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ELIGIBILITY REQUIREMENTS TO RECEIVE DRUGS

Ruie 4729-35-05 [Effective 01/01/2004]
A pharmacy, hospital, or nonprofit clinic that elects to participate in the drug repository program

must determine if a persen is eligible to receive drugs. A person must meet the following require-
ments to become an eligible-recipient of drugs from the drug repository program:

(A} Is aresident of Ohio, and

(B) (1) Has no active third party prescription drug reimbursement coverage for the drug
prescribed; or,

(2) 1Is a patient of a nonprofit clinic.
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DONOR FORM

Rule 4729-35-06 [Effective 01/01/2004]

(A) Each donor must sign a form stating that the donor is the owner of the drug and intends to
voluntarily donate the drug to the drug repository program. The donor form must be com-
pleted prior to any donation and include at least the following:

(B)

(1)

(2)

(3)

The name of the person that was originally dispensed the drugs, or the name of
the terminal distributor of dangerous drugs or wholesale distributor of dangerous
drugs that owns the drugs.

The signhature of the donor, which may include the person designated by durable
power of attorney, a guardian, an individual responsible for the care and well-
being of a patient, or the signature of the responsible person or his/her designee
from a terminal distributor of dangerous drugs or a wholesale distributor of
dangerous drugs. '

The date the form was signed.

The following donor information must also be documented. This information may be docu-
mented on the original signed donor form or on an alternate record. If an alternate record is
used, the record must include the name of the donor in addition to the required information in
this paragraph.

(1)

(2)
(3)
(4)

The brand name of the drug donated, or the generic name and list either the
name of the manufacturer or the national drug code number (NDC#).

The strength of the drug donated.
The guantity of the drug donated.

The date the drug was donated.
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RECIPIENT FORM

Rule 4729-35-07 [Effective 01/01/2004]

Each recipient of a donated drug from the drug repasitory program must sign a form stating they
understand the immunity provisions of the program pursuant to division (B) of section 3715.872 of
the Revised Code. The recipient form must also include at least the following:

(A) The signature of the recipient of the donated drug.
(B) The date the form was signed by the recipient.

{(C) The brand name of the drug received, or the generic name and list either the
name of the manufacturer or the national drug code number (NDC#).

{D) The strength of the drug received by the recipient.

{E) The quantity of the drug received by the recipient,.
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RECORD KEEPING

Rule 4729-35-08 [Update effective 02/01/2005]

(A) Donor forms must be maintained for a minimum of three years by a terminal distributor of
dangerous drugs, a wholesale distributor of dangerous drugs, or an institutional facility.

(B} Recipient forms must be maintained for a minimum of three years by a pharmacy, hospital, or
nonprofit clinic.

{C) An invoice must be created by the donor location, which includes a terminal distributor of
dangerous drugs, a wholesale distributor of dangerous drugs, or an institutional facility where
the donor resides. The invoice must include at least the following information:

(1) The name and address of the donor location.

(2} The brand name of the drug donated, or the generic name and list either the
name of the manufacturer or the national drug code number (NDC#).

(3) The strength of the drug.
{(4) The quantity of the drug,
(5) The date the drug was sent to a pharmacy, haospital, or nonprofit clinic.
{6) The name and address of the recipient pharmacy, hospital, or nonprofit clinic.
(D) A copy of the invoice must be maintained for a minimum of three years by both the donor
location, which includes a terminal distributor of dangerous drugs, a wholesale distributor

of dangerous drugs, or an institutional facility, and the recipient location, which includes a
pharmacy, hospital, or nonprofit clinic,
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HANDLING FEE

Rule 4729-35-09 [Effective 01/01/2004]

A pharmacy, a hospital, or a nonprofit clinic may charge the recipient of a donated drug a
maximum of two hundred per cent of the medicaid professional dispensing fee to cover restocking
and dispensing costs.
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_ Prug Repository Program
Participant Registry

The Cancer Drug Repository Program is a voluntary program established in
2003 for accepting donated cancer drugs and dispensing them to Nebraska
residents.

The Department of Health and Human Services Regulation and Licensure is
responsible for establishing and maintaining the program and will provide
information to any person or entity wishing to donate or receive cancer drugs
through the program.

In 2005, LB 331 created a Participant.
accept donated cancer drugs.

The registry is updated weekly and copies can be requested by contacting
annette.scheinost@dhhs.ne.gov .

Statutes

Rules - 181 NAC 6

Documents in PDF format require the use of Adobe Acrobat Reader
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& STATUTES PERTAINING TO CANCER DRUG REPOSITORY PROGRAM ACT

71-24212. Act, how cited. Sections 71-2422 to 71-2430 shall be known and may be cited as the Cancer Drug Repository

Program Act,
Source: Laws 2003, LB 756, §1; Laws 2005, LB 331, §1. Effective date September 4, 20035.

