an oath to be administered by any individual
designated by the Committee staff who i1s authoriged to
administer oaths by local law.

I would appreciate your advising each of your clients who
has refused to be examined by Committee staff at deposition
under an oath to be administered by a notary public of my
rulings on their objections. If Drs. Marshall and Carter and
Mr. Erlichman remain unwilling to comply with the requirements
of the subpoenas with which they have been served, subpoenas
may be issued compelling their attendance at a hearing of the
Committee in order for them to show cause why they should not
be held in contempt of Congress. Please advise Mr. James F.
Michie, Chief Investigator for the Special Committee on Aging,
and Mr. Morgan Frankel of the Office of Senate Legal Counsel,
of your clients' intentions.

Sincergly,

JOHN HEINZ
Chairman
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PETE WO SON, CALIFOROCA ARXANSAS
VIRGIMIA Ay
OAIEL J EVAKS, WASINGTON  QUENTIN M. BURDICK, MORTH DAXOTA qa $ tﬂ
e T nited States Senate
““"‘: ::::(:;m SPECIAL COMMITTEE ON AGING
CIANE LIFSEY, MXORITY STASF SKRICTOR WASHINGTON, OC 20510

September 3, 1986

James S. Benson

Deputy Director, Center for
Devices and Radiological Health

Food and Drug Administration

U.S. Public Health Service

Rockville, MD

Dear Mr. Benson:

Pursuant to the wishes of Donald Newman, Under Secretary
for the Department of Health and Human Services, I am
requesting in writing that you bring with you today for
reference during your deposition your appointment calendars for
1986, the briefing book prepared for the Aging Committee's
March 6, 1986 hearing on dialysis device reuse, and the
materials which I culled from files provided to me for review
by the Center for Devices and Radiological Health on August 29,

1986.

These materials are essential to the conduct of your
deposition.

Thank you for your cooperation and assistance in this
matter. <

Sincerely,

JM:ds
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WRLIAM £. COMEN, MANE JOMW GLENN, VIO
LARNY /RESSLER, SOUTH DAKOTA LAWTOM -
CMARLES L GRASELEY, IOWA JOKM MELCHER, MONTANA
CALFORIRA DAVID PRYOR, ARKANSAS
el s popunisra SPECIAL COMMITTEE ON AGING
DUANE LIFSEY, MINORTY STAFR DIRECTOR WASHINGTON, DC 20510

September 5, 1986

Honorable Ronald F. Docksai

Assistant Secretary for Legislation

U. S. Department of Health and
Human Services

200 Independence Avenue, S.W.

Washington, D.C. 20201

Dear Mr. Docksai:

Pursuant to the wishes of Donald Newman, Under Secretary
for the Department of Health and Human Services (DHHS), I am
requesting in writing that you provide certain documentation
and materials pertaining to the Aging Committee's ongoing
investigation of the safety, efficacy, and cost implications of
the reprocessing and reuse of dialysis devices.

Specifically, I am requesting that you provide at your
earliest convenience any and all documents, data and records
which have been generated and/or received by officials and
personnel within DHHS that pertain to any and all aspects of
dialysis device reprocessing and reuse, and that DHHS has yet
to provide to the Aging Committee.

Further, I am requesting that you continue to provide
these materials on an incremental basis and as they are
generated within the Department of Health and Human Services;
and that all individuals within DHHS who have been, or may be
in the future, subpoenaed for sworn deposition concerning this
matter, be permitted to bring materials with them for reference
during deposition, including, but not limited to, their
appointment calendars, logs and diaries.

Thank you for your continuing cooperation and assistance
in this important matter.

Since/f;ely, 7

./
17t 7Y /
JVn/ . ] . )
=N ) / (et /
Stephen’' R. McConnel

Staff Director
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Secretary

,M"c\

. Washington, D.C. 20201

September 8, 1986

Mr. Stephen R. McConnell
Staff Director

United States Senate
Special Committee on Aging
Washington, D.C. 20510

Dear Steve:

I thank Jim Michie and yourself once again for our meeting
in your office last Priday, September 5. In doing so, I also
respond to your letter to me dated September 5 which I received
from you during our get-together.

