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Suitability Determination for Donors of Human Cellular and Tissue-Base Products

Docket No. 97N-484S 03016
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The National Marrow Donor Program® (NMDP) urges the agency to consider the
method of implementation of the final “Suitability Determination for Donors of Human
Cellular and Tissue-Based Products”, new part 127 1.

As the agency is aware, currently cord blood does not fall under the auspice of the Final
Tissue Rule, 21 CFR part 1270. Therefore, cord blood bank’s current inventories were
not collected under either the Tissue Interim Rule of December 14 1993 or the Final
Tissue Rule effective January 26, 1998.

The NMDP urges that implementation of the new part 1271 takes into consideration the
availability of these previously collected cord blood units when determining the method
for implementation of the new tissue regulations. It is imperative that the availability of
cord blood units for transplantation into critically ill patients, normally the patient’s last
and only option for treatment, is not jeopardized. The NMDP suggests that cord blood
units, which have been collected under an IND prior to the date of effectivity of the new
final “Human Tissue Intended for Transplantation™, would still be acceptable for
distribution and transplantation after the new part 1271 becomes effective.

D. Donor Screening (Proposed 1271.75)

1. Physical Requirements

Issue for Comment: “Physical examination of the living donor is required.

Request clarification in regard to the purpose and extent of the physical examination of
the living donor, specifically the cord blood donor.

The current “Human Tissue Intended for Transplantation” [Docket No. 93N-0453],
1270.3 (n) defines a physical assessment as “ a limited autopsy or recent antemortem or
postmortem physical examination of the donor to assess for any signs of HIV and
hepatitis infection or signs suggestive of any risk factor for such infections. ..”. (This is
clearly intended for the cadaver donor and does not address the physical evidence
pertaining to the physical exam of the living donor.)

Also, the Guidance for Industry; “Screening and Testing of Donors of Human Tissue
Intended for Transplantation”, July 1997, addresses examination of the cadaver donor
and does not address the physical evidence pertaining to the physical exam of the living
donor. See the following excerpt pertaining to the physical exam:

“Physical Evidence”
“Physical assessment of all tissue donors aids in donor suitability determinations because
it provides an additional level of assessment for high risk behaviors or clinical evidence
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of infection with HIV or hepatitis. 21 CFR 1270 defines a physical assessment as a
limited autopsy or recent antemortem or postmortem physical examination of the donor
to assess for any evidence of high risk behavior and signs of HIV and hepatitis infection”.

NMDP suggests a modified version of the “limited physical examination”, as defined by
the American Association of Blood Banks, Technical Manual 13™ Edition. This
modified version of a limited physical examination should be sufficient in the cord blood
donor to provide additional assurance that the donor is healthy and free of current or past
drug use. The cord blood donor limited physical examination should include:

1) Review of general appearance

2) Skin lesions on the arms indicative of drug use.

3) Arm skin with boils, purulent wounds, or severe infection, purplish-red or hemorrhagic
nodules or indurated plaques suggestive of Kaposi’s sarcoma.

4) Temperature

E. Donor Testing

1. General Requirements 1271.80(b)

Issue for Comment: Timing of the collection of the cord blood donor blood sample for
testing.

NMDP suggests that the cord blood sample from the biological mother may be collected
up to 48 hours prior to the time of recovery of the cord blood unit or within 7 days after
recovery.

Collection of the blood sample for the cord blood donor within 48 hours after donation of
the cord blood unit may be difficult to obtain from the mother due to her release from the
hospital and may therefore result in the discard of the cord blood unit as a result of
inability to meet this requirement. Allowing up to 7 days to collect the sample would be
provide the necessary flexibility, and would not jeopardize the integrity of the test results
in any way. In fact, later collection of the test sample would further close any potential
“infectivity window” of the donor. The National Marrow Donor Program standard
8.2410 permits collection of the blood sample for infectious disease testing prior to or
within 7 days after collection of the cord blood unit’.

1. General Requirements 1271.80(b)

Issue for Comment: Timing of the collection of the peripheral blood donor blood sample
for testing.
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The NMDP agrees that in certain circumstances it is necessary to perform donor testing
prior to the recovery of cells or tissue. The NMDP believes that an additional
justification for such prior testing occurs when the recipient of cells or tissue must receive
intensive therapy prior to implantation, transplantation, infusion or transfer. In this
regard, the proposed 7-day time frame is not adequate. In the case of hematopoietic stem
cell transplant recipients, preparative regimens consisting of chemotherapy alone or
chemotherapy and radiation are often initiated 7 — 10 days prior to the stem cell infusion.
Furthermore, extensive scheduling is required to arrange an unrelated donor stem cell
transplant. Donor arrangements include travel reservations, time off from work,
scheduling of collection facilities, product transportation and others. Transplant hospitals
must also anticipate and schedule recipients on the basis of bed availability, radiation
therapy schedules, etc. These and other logistical considerations necessitate that donor
testing occurs well in advance of initiating the recipient’s preparative therapy. NMDP
Standards specify that donor testing for communicable disease agents and diseases must
be performed within 30 days prior to the scheduled collection. Testing of the first
product at collection is also required. The NMDP believes these procedures have a
proven safety record.

E. Donor Testing

2. Specific Requirements (Proposed 1271.85)

Issue for Comment: Proposed 1271.85 (d) would require retesting of the donor for
infectious disease markers at least 6 months after the date of donation of reproductive
cells or tissue that can reliably be stored.

With respect to placental/umbilical cord blood, the NMDP objects to the concept that
cells and tissues that can be reliably preserved are held to a higher standard than those
which can not. This requirement is not imposed upon stored blood components, such as
fresh frozen plasma. This requirement for retesting would place an extraordinary
financial burden on the placental/cord blood industry that has not been considered by the
Agency in its impact analysis. The NMDP has estimated that the utilization, i.e.,
transplantation, rate for stored placental/umbilical cord blood units is below 5%. Why
should these products, which are infrequently utilized — in comparison for example to
packed RBC units - and targeted exclusively for a select, high-risk proportion of the
population, i.e., hematopoietic stem cell transplant recipients, be held arbitrarily to a
higher, burdensome standard? Finally, the NMDP believes the requirement for retesting
discriminates arbitrarily and unfairly against low-income donors, who by virtue of their
socioeconomic status are less likely to be available for retesting at a future date’. We
urge that retesting of the placental/umbilical cord blood donor or mother not be
recommended or required.



National Marrow Donor Program@ Comments

References
1. National Marrow Donor Program® Standards, 17" Edition.

2. Guidry J, Aday L, Zhang D, Winn R. Transportation as a Barrier to Cancer Treatment.
Cancer Practice 1997;5:361-366.



National Marrow Donor Program@

Standards
17" Edition

Effective September 1, 1999

Notice and Disclaimer
NMDP Standards

These standards set forth onlv the basic guidelines for programs working through the NMDP to facilitate
hematopoietic progenitor ceil transplants. These standards do not set forth all that may be required of a facility
or individual to conform to federal or state laws or regulations (or non-U.S. equivalent) or the standard of care
prevailing in the relevant community. Each facility and individual must determine and follow any additional
laws. regulations. practices and procedures that apply in their particular community. The NMDP disclaims all
representations or warranties. expressed or implied. that compliance with the NMDP Standards will fulfill the
requirements of all applicable federal or state laws and regulations (or their non-U.S. equivalent) or the

standard of care prevailing in the relevant community.
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Affiliated Center

Apheresis center that is not an NMDP approved
facility but is capable of meeting all the collection
requirements set forth in the NMDP protocol for
collection of blood cells by apheresis (Applicable to
Apheresis Center designation only).

American Society of Histocompatibility
and immunogenetics (ASHI)

Professional organization for histocompatibility
and immunogenetics experts and an accrediting
agency within the United States for
histocompatibility testing laboratories.

Apheresis Center

Facility approved by the NMDP for the collection of
blood progenitor cells by apheresis from NMDP
volunteer donors.

Apheresis Collection:
Stimulated

Unstimulated

HPC collection using apheresis techniques after the
donor has received growth factor.

Leukocyte collection using apheresis techniques
without the administration of growth factor.

Clinical Laboratory Improvement
Act (CLIA)

A federa statue and a series of federal rules and
regulations for clinical laboratories initially
published in the Federal Register in 1988 and
subsequently modified.

Clinical Practice Guiddine

Standardized disease-specific treatment plan used in
lieu of aresearch protocol when use of an unrelated
donor transplant is considered standard of care.

Collection Center

Hospital based facility that is approved by the
NMDP to collect marrow from unrelated volunteer
donors.

Cord Blood Bank

Facility in which hematopoietic progenitor cells
from the placental and umbilical cord blood vessels
are processed. cryopreserved. and/or stored.
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Center shall use trained phlebotomists.

2.5000 Policies and Procedures

2.5 100

Center shall maintain written standard operating procedures (SOPs)
and policies for the recruitment and management of volunteer donors.

2.6000 Applicant Center

2.6 100

2.6200

2.6300

2.6100

Applicant shall meet all criteria for participating Donor Centers.

Applicant shall demonstrate that its donor management abilities.
recruitment strategies. and its geographic location or population
demographics warrant the establishment of a new center.

Applicant shall have an HLA-A.B typed file of at least 1000

persons meeting NMDP donor eligibility that could be approached as
marrow donors. or be able to show community support for funding the
HLA-A.B typing of at least 500 new marrow donors.

Applicant organization established to recruit donors for a specific
patient shall not be eligible for consideration as a Donor Center until
the needs of that patient have been resolved.

3.000 Criteria for Participating Donor Recruitment Groups

2.1000 Group Characteristics

3.1100

3.1200

3.1400

3.1500

3.1600

Group shall have permanent or preliminary IRS designation as a
50 1 (c ) 3) tax exempt non-profit organization.

Group shall have a Board of Directors with at least five members
including individuals with outreach to the targeted group(s) sought for
recruitment.

Group shall recruit new donors in accordance with priorities of the
NMDP.

Group shall have a written collaborative agreement with each NMDP
Donor Center that has agreed to accept the recruited HLA typed
donors.

Groups shall only recruit donors for inclusion in the NMDP.
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2.0000

General

1.1000

1.2000

1.3000

1.4000

1.5000

1.6000

NATIONAL MARROW DONOR PROGRAM®
STANDARDS

Participating programs shall comply with NMDP standards, policies and
procedures that include but are not limited to:

1.1100 Completion of al applicable NMDP data forms.

1.1300 Participation in the NMDP Continuous Process
Improvement (CPI | program.

1.1400 Provision of annual documentation that NMDP
participation and CPI criteria are met.

Director of a participating program shall be responsible for compliance with these
Standards.

Deviations from these Standards shall be approved according to NMDP policies
and procedures.

Significant changes in personnel. facility or support services shall be reported
promptly to the National Coordinating Center.

Participating programs shall establish a system of strict confidentiality of records to
protect the privacy of potential donors, donors and patients.

Clinical research protocols shall be approved by an Institutional Review Board.

Criteria for Participating Donor Centers

2.1000

Facility Characteristics

3.1100 Center shall have demonstrated experience in the recruitment and
management of blood. apheresis or marrow donors. including
education. counseling. confidentiality issues and medical screening.

2.1200 Center shall have adequate resources to support its
donor recruitment and management activities.

2.1300 Center shall have a designated site for donor

management activities. a private space for donor counseling
sessions and locked file cabinets for record storage.

2.1400 Center shall have an information management system and
merge data according to NMDP requirements.

2.1500 Center shall have collaborative agreement(s) with
participating marrow Collection Center(s).
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4.0000 Criteria for Participating Cord Blood Banks
4.1000 Facility Characteristics

4.1100 Bank shall have demonstrated experience in the recruitment and
management of cord blood collections. including education.
counseling. confidentiality issues and medical screening.

4.1200 Bank shall have adequate resources to support its
recruitment and management activities.

4.1300 Bank shall have adequate and secure facilities for processing. storing
and retrieving cord blood units and samples.

4.1300 Bank shall have a designated site for management activities and
locked file cabinets for record storage.

4.1200 Bank shall have an information management system and
merge data according to NMDP requirements.

4.1600 Bank shall have collaborative agreements with facilities collecting
cord blood units.

4.2000 Medical Director

4.2100 Bank shall have a medical director who is a licensed
physician.

4.2200 Bank medical director shall be responsible for reviewing the medical
evaluation of the donor and biologic mother for evidence of disease
transmissible by transfusion or transplantation.

4.2300 Bank medical director shall be responsible for the protocols
pertaining to: recruitment. informed consent. evaluation and follow-
up of the potential donor. and for the collection. transportation.
manipulation. cyropreservation and storage of the unit.
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4.5300 Bank shall have written policies and procedures for the release and
issue of cord blood units and for the return to inventory of unused
cryopreserved units.

4.6000 Applicant Bank
4.6100 Applicant shall meet all criteria for participating Cord Blood Banks.

3.6200  Applicant shall have stored a minimum of 100 cryopreserved cord
blood units that each meet NMDP criteria.

5.0000 Criteria for Participating Marrow Collection Centers
5.1000 Facility Characteristics

5.1100 Center shall be accredited by the Joint Commission on Accreditation
of Healthcare Organizations (JCAHO) or non-US equivalent.

5.1200 Center shall have an experienced team that has collected marrow at
least four times in the past year at the center.

5.1300 Center shall have adequate resources to support its
collection and management activities.

5.1300 Center shall have a designated site for management of collection
activities.
5.1500 Center shall have collaborative agreement(s) with
participating Donor Center(s).
5 2000 Medical Director
5.2100 Center shall have a medical director who is a licensed physician.

5.2200 Center medical director shall be responsible for reviewing the
medical evaluation of the donor for risks of donation and evidence of
disease transmissible by transfusion or transplantation.

5.3000 Personnel

5.3100 ‘Callection Center physician performing the marrow collection shall
have performed at least 12 prior collections of marrow for
transplantation with at least four collections in the previous three
vears. Any person assisting in the marrow aspiration (physician,
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Center shall verify that the donor has autologous red cell units.
appropriate to the anticipated volume of marrow to be collected.
available prior to the marrow collection.

Center physician responsible for the collection shall be present for the
duration of the marrow collection.

Center physician shall be responsible for determining that the donor’s
health is appropriate for discharge.

Applicant Center

5.6100

5.6200

Applicant shall meet all criteria for participating marrow Collection
Centers.

Applicant shall provide documentation of need from an existing
Donor Center.

6.0000 Criteria for Participating Apheresis Collection Centers

6.1000

6.2000

Facility Characteristics

6.1100

6.1200

6.1300

6.1300

6.1500

Center shall be an ingtitution that is appropriately licensed and/or
registered with the Food and Drug Administration or be in compliance
with the appropriate non-US equivalent laws and regulations.

Center shall have documented experience in the collection of cellular
components by apheresis. and shall have performed at least three
collections of blood mononuclear cells by apheresis in the past year.

Center shall have adequate resources to support its
collection and management activities.

Center shall have a designated site for management of collection
activities.

Center shall have collaborative agreement(s) with
participating Donor Center(s).

Medical Director

6.2100

Center shall have a medical director who is a licensed physician

gualified by training and experience to supervise mononuclear cell
collections.
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6.5000 Policies and Procedures

6.5100 Center shall maintain written SOPs and policies for the collection.

testing. storage. labeling. and transport of blood components and for
the maintenance of apheresis equipment.

6.5300 Responsible physician shall perform and/or review a complete medical
evaluation to determine if the donor is an acceptable candidate for
apheresis donation.

6.5300 Physician experienced in growth-factor administration shall be
available throughout growth factor administration and follow up.

6.5400 Physician shall be available on-site for the duration of each collection
procedure and for follow-up as needed.

6.6000 Applicant Center
6.6100 Applicant shall meet all criteria for participating Apheresis Centers..

6.6200 Applicant that is not part of a Donor Center shall provide
documentation of need from an existing Donor Center.

7.0000 Criteria for Participating Transplant Centers
7.1000 Facility Characteristics

7.1100 Center shall be accredited by the Joint Commission on Accreditation
of Healthcare Organizations (JCAHO) or non-US equivalent.

7.1200 Center shall have an experienced team that has performed at least 10
allogeneic transplants per year.

7.1300 Center shall have a designated inpatient unit that minimizes airborne
contamination.

7.1300 Center shall have a designated area for outpatient evaluation and
treatment that reduces the risk of transmission of infectious agents.

7.1500 Center with geographically non-contiguous patient care units shall
demonstrate functional unity through shared mechanisms such as
medical director. coordinator. standard operating policies and
procedures. data management, cell processing laboratory, and training
of support personnel.
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7.5000
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Center shall have a patient advocate who is familiar with the center's
program and issues of unrelated donor hematopoietic cell
transplantation. but is not a member of the transplant team.

Support Services

7.4100

7.4200

7.4300

7.4100

7.1500

Center shall use the following facilities for NMDP activities:

7.4110 HLA typing laboratory(ies) accredited by the American
Society for Histocompatibility and Immunogenetics
(ASHI) or the European Foundation for
Immunogenetics (EFI) for techniques required by
NMDP.

7.4120 Laboratory(ies) certified by CLIA (or non-US
equivalent) for all clinical laboratory tests required by
NMDP.

Center shall use a transfusion service providing 24-hour blood
component support for transplant patients. including irradiated blood
components and components suitable for CMV-negative recipients.

Center shall use an experienced hematopoietic progenitor cell
processing laboratory.

Center shall have experienced physicians who provide consultative
services in at least the following disciplines: surgery. pulmonary
medicine. intensive care. gastroenterology. nephrology. infectious
diseases. cardiology. pathology. psychiatry. and. if applicable.
radiation therapy.

Center shall have sufficient staff from at least the following senices:
pharmacy. dentistry. dietary. socia senices and physical therapy.

Policies and Procedures

7.5100

Center shall maintain written policies and/or SOPs to address at |east
the following:

7.5110 Donor and recipient selection
7.5120 Financial approval

7.5130 Recipient evaluations
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Applicant Center
7.6100 Applicant shall meet all criteria for participating Transplant Centers.

7.6300 Applicant facility and medical team, including medical director and at
least one other physician experienced in alogeneic transplantation
shall have been performing transplantation at that site for at least one
year.

7.6300 Applicant shall have performed at least 10 allogeneic transplants per
vear during the previous 24 months or 20 allogeneic transplants in the
last 12 months.

Patient Advocacy

7.7100 Center shall communicate appropriate information about the progress
of a search to patients. families and physicians.

7.7200 If a compatible donor is not found. according to the criteria of the
transplant center, the patient shall be informed of other options.
including:

7.7210 Referral to approved transplant centers whose criteria
for unrelated transplant are different.

7.7220 Repeated NMDP search results as more donors are
added.
7.7230 Search results of other registires.

8.0000 Recruitment of HPC Donors

8.1000

Marrow or Apheresis Donor
8.1100 Donor shall be between the ages of 18 and 60.
8.1300 Donor shall appear to be in good health.

8.1300 Donor shall provide a medical history and acknowledge in writing
that the history is accurate.

8.1300 Pertinent donor medical history shall be evaluated for acceptance or
deferral according to the current NMDP medical eligibility chart and
criteria of local Donor Center medical director.
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8.2300

8.2400

8.2500

Donation Process

9.1000

Additional

9.1100

9.1200

8.2230
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Biologic mother shall acknowledge in writing that she has
read and understood the educational material. has been
given ample opportunity to ask questions and has had
those questions answered satisfactorily.

Biologic mother shall not be coerced to donate cord blood.

Cord Bank shall test a blood sample from the biological mother of
cord blood donor for infectious diseases as defined for marrow or
apheresis donor.

8.2310

8.2320

Blood sample from biological mother of cord blood donor
used for infectious disease testing shall be obtained within
7 days prior to or within 7 days after HPC collection.

Cord Bank shall inform. counsel and document
counseling of biological mother regarding any abnormal
findings.

Medical director or designee shall evaluate medical history and testing
results prior to listing the cord blood unit with the NMDP.

Testing/Information

Patient Directed DR Typing

9.1110

9.1120

If a stored sample is used for DR testing. the potential
donor should be informed that DR typing is in progress
and given the opportunity to continue or withdraw.

If a new blood sample is required. potential donor shall
sign a consent form agreeing to provide a blood sample
for additional testing.

Confirmatory Testing

9.1210

9.1220

Donor Center shall provide potential donor with
educational materials regarding the risks of infectious
disease transmission by transplantation.

Donor shall sign a consent form each time a blood sample
is obtained for additional testing.
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9.2000 Information Session

9.2100

9..200

9.2300
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9.1261 Donors with a confirmed positive test for
HBsAg or HCV should not be used.

9.1262 Donors with a confirmed positive test for
anti-HIV 1/2 or HIV- 1 antigen shall not be
used.

Repeat HLA Typing

9.1310

9.1320

9.1330

Transplant Center shall repeat HLA-A. B and DR typing
of any donor selected for marrow donation.

Results of the confirmatory HLA typing performed by the
Transplant Center shall be sent to the NMDP.

Transplant Center shall make decisions on donor
acceptability as soon as possible so that donors
inappropriate for that recipient may be returned to the
active search files.

Information as required by the NMDP shall be provided to the
selected potential marrow or apheresis donor before consent is

obtained.

Donor should be encouraged to include spouse, family members or
friends in the information session.

Prospective marrow or apheresis donor shall be informed of at least
the following:

9.3310

9.2320

9.2330

9.2310

Right to withdraw at anytime. but extreme risk of death
for the recipient if the donation is not completed once the
preparative regimen is begun.

Opyportunity to discuss his/her decision with a donor
advocate.

Further tests and examinations to be done.

Magnitude of the time commitment involved in the
donation process.
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Medica history

9.3210

9.3230

Donor Center shall obtain from the donor a medical
history that meets NMDP requirements.

Medical history indicative of disease or risk of infectious
disease shall be evaluated by a physician to determine the
donor’s digibility.

Medical examination

9.3310

9.3320

9.3330

Examining physician

93311 Examining physician shall be a licensed and
is responsible for protecting the safety of the
donor and for delineating conditions in the
donor that may be transmissible by
transfusion or transplantation.

93312 Examining physician shall be designated by
medical director of Donor or Apheresis
Center.

9.3313 Examining physician shall not be part of the
transplant team of the center performing the
transplant.

Examining physician shall perform and/or evaluate a

complete medical history and physical examination to

include specia notation of the following:

9.2321 Pregnancy assessment.

9.3322 Deferral from blood donation.

9.3323 Contraindications to marrow or apheresis
donation.

9.3324 Findings that would increase the anesthesia
risk for the prospective donor.

Examining physician shall obtain and evaluate the results
of the following tests:

9.33; 1 Complete blood count

TR T g s
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9.4000 Prospective Donors with Abnormal Findings

9.4100 Donor Center medical director or designee shall report to the donor
any abnormal findings discovered during donor evaluation.

9.4110 Donor shall be counseled about the potential impact of the
abnormality.

9.4120  Written documentation of counseling regarding abnormal
finding shall be maintained at the Donor Center.

9.4130 Donor has the right to decline donation based on the
abnormal findings and keep the reason(s) confidential.

9.1200 Abnormal finding that may increase risk to the donor.

9.4210 Donor Center medical director and Collection Center
medical director (or examining physician) shall determine
whether an abnormal finding constitutes unacceptable risk
to the donor.

9.3220 If the donor agrees to donate. any abnormal finding that
may increase risk in the prospective donor shall be
reported by the Donor Center to the NMDP.

9.4500 Abnormal finding that may increase risk to the recipient.

9.4310 Transplant Center medical director shall determine
whether hematopoietic progenitor cells from a donor with
an abnormal finding poses unacceptable risk to the
recipient.

9.4320 Decision to use hematopoietic progenitor cells from a
donor nith an abnormal finding that may increase risk to
the recipient shall be communicated by the Transplant
Center. in writing. to the NMDP.

9.4330 Abnormal finding that may increase recipient risk shall be
reported to the recipient. who shall be appropriately
counseled as to the potential impact of the abnormality.

9.4351 Written documentation of counseling-shall be
maintained at the Transplant Center.

17th Edition .
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95313 Total nucleated cell count.

9.5314 If requested. the total number of CD 34
positive cells to be obtained.

Pre-Collection Donor Blood Samples

9.6100

Pre-collection donor blood samples in excess of those required for
autologous units and samples needed to assess the physical well
being of the donor should be:

9.6 110

9.6 120

Limited to a maximum of 100 mL in the month prior to
marrow donation.

Obtained more than 10 days prior to marrow collection.

Subsequent Donor Contacts

9.7100

9.7200

Following the donation. Donor Center shall evaluate the well-being of
the donor in the following manner:

9.7110

9.7120

9.7130

9.7110

Telephone call or direct conversation with the donor shall
be made within 48 hours of the donation.

Contact with the donor shall be repeated between five and
seven days after donation.

If the donor has any unusual complaints. donor shall be
referred to an appropriate source of medical care.

Contacts with donor shall continue until the donor is free
of complaints related to HPC the collection.

Subsequent demands on the donor

9.7210

9.73'0

9.7230

Donor shall be asked to provide blood components for the
recipient after the transplant only for NMDP approved
indications.

Donor may be asked to provide an additional marrow or
apheresis collection. for the same recipient following
NMDP Second Donation Request Policy.

Reuse of the same donor for a different recipient at a later
time is not recommended unless no other equally
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10.1500 Marrow should contain the target number of nucleated cells specified
by the marrow prescription.

10.1510 Collection Center shall count the nucleated cells collected.

10.1600 Marrow volume shall not exceed 20 mi/kg donor body weight and
should not exceed 1500 ml.

10.1610 Marrow volume should not be so large as to necessitate
transfusion of allogeneic blood.

10.1700 Marrow shall be filtered during collection using sterile filters made of
materials that do not deplete leukocytes.

10.1800 Marrow shall be divided into approximately equal portions and
packaged in at least two sterile. closed. labeled blood bags approved
for HPC storage. each with ports that can be entered aseptically.

10.2000  Apheresis Callection (stimulated and unstimulated)

10.2 100  Apheresis collection shall be performed using an instrument and
software designed for mononuclear cell collection.

10.2200 Apheresis collection shall be performed using ACD anticoagulant in a
volume sufficient to prevent estracorporeal clotting.

10.2300 Tota volume of blood processed per procedure shall not exceed 20
liters.

10.2400  After collection. Apheresis Center shall not add anticoagulants. further
process or freeze collection without the direct consent of the
Transplant Center and approval of the NMDP.

10.2410  Any additions or further processing shall only be
performed by Transplant Center or laboratory designated
by the Transplant Center.

10.3500 Target perimeters of apheresis collection shall be specified by
prescription.

10.2510  Apheresis Center shall obtain count of nucleated cells
collected.

10.2600 Growth factor stimulated HPC collection
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10.5300  Second individual shall verify each item recorded on the label and
accompanying documents for accuracy.

10.5310  Identity of both individuals verifying information shall be
documented.

10.6000  Transportation

10.6100  Each collection bag shall be placed in an outer bag which is sealed to
prevent leakage.

10.6300  Coallection bag(s) shall be enclosed in a rigid container with
temperature insulating properties.

10.6300 Transportation conditions.

10.6310  Non-cryopreserved products shall be transported at the
temperature specified by the Transplant Center or NMDP.

10.63 11 Product shall be insulated from direct contact
with wet ice or frozen gel packs.

10.6312  Dry ice shall not be used.

10.63.0 Cryopreserved HPC collections (storage temperature
below-80°C) shall be shipped in aliquid nitrogen ~dry
shipper” that contains adequate adsorbed liquid nitrogen
to maintain temperature at least 48 hours beyond the
expected arrival time at the receiving facility.

10.632 1 Dry ice shall not be used unless this maintains
the indicated storage temperature of the
component being shipped.

10.6100  Donor Center shall arrange HPC transportation by a means which
minimizes transit time.

10.6110  Donor Center shall evaluate alternative means of
transportation in case primary means fails.

10.6500 If intended recipient has received myeloablative therapy the HPC
collection shall be hand carried by a suitably informed courier in the
passenger compartment of the transport vehicle.

10.6510  Crvopreserved collection shall be transported in the
passenger compartment if permitted by the commercial
carrier.
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prior to listing the cord blood unit with the
NMDP.

10.3400 Cord blood HPC units shall have at least one and should have at |east
two cryopreserved aliquots available for additional testing.

10.4000  Marrow or Apheresis Processing
10.4100 Caollection Center shall not add anything. process or freeze collection
except as requested by the Transplant Center and approved by the
NMDP.

10.3200 Caollection Center shall count the number of nucleated cells in the
product.

10.4300 Transplant Center shall perform the following testing:

10.1310  Repeat ABO grouping and Rh typing of either blood or
marrow obtained from the donor at the time of collection.

104320  Fungal and aerobic bacterial cultures.
10.3321 These cultures are not required for
unmanipulated. unstimulated leukapheresis

products.

10.4330 Stem cell quantitation by culture and/or surface phenotype
if product is intended for engraftment.

10.4100 Marrow collection should be infused within 24 hours and apheresis
collection should be infused within 48 hours of collection.

10.4410  Aliquots of marrow or apheresis HPC collection that are
cyropreserved may be infused at a later date.

10.5000  Labeling and Documentation
105100 Label shall contain at least the following:
10.1110  Product name
105111 If marrow collection * HUMAN

HEMATOPOIETIC PROGENITOR CELLS.
MARROW.”
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11.5200 Copies of records pertainirg, to transferred donors who did not donate
may be discarded by the transferring center after three years.

11.6000 Retention of Records — Closing Centers.

11.6100 Any center that ceases affiliation with the Program shall make
provisions for maintenance or transfer of records to a facility
designated by the closing center and approved by the NMDP.
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11.2350  All modifications to the system shall be authorized and
documented.

All centers shall document the following:
11.2410 Installation and upgrades of the system.
112420  Training and continuing competency of personnel.

11.2430  Policies and procedures for system maintenance and
operations.

11.2440  Ongoing backup procedures.
11.2450  Documented and tested procedures for data restoration.
11.2460  Offsite rotational storage of electronic data records.

Computer records shall be protected to enable their accurate and reads
retrieval throughout the period of required record retention.

Center shall have an aternative system that permits continuous.
operation in the event that computerized data are not available.

Retention of Records - Indefinite

11.3100

Donor Records
11.3110 Consent documents for all stases of the search process,

11.3120  All health history screenings including infectious disease
testing.

115121 Reasons for permanent or temporary deferral.
11.3133  Records documenting abnormal findings and
the notification/counseling of the relevant

parties.

11.3130  ,411 records pertaining to any donor who donates marrow.
cord blood. or peripheral blood progenitor cells.

11.3131 Records of adverse reactions and post
donation complications and recovery.
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PURPOSE: Pati entswith cancer must overcomemany psychological,
social, and economic barriers to obtain needed treatment. Because of
the need for repeated visits for cancer treatment on either an outpa-
tient or an inpatient basis, one of the major issuesthat patients with
cancer must confront is that of arranging for tmnspbri:uion to-care,

mETHODS: This study’ compares the distance and mode of ttansporta~
tion to radiotherapy and chemotherapy and percepuons of transpor—
tation as a barrier to care among white, black, and Hispanic cancer
patients receiving trestment Gom a consortium of cancer trestment
facilitiesin Texas. A mail questionnaire was de»eloped to assess the
perceived barriers to cancer treatment for patients who had been
diagnosed clinically with breast, colon, cervical, or prostate cancer,
or lymphoma between 1989 and 1993. A total of 910 surveys Were
mailed to prospective participants. Of the surveys mailed, 593 were
returned, yielding a 65.2% response rate. By race, the respondents
included whites(42%), blacks(40%), Hispanics(15%), and Asian-
Pacific Idanders (3%). Two respondents were 17 years of age the
remaining respondents were 18 years or older.  ~

resuLts: This udy shows that some patients may forgo needed treat-
ment because of problems with transportation. This was percelved as
an issue more for minority patients than for white patients. Black and
Hispanic patients consistently reported that barriers such as distance,
access to an automobile, and availahility of someone to drive them to
the treatment center were potential mgjor problems. The distance to
the facilities was farther for whitesthan for blacks and Hispanics.
Patients generally bad to travel farther for chemotherapy than for
radiotherapy. o

CLINICAL IMPLICATIONS: Patients, pakticulzirly'r"ninorities, may opt to
forgo needed care in the absence of available and affordable means
of trangportation to treatment facilities. These findings demonstrate
the need for healthcare providers to be aware of the transportation
problems that patients with cancer expenence in obtaining treatment.
Healthcare providersmust work with patients, their families, and®
volunteer agencies in the community to facilitate transportation to
cancer trestment Services.

KEY TERMS: barriers, distance, locatlon transpomnon
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Transportation as a
Barrier to Cancer
Treatment

ong-term illnesses such as cancer require extensive

medical treatment. There are many psychological, so-
cia, and economic barriers that patients with cancer must
overcome to obtain needed treatment.!”®> Because of the
need for repeated visits for treatment on either an outpa-
tient or an inpatient basis, one of the mgor issues that
patients with cancer must confront is how to arrange for
transportation to care. Most studies have focused on the
transportation barriers to mammography and prevention
services.** Kiefe et al* showed that low-income, inner-city
populations of women 65 years of age and older experi-
enced trangportation problems even when they were pro-
vided a voucher to defray costs of the mammogram. In
situations in which there are limited costs for services,
transportation still may remain a barrier.

A study by Goodwin et al® of persons 65 years of age or
older living in New Mexico found that failure to receive
definitive therapy for cancer was the result of impaired
access to transportation and poor socia support. According
to McKenna,” compliance with treatment usually is good if
transportation is available. Studies by Mor et a®*-'® docu-
mented that patients with cancer often experience many
barriers, such as not having someone to drive them to the
facility, the distance to the facility, and out-of-pocket costs
associated with paying for transportation and treatment.

Bryan et a” found that transportation needