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ue to the multiplicity of drugs on
the market and the continuous
introduction of new drugs into the

market, hospital pharmacies must manage a
dynamic, costly, and continually revised
drug formulary. Pharmaceutical expenditures
in the United States, estimated to be in the
billions, increased by 14.2 percent in 1997
(IMS Health press release, March 3 I, 1998).
This growth, largely attributed to increased
drug utilization and newly patented phar-
maceuticals that lack generic competition,
will more than likely continue. This trend,
coupled with the fact that 70 percent of all
prescriptions are covered partially or fully
by a third-party payer, has resulted in in-
creased scrutiny of pharmaceutical dis-
pensing and reimbursement processes.
According to pharmacy industry statistics
(Health Cure Financial Review Fall 1996),
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approximately IO percent of total health
care expenditures are drugs and other medi-
cal nondurables. Pharmaceutical cost will
continue to rise and such cost will out pace
inflation and may well reach double digit
increases as in the 1980s and early 1990s.
In a few short years hospitals may, at the
existing rate of increase, be spending 20
percent to 25 percent of their total budgets
on medication related costs. Therefore, it is
very important and critical for health care
providers to control and manage their phar-
maceutical costs and related billings and
reimbursements.

There are literally thousands and thou-
sands of federally approved drugs and
biologicals on formularies. Generally, drugs
including take-home drugs furnished to
outpatients that are considered self-admin-
istered, arc not covered by Medicare Part B
except for those categories of drugs for
which coverage  is specified by statute.
Whether a drug or biological is a type which
cannot be self-administered or taken home
is based on the usual method of adminis-
tration of the form of that drug as furnished
by the physician (see pre-assessment list,
next page).

Current Regulatory Climate
The current emphasis on combating health
care fraud has caused the Department of
Justice (DOJ) to commit substantial addi-
tional investigative and prosecutorial re-
sources to this area. Similar enhanced en-
forcement is also the case with the Depart-
ment of Health and Human Services (HH),
the Office of Inspector General (OIG) and
the Food and Drug Administration (FDA).
The DOJ has been proudly announcing
each new “victory” or settlement over health
care providers and the Attorney General

has designated health care fraud as her
number two enforcement priority.

Nationally, at this time, hospital depart-
ments billing for noncovered self-admin-
istered drugs have not been a major target
of government investigation and enforce-
ment action However, a national rollout
in the near future is eminent. If your hospi-
tal is billing Medicare for noncovered self-
administered drugs, you should stop this
practice immediately. If your hospital was
billing for noncovered drugs, you should
voluntarily disclose this fact to your fiscal
intermediary, calculate the overpayment,
and settle this matter. Do not wait for the
government to mandate an audit or inves-
tigate. Do not become a statistic!

The investigation  of Medicare billing
for self-administered drugs is taking aim at
certain hospital departments (e.g., Emer-
gency Rooms, Outpatient Clinics, End-
Stage Renal Disease Centers) and at cost
reports. Medicare pays hospitals a cost to
charge ratio for cost-reporting items. Hos-
pitals that put noncovered drugs on their
cost reports are inflating their reimbursc-
mcnt ratio/amount.

Self-Administered
Drugs and biologicals furnished to outpa-
tients for therapeutic purposes that are
self-administered are not covered by Medi-
care unless those drugs and biologicals
must be directly inserted into an item of
durable medical equipment or prosthetic
device. The statute provides for such cov-
erage including blood clotting factors,
drugs used in immunosuppressive therapy,
erthropoietin (EPO), certain anti-cancer
drugs and their associated antiemetics, or
the ordinary noncovered, self-administered
drug insulin administered in an emergency
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situation to a patient in a diabetic coma.
Generally, drugs and biologicals are cov-
ered only if all of the following requirements
are met:

They meet the definition of drugs
and biologicals,
They are of the type that cannot be
self-administered,
They meet all the requirements for
coverage of items as incident to a
physician’s services,
They are reasonable and necessary
for the diagnosis or treatment of the
illness or injury for which they are
administered according to accepted
standards of practice,
They are not excluded as immuniza-
tions,
They have not been determined by
the FDA to be less than effective.

Medicare almost never covers drugs deliv-
ered in an outpatient setting. Specifically,
section 230.4 (B) of the Medicare Hospital
Manual (HCFA-Pub. 10) indicates except for
certain statutory drugs,  drugs and
biologicals furnished to outpatients for
therapeutic purposes are includible (that is,
covered) only if they are a type that cannot
be self-administered. Generally, they are lim-
ited to those administered by injection.

Whether a drug or biological is a type
that cannot be self-administered is based
on the usual method of administration of
the form of that drug or biological as fur-
nished by the physician. Thus, where a
physician gives a patient pills or other oral
medication, these are excluded from cover-
age since the form of the drug given to the
patient is usually self-administered. Where,
however, a physician injects a drug that is
not usually self-injected, this drug is not
subject to the self-administered drug exclu-
sion (regardless of whether the drug may
also be available in oral form) since it is not
self-administered in the form in which it was
furnished to the patient.

Coding and Billing
The National Uniform Billing Committee
(NUBC) created/added a new Revenue
Code 637 for self-administered drugs, ef-
fective October 1, 1997. The NUBC also
changed the title of UB92 General Revenue
Category 63X to read: Pharmacy - Exten-
sion of 25X. Revenue Code 637 are charges
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for self-administered drugs not requiring
detail coding (e.g., Revenue Code 636).
Charges for non-covered self-administered
drugs should be using Revenue Code 637
in the Non-Covered Charges field.

Prior to the adding of the new self-ad-
ministered Revenue Code 637, hospitals
were being directed by their fiscal interme-
diary to either not bill (do not include on
the UB92) or code self-administered drugs
using Revenue Codes 250 or 259, and in-
clude the charges for drugs in the non-cov-
ered field.

There is still some confusion as to what
Revenue Code, if any, to use for self-ad-
ministered drugs. Fiscal intermediaries have
instructed providers to continue not to bill
self-administered drugs or to use Revenue
Code 253 or 259 with charges for drugs in
the non-covered field. Until there is general
acceptance of Revenue Code 637, provid-
ers should check with their fiscal intermedi-
ary on the proper and acceptable method
of billing codes for self-administered drugs.
Some fiscal intermediaries have issued Pro-
vider Bulletins instructing providers that
they may, if they choose, report charges
associated with self-administered drugs
under Revenue Code 637. Providers must
report the charges as non-covered in FL48
ofthe  UB92. If there are any questions, you
should contact your provider relations rep-
resentative.

Assessment and Evaluation
Prior to performing any pre-assessment
and/or assessment and evaluation of any
billing issues and in particular self-admin-

istered drugs, you should obtain instruc-
tions and direction to perform such a re-
view by your attorney to maintain the proper
attorney/client privileges. After being di-
rected by your attorney (either internal
counsel or external counsel) to perform a
review, you can check whether or not self-
administered drugs are being billed inap-
propriately at your facilities. You can per-
form a quick and limited review ofyour  bill-
ing procedures as outlined above.

q Once, you determine that self-adminis-
tered bills are being inappropriately charged
to the Medicare program, you should im-
mediately inform your fiscal intermediary
about such billing practices and develop
policies and procedures to stop such bill-
ings. Subsequently, you should voluntar-
ily disclose and repay Medicare for the
overpayments. A detailed, full scope audit
investigation should be performed to de-
termine the amount of overpayments made
to Medicare. This detail review can be per-
formed internally or externally (outside con-
sultants) or with assistance from experi-
enced outside consultants. Due to the na-
ture of the self-administered billing issues,
you may want to retain experienced and
expert outside consultants to guide you
through this investigation and payback situ-
ation.

The internal/external audit cost for in-
vestigating, reviewing and analyzing bill-
ings for self-administered drug charges over
a six-year period should be relatively small
and beneficial in comparison to a full scope
federal investigation with mandatory com-
pliance and assessments.
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