On behalf of our Department, the HES Office of Legislation
will continue to do all that we can to comply with the
legislative oversight requests of Senator Heinz, as we do for all
Members of Congress. Since our meeting, I spoke with the HHS
Under Secretary, Don Newman, about your and Jim's special
concerns. As you know, we share your sense of urgency concerning
the important subject of dialysis device reprocessing and reuse.

Our mutual concern is reflected in the recent establishment
of the PHS Interagency Task Force on Dialyzer Reuse by our
Assistant Secretary for Health, Dr. Robert Windom, M.D. As the
Task Force completes the course of its ambitious work schedule,
i.e., a copy of which I gave you last Friday, we will keep you
fully informed of its progress.

Meanwhile, the HHS Office of Legislation will continue to
make available to you the information you officially request
during the course of Senator Heinz's inquiry. In order that we
can do so thoroughly as well as expeditiously, I remind you of
our procedural requirement for specificity as you request
particular documents, data and records, et al. The Deputy
Assistant Secretary for Health Policy in the Office of
Legislation, Patricia Knight, is ready and able to assist your
document search as you provide her with specific written requests
for the items you more generally characterize in your
September 5 letter.
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As a former Senate committee staff director, I am the first

to appreciate the merciless time pressures enjoyed by Members and
gtaff during these final days of a congressional session. If you
think of ways I or the other members of my staff can lend you
some relief in the legislative days remaining, please let me
know. I look forward to seeing you again very soon.

As alvays—, St

Eientonnidarhatd b onald F. Docksai - - - - -
Assistant Secretary for Legislation
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The Honorable John Heinz
Chafrman B

Special Committee on Aging
washington, D.C. 2051

Dear Senator

In light of your concerns about the reuse of hemodialysis
devices, I felt that you may want to know the actions that the
PHS has recently undertaken with regard to this issue.

1 have established the Interagency Task Force on Dialyzer Reuse
to advise me with respect to issues related to hemodialyzer
reuse. Specifically, the Task Force will review the NCHSR/HCTA
recommendations, provide thoughtful consideration of appropriate
PHS actions, develop an implementation plan, and monitor the
progress of this plan. In addition, this group will provide a
focal point for discussion of dialysis issues within the PHS on a
continuing basis, provide advice to me and other senior PHS
officials, and, as necessary, to other components of the
Department.

The Task Force is chaired and staffed by members of my immediate
office and also consists of senior representatives from the
National Institutes of Health, the Centers for Disease Control,
and the Food and Drug Administration, the National Center for
Health Services Research/Health Care Technology and the Chief
Counsel of the Public Health Service.

I have enclosed a copy of the Charter for the Task Force, its
membership roster, and a copy of the draft workplan. At the first
meeting on September 4, I gave the group its charge and impressed
upon tiiem the importance of their work. I expect to have a PHS
implementation plan from this group no later than October 24.
—_—
I wish to thank you for you for your continued interest in this
important health matter, and will keep you apprised of our
progress.

. Sincerely yours,

Robe% M.D.

Assistant Secretary for Health

Enclosures
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Public Health Service

INTERAGENCY TASK FORCE ON DIALYZER REUSE

CHARTER

The PHS Interagency Task Force on Dialyzer Reuse, herein referred
to as the Task Force, is established by the Assistant Secretary for
Health, DHHS, as an interagency group to:

A.

D.

SCOEe

provide a focal point for dialyzer reuse issues within PHS;

advise the Assistant Secretary for BHealth with respect to
the recommendations emanating from the NCHSR/HCTA assessment
on dialyzer reuse entitled "Public Health Service
Assessment: The Reuse of HBemodialysis Devices Labeled for
*single Use Only'®, dated August 6, 1986;

develop an implementation plan based upon those
recommendations agreed to by the Assistant Secretary for
Bealth; and

monitor progress of the PHS agencies with regard to progress
of the implementation plan.

To ensure. that the Task Force's purpose is carried out, the Task
Force will undertake activities that include, but are not limited
to, the following:

A.

evaluate the recommendations of the NCHSR/HCTA assessment
and advise the Assistant Secretary for Health on those
recommendations Fhat should be pursued by PHS;

establish a PHS Implementation Plan which will identify lead
responsibilities within PHS for each of the recommendations
accepted by the Assistant Secretary for BRealth and establish
appropriate timetables;

monitor the progress of the PHS agencies in the
fulfillment of the goals of the implementation plan; and

provide advice, on a continuing basis, to the Assistant
Secretary for Health, other senior PHS officials, and, at
the direction of the Assistant Secretary for Health,
other components of the Department on issues related to
dialyzer reuse.
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Structure

The Task Force will be chaired by the Deputy Director, Office of
Health Planning and Evaluation. The Chairman will be assisted by
an Executive Secretary.