71-2423. Terms, defined. For purposes of the Cancer Drug Repository Program Act:

{1) Cancer drug means a prescription drug used to treat (a) cancer or its side effects or (b) the side effects of a
prescription drug used to treat cancer or its side effects;

(2) Department means the Department of Health and Human Services Regulation and Licensure;

(3) Health care facility has the definition found in section 71-413;

(4) Health clinic has the definition found in section 71-416;

(5) Hospital has the definition found in section 71-419;

(6) Participant means a physician's office, pharmacy, hospital, or health clinic that has elected to voluntarily participate in
the program and that accepts donated cancer drugs under the rules and regulations adopted and promulgated by the
department for the program;

(7) Pharmacy has the definition found in section 71-425;

(8) Physician’s office means the office of a person licensed to practice medicine and surgery or osteopathic medicine and
surgery;

(9) Prescribing practitioner means a health care practitioner licensed under the Uniform Licensing Law who is authorized
to prescribe cancer drugs;

{10) Prescription drug has the definition found in section 71-1,142; and

(11) Program means the cancer drug repository program established pursuant to section 71-2424.

Source: Laws 2003, LB 756, §2; Laws 2005, LB 331, §2. Effective date September 4, 2005,

71-2424. Cancer drug repository program; established. The department shall establish a cancer drug repository
program for accepting donated cancer drugs and dispensing such drugs to Nebraska residents. Participation in the program
shall be voluntary.

Source: Laws 20063, LB 756, § 3. Operative date September 15, 2003,

71-2425. Cancer drug donation. Any person or entity, including, but not limited to, a cancer drug manufacturer or
health care facility, may donate cancer drugs to the program, Cancer drugs may be donated to a participant.
Source: Laws 2003, LB 756, §4; Laws 2005, LB 331, §3. Effective date September 4, 2005.

71-2426, Cancer drug; aceepted or dispensed; conditions. (1) A cancer drug shall only be accepted or dispensed under
the program if such drug is in its original, unopened, sealed, and tamper-evident unit dose packaging, except that a cancer
drug packaged in single unit doses may be accepted and dispensed if the outside packaging is opened but the single-unit-dose
packaging is unopened,

(2) A cancer drug shall not be accepted or dispensed under the program if (a) such drug bears an expiration date that is
earlier than six months after the date the drug was donated or (b) such drug is adulterated or misbranded as described in
section 71-2401 or 71-2402.

(3) Subject to limitations provided in this section, unused cancer drugs dispensed under the medical assistance program
established in section 68-1018 may be accepted and dispensed under the program.

Source: Laws 2003, LB 756, §5; Laws 2005, LB 331, §4. Effective date September 4, 2005.

71-2427. Participant; duties; fee authorized. (1) A participant shall comply with all applicable provisions of state and
federal law relating to the storage, distribution, and dispensing of donated cancer drugs and shall inspect all such drugs prior
to dispensing to determine if they are adulierated or misbranded as described in section 71-2401 or 71-2402. Such drugs shall
only be dispensed pursuant to a prescription issued by a prescribing practitioner, Such drugs may be distributed to another
participant for dispensing.

{2) A participant may charge a handling fee for distributing or dispensing cancer drugs under the program. Such fee
shall be established in rules and regulations adopted and promulgated by the department. Cancer drugs donated under the
program shall not be resold.

Source: Laws 2003, LB 736, §6; Laws 2005, LB 331, §5. Effective date September 4, 2005,

71-2428. Immunity. (1) Any person or entity, including a cancer drug manufacturer, which exercises reasonable care in
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donating, accepting, distributing, or dispensing cancer drugs under the Cancer Drug Repository Program Act or rules and
regulations adopted and promulgated under the act shall be immune from civil or criminal liability or professional disciplinary
action of any kind for any injury, death, or loss to person or property relating to such activities.

(2) Notwithstanding subsection (1) of this section, the donation of a cancer drug by a cancer drug manufacturer does not
absolve the manufacturer of any criminal or civil liability that would have existed but for the donation, nor shall such
donation increase the liability of such cancer drug manufacturer that would have existed but for the donation.

Source: Laws 2003, LB 756, § 7. Operative date September 15, 2003.

71-2429. Rules and regulations. The department, upon the recommendation of the Board of Pharmacy, shall adopt and
promuigate rules and regulations to carry out the Cancer Drug Repository Program Act. Such rules and regulations shal
include, but not be limited to:

(1) Eligibility criteria and other standards and procedures for participants that accept and distribute or dispense donated
cancer drugs;

(2) Necessary forms for administration of the program, including, but not limited to, forms for use by persons or entities
that donate, accept, distribute, or dispense cancer drugs under the program;

(3) The maximum handling fee that may be charged by participants that accept and distribute or dispense donated cancer
drugs;

{(4)(a) Categories of cancer drugs that the program will accept for dispensing and (b) categories of cancer drugs that the
program will not accept for dispensing and the reason that such drugs will not be accepted; and

(3) Maintenance and distribution of the participant registry established in section 71-2430.

Source: Laws 2003, LB 756, §8; Laws 2005, LB 331, §6. Effective date September 4, 2005.

71-2430. Participant registry. The department shall establish and maintain a participant registry for the program. The
participant registry shall include the participant's name, address, and telephone number and shall identify whether the
participant is a physician's office, a pharmacy, a hospital, or a health clinic. The department shall make the participant registry
available to any person or entity wishing to donate cancer drugs to the program.

Source: Laws 2005, LB 331, §7. Effective date September 4, 2005,
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TITLE 181 SPECIAL HEALTH PROGRAMS
CHAPTER 6 CANCER DRUG REPOSITORY PROGRAM

6-001 SCOPE AND AUTHORITY: These regulations apply to the Cancer Drug
Repository Program Act pursuant to Neb. Rev. Stat. §§ 71-2422 to 71-2430.

6-002 DEFINITIONS

Cancer Drug means a prescription drug used to treat (a) cancer or its side effects or (b)
the side effects of a prescription drug used to treat cancer or its side effects.

Department means the Depariment of Health and Human Services Regulation and
Licensure.

Health Care Facility means an ambulatory surgical center, an assisted-living facility, a
center or group home for the developmentally disabled, a critical access hospital, a
general acute hospital, a health clinic, a hospital, an intermediate care facility, an
intermediate care facility for the mentally retarded, a long-term care hospital, a mental
health center, a nursing facility, a pharmacy, a psychiatric or mental hospital, a public
health clinic, a rehabilitation hospital, a skilled nursing facility, or a substance abuse
treatment center.

Health Clinic means

(1) A facility where advice, counseling, diagnosis, treatment, surgery, care, or
services relating to the preservation or maintenance of health are provided on an
outpatient basis for a period of less than 24 consecutive hours to persons not
residing or confined at such facility. Health clinic includes, but is not limited to, an
ambulatory surgical center or a public health clinic.

(2) Health clinic does not include (a) a health care practitioner facility (i) unless such
facility is an ambulatory surgical center, (ii} unless ten or more abortions, as
defined in subdivision (1) of Neb. Rev. Stat. § 28-326, are performed during any
one calendar week at such facility, or (iii) unless hemodialysis or labor and
delivery services are provided at such facility, or (b) a facility which provides only
routine health screenings, health education, or immunizations.
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(3) For purposes of this section:

(@  Public health clinic means the department, any county, city-county, or
multicounty health department, or any private not-for-profit family planning
clinic licensed as a health clinic;

(b) Routine health screenings means the collection of health data through the
administration of a screening tool designed for a specific health problem,
evaluation and comparison of results to referral criteria, and referral to
appropriate sources of care, if indicated; and

(c) Screening tool means a simple interview or testing procedure to collect basic
information on health status.

Hospital means

(1) A facility where diagnosis, tfreatment, medical care, obstetrical care, nursing care, or
related services are provided on an outpatient basis or on an inpatient basis for a
period of more than twenty-four consecutive hours to persons who have an illness,
injury, or deformity or to aged or infirm persons requiring or receiving convalescent
care.

(2) Hospital includes a facility or part of a facility which provides space for a general
acute hospital, a rehabilitation hospital, a long-term care hospital, a critical access
hospital, or a psychiatric or mental hospital.

(3) Hospital does not include a health care practitioner facility in which persons do not
receive care or treatment for a period of more than twenty-four consecutive hours.

Participant means a physician's office, pharmacy, hospital, or health clinic that has elected
to voluntarily participate in the program and that accepts donated cancer drugs under the
rules and regulations adopted and promulgated by the department for the program.

Participant registry means a registry of patticipants established and maintained by the
department that includes the participant's name, address, and telephone number and
identifies whether the participant is a physician’s office, a pharmacy, a hospital, or a health
clinic.

Pharmacy means a facility advertised as a pharmacy, drug store, hospital pharmacy,
dispensary, or any combination of such titles where drugs or devices are dispensed as
defined in Neb. Rev. Stat. § 71-1,142.

Physician’s office means the office of a person licensed to practice medicine and surgery or
osteopathic medicine and surgery.

Prescribing practitioner means a health care practitioner licensed under the Uniform
Licensing Law who is authorized to prescribe cancer drugs.