The members of the Task Force shall consist of a senior
representative from each of the following PHS agencies: National
Institutes of Health, the Centers for Disease Control, and the Food
and Drug Administration. Participants will be designated by the
heads of the agencies represented on the Task Force.

In addition, the Director of the National Center for Health
Services Research/Health Care Technology Assessment and the Chief
Counsel of the Public Health Service, or their designees, shall
also be appointed as members of the Task Force. Any necessary
resources and staff support needed by the members of the Task Force
shall be provided by each of the member agencies or offices.

Meetings

It is expected that the Task Force shall meet regularly, but not
less often than quarterly. There will be a need to meet more
frequently in the initial phase of the Task Force deliberations.
The schedule of meeting dates will be determined by the Chairman,
in consultation with the Task Force members.

Reporting

The Task Force shall provide reports on its activities to the
Assistant Secretary for Health at least quarterly or more often as
necessary.

Duration
The duration of the Task Force shall be eighteen (18) months from
the date of approval of this charter. At that time, the Assistant

Secretary for Bealth will evaluate whether the charter for this
Task Force should be extended.

et loann_

Robert E. Windom, M.D.
Assistant Secretary for Health

SEP 3 1986

Date
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INTERAGENCY TASK FORCE ON DIALYZER REUSE

ROSTER

James Friedman (Chairman)

Deputy Director,Office of Health
Planning and Evaluation, OASH
Humphrey Building, Room 403-B
200 Independence Avenue
Washington, D.C. 20201

Phone: 245-6135

Martin S. Favero, Ph.D.
Chief, Nosocomial Infections Laboratory Branch
Centers for Disease Control
Building 1, Room B-341
1600 Clifton Road, N.E.
Atlanta, Georgia 30333
Phone: FTS 236-3821
(404)329-3821

John Marshall, Ph.D.

Director, National Center for Health Services
Research, and Health Care Technology Assessment
Park Building, Room 3-30

5600 Fishers Lane

Rockville, Maryland 20857

Phone:443-5650

Richard J. Riseberg

Chief Counsel, Public Health Service
Parklawn Building, Room 4A-53

5600 Fishers Lane

Rockville, Maryland 20857

Phone :443-2644

Gary Striker, M.D.

Director, Divisfon of Kidney, Urologic and
Hematologic Diseases, NIDDK

National Institutes of Health

Building 31, Room 9A-17

9000 Rockville Pike

Bethesda, Maryland 20892

Phone:496-6325
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John C. Villforth

Director, Center for Devices and
Radiological Health

Food and Drug Administration
Parklawn Building, Room 502, HFZ-1
5600 Fishers Lane

Rockville, Maryland 20857
Phone:443-4690

Valerie P. Setlow, Ph.D.(Executive Secretary)
Senior Health Policy Analyst, Office of
Health Planning and Evaluation, OASH
Humphrey Building, Room 403-B

200 Independence Avenue

Washington D.C.

Phone: 472-3033
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DRAFT

INTERAGENCY TASK FORCE ON DIALYZER REUSE

MASTER SCHEDULE AND WORK PLAN

Date Action

September 3 Interagency Task Force on Dialyzer Reuse
established by the Assistant Secretary for Health

September 4 First meeting of the Task Force

Charge to the Task Porce by the ASH.
Review of the Task Force Charter
Review and Agree on Work Plan

Assign Lead Agencies for Discussion of NCHSR/HCTA
Assessment Recommendations

Distribute Agency Comments on NCHSR/HCTA
Assessment to all Task Force Members

September 12 Second meeting of the Task Force

Discussion of Agency Comments on NCHSR/HCTA
Assessment

Discuss and Reach Consensus on Proposed PHS
response to NCHSR/HCTA Assessment Recommendations

September 16 Draft sections of "Advice Memo" due to Task Force
Executive Secretary from Task Force Members

Collated Version Distributed to Task Force Members

September 19 Third Meeting of the Tagk Force

Final review of Advice Memo to ASH on proposed PHS
response to NCHSR/HCTA Recommendations

Discuss Identification of Lead Agency for
Implementation of Recommendations Proposed

Begin Discussion of Implementation Steps and
Appropriate Time Tables
September 23 * PROGREBSS REPORT TO ASH: Advise ASH on Proposed

PHS Actions on Dialyzer Reuse

September 23 Task Porce Members provide Implementation
Proposals and Time Prames for Distribution

A



September 26

September 30

October 3

October 10

October 9/17

181

Fourth Meeting of the Task Force

piscuss and Reach Consensus on Implementation
Proposals and Time Tables provided by Lead
Agencies

Consolidate Agency Plans to Draft the PHS
Implementation Plan for Dialyzer Reuse Activities

HCPA representatives will be invited if
appropriate

pistribute Draft Implementation Plan to Task Force
Members

Pifth Meeting of the Task Force

Final Review of PHS Implementation Plan on
Dialyzer Reuse

Agreement Reached on Tracking System necessary to
Monitor Progress

* REPORT TO THE ASH: Implementation Plan for PHS
Activities Recommended on Dialyzer Reuse

sixth Meeting of the Task Force

Chairman reports on the ASH comments to the PHS
Implementation Plan

Revise Implementation Plan as necessary
Finalize Tracking System

piscussion of schedule for forthcoming meetings
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, O C. 20201

SEP | 8 1985

The Honorable John Heinz
Chairman

Special Committee on Aging
United States Senate
Washington, D.C. 20510

Dear Mr. Chairman:

This is in response to your letter of August 15, 1986
regarding dialysis services. BAs indicated in my August 18
letter to you, we share your concerns about quality of care and
access to services.

We are continuing our review of the National Center for
Health Services Research's technology assessment on the subject
of reuse and reprocessing of disposable dialysis devices and
will take into account the concerns you have raised. 1In this
regard, Robert E. #windom, M.D., the Assistant Secretary for
Health, has put into place a task force to advise him on
appropriate implementation actions. We will continue to keep
you advised as to the progress of our review and any findings
that we believe warrant your attention.

Regarding Medicare payment for dialysis services, the notice
on the facilities' composite rate payments proposed a payment
reduction commensurate with the best and most recent audited
data available for the cost of furnishing dialysis services.
These data are based on the cost experience of a cross-section
of all dialysis facilities in the country as of November 1982.
Therefore, the composite rates mirror medical practice in the
dialysis community, including the reuse of dialyzers. 1In
response to a request by the llouse Ways and llcano Dubsemmities
on Health, the General Accounting Office reviewed the notice and
a sample of public comments and supported the data and their use
in a July 22, 1986 report (GAO/HRD-86-125BR}.

However, as you know after considering the public comments we
decided to modify the proposal in the final notice published in
the Federal Register on August 15, 1986. The final payment rates
are higher than the proposed rates, and are much closer to the
rates in the Ways and Means reconciliation bill. The rate for
hospitals in the final notice ($121.76) is slightly higher than in
the Ways and Means bill ($121.50), while the rate for independent
facilities ($115.62) remains somewhat lower ($117.50). In
addition, the Health Care Financing Administration will continue
to monitor the program closely to ensure that access to and
quality of dialysis care is maintained.
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Page 2 - The Honorable John Heinz

You can be assured that we are very mindful of our
responsibility to assist in the financing of this essential
medical treatment. However, we also have a responsibility to
promote the most efficient program that we can, and pay for these
services at a rate commensurate with the cost of furnishing them.
We have considered this issue carefully. Therefore, we believe it
would not be in the best interest of the program to withdraw the

composite rate regulations at this time.

Sincerely,

oo S ST

Otis R. Bowen, M.D.
Secretary
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APPENDIX III.

INTERNAL DOCUMENTS FROM FEDERAL AGENCIES

PERTAINING TO THE REUSE OF DISPOSABLE DEVICES
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Oclober 9, 1981

Norman Desnc, M.D.

Nations!l Nephrology Foundation, Inc.
{0 East 30th Street '

New York, NY 10016 L

\
\

Dear Dr. Deane: Re: Contract No. NO1-AM-9-2214

As you know, the final report on the sudject contract, "Multiple Use of tlemo-
dislyzers,” deted June 1981, was prepared by the Manhattan Kidney Center,

© printed nand submitted to the KIAMKDD without benefit of review at Arthure U,
Little, Inc. (ADL). The report contained dete and text taken from our report
to the National Nephrology Foundation, Inc,, (NNF), "The In-Yitro Evaluation of
Certain lssues Related to the Multiple Use of ilemodiulyzers,” duted Februury
1981, prepered under subcoatract. While relerence was made to the subcontract
repoct, the material selected has been edited, swplemented and interpreted by
you, your stalf snd others.

In these circumstances, we sucgested it would be helpful for us to review the
final rcpoct. Dr. Wineman asked thel we summarize any substantive comments
in 8 lctter. We have coaflined ourselves to issues rcluting to our work, end
purticulerly (o any conclusions which sppear to be bused on our date. Cleerly,
however, the intemretations and conchwions presented in the finnt coport to
NIAMKDD are those of the Nationa! Nephrology Fouixlution aad nat af Arthue
[.. Little, Inc. :

In general, we believe the repoct (ails to meke clear where materiel referenced
to ADL's and other suthors' work begins end ends. Also, we urge that conclu-
sions which could be epplied to clinicel practice, such as those relating to the
concentration of formaldehyde used for steriiration, be substantiated where
eppropriste by clinieal trisls, as was cnvisaged in the ociginal request (or
proposal for this assignment, ’

The linal report omits mast of the limitetions which attended data and statis-
tical statements In the ADL repoct, {oc thase ADL-generated dats and states
ments which were sclected.  Sa pacticutar, the finnl report tncilly asert(s that
the dialyzers which NNF submitted to ADL for testing were sulficient in aumber
and representation to permit conclusive statistical compacisons. The ADL report
mokes no such esscrtion, and in fact edvises in several places that “"moce
extensive testing be performed to substantiate” its qualified (indings.

CAMPAOCL, WSSO /S( TS
SHC4E MasSSILS LONDON WAOAD Pans &) OF (O  San FRANQISCO $AD PARO TOKTO TORONIQ WAS~weCTON
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Arthur D Litdke Inc

Octoher 9. 1981

-1-

Norman Deene, M.D.
Notionol Nephrology Foundation, Inc.

There eare a number of tables presenting dats or statistical conclusions in the
NNF report which are sttributed to the ADL report when in fact the tables,

cither in totel or in part, are not derived from the ADL rcport. These sre-
sddressed in the comments which follow.

Since our repoct to the NNF is & major reflerence, we hope that it, this letter,
and the altoched comments will be mede reedily evaileble to those receiving

copics of the final report.
%«?’t
ohn M. Ketteringham

ice President

s
Attachment (1) ¢ pages

Dr. Robert J. Winemen
National Institutes of Health

Sylvan Nathan, Esq.
Nathan & Nathan
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COMMENTS O “MULTIPLE USE OF HEMODIALYZERS"

2.3

Table 8

Table 9

Table 1

Table 11

Tabdle 12

Table 13

Comment

The dota in the ceport (sce Figures S, 6A, 6D, 7A, 7B,
$ and 9) shows that clcorance vaolues steadily fall as
cell volume is reduced. This relationship is analyzed.
It Is not sccurste to sey thel, “funclions! apects of
the dialyzers are maintsined until there Is & reduction
of cell volume of approximately 60%.*

The predictive precision of the relationship s not
given.

We believe thet any change in elinics! ‘sterilization
practice must be smpporled by adequate clinical
studies,

We believe that clinical studies are required to sub~
stantiste this coaclusion.

ADL did not celculate the means rcported in this table,
as escribed.

ADL did not perform the statistice! comparisons S vs.
N and C vs. N described in this table, es ascribed.

Moreover, the means for C (urea; simple), C (inutin;

simplc) and € (inulin; complex) do nol cvincide with

those in the ADL repoct.

The date for dialyzer "4 presented in the ADL repoct,
p- 40, has been omitted. While this dialyzer showed

& reduction of ¢l volume to 62 mi after only one

use, measurements of elesrance were consistent with

this value.

ADL did not perform the stalistical comparisoas in this
table, as ascribed.

ADL did not calculate the means reported in this tadle,
as ascribed.

ADL did not perfocm the statisticsl comparisons of ultra
filtration regocted in this tadle, as ascribed.
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13 Table 17
102 1
107 3
108 2
os "Table 27
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“MULTIPLE USE OF HEMODIALYZLRS” (Continucd)

Comment

Since problems .with mass belance closure have been
endemic (o studics of this kind , it would be helplul
lo have more complete data presented. Also, was the
spparatus exsctly the same as used ot ADL and
described in Appendices 7 and §?

Date omitted from Table I, page 45, indicates that
“dialyzer funclion® is not olwuys snuintuined efter
single use.

Sce comment onp. 4.

Since Lhis analysis uses date from ADL, & more dircet
reference would seem appropriate.

ADL did not perform (he statistical compnnsons in-this
tabdle, as aseribed.

ADL-did not perform the statistice! comperisons in this
table, as escribed.

Incubetion of sntimicrobisls with lest ocganisms was
done In test tubes not in Petri dishes.

The pour plate method cen be used relisbly efter 10-
{old oc moce dilution of 0.2% lormnldehy;ée or with no
dilution of samples contsining 0.2% glutaraldehyde,
0.8% Betadine or 0.02% peracitic acid (See Table on
p- 218 of Appendix 10).

- Formaldehyde at 0.05%, produced a 6-log kill of

Pseudonomas a alter $ and 24 hours; how-
ever, 0.1%, locmaidch% was required to odtain a 6-
log kill of Escherichla coli after S and 24 hours. Note
that the d4ta point at 5 hours for 0.05% foemaldchyde
In ponel A of Figure 33 was plotted incorrectly when
this ligure wes teenscribed from ADL Report Figure

17, page 16. The § hour CFU/mI was about 1.8 x 105,

not 1 x 100,

Missing data points in this table cun be obtained (rom
Figures 30-33, f.e:

Focmaldehyde vs. E. coll, 0.1%

Focmaldchyde vs. Staoh auceus, 0.2%
Clutaraldchyde vs. albicans 0.I%
Betadine vs. E. col'-b FE. not 0.8%.

"C. Collon - private communication
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110 Figure 30
111 Figure 31
112 Pigure 32
113 Figure 23
114 Table 29
118 1
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122 2
122 3

189 | .

COMMENTS ON "MULTIPLE USE OF HEMODIALYZERS" (Continued)

Comment

Incomplete set of data. See Table 21, page 85 of
AD_L report.

Vertical axes should reed CFU/m! not cells/ml.
The smallest number on the vertical axes which
are a log scale should resd 1 x 100 not 0,

Same as Pigure 30.
Same as Fligure 30.

Seme as Pigure 30, Also nole in Pancl A show
data point for $ hour 0.05% formealdehyde is 1.8 x
105-not 1 x 100,

Table 29 (studies not conducted st ADL) is
presented before it Is discussed in Section 2 et the
bottom of the page and could be mistakenly
sttributed to ADL.

Table 78 sholll resd Table 30.

The results discussed were obtained in in vitro
experiments. Exposure of test orgonisms was done
in test tubes not In Petrl dishes; assay [or
svivors was done in Petni dishes.

We believe clinicat triels are needed to confirm the
in vitro testresults of sterilant concentrations.

The spparent discrepancy of potency of Betadine
noted by Favero et al. (Rel €8, which is a personal
communication o "Dr. Deane) might also be
explained if Favero's oxperiments hod been con
ducted {n the.absence of protein. Note that the
ADL in vitro studles were done in the presence of

& protein Josd (Appendix 10, pege 214).

Although this does not celer to work performed at
ADL, note that 0.2y fTiters are referred to as 0.22
*meg” [iiters. No data are presented to swpport
the statement that "A comparison of results ob-
teined by the pour plate method and the mem-
brane {flter technique, however, did not demon~
strate consistently higher counts when the pour
plate method weas ggsin used with P. serugenosa
taken directly from an sgar slant.®
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COMMENTS ON "MULTIPLE USC OF HEMODIALYZLRS" (Continucd)

I'urol'ruEl-
3

?

Comincent
Toblc 28 should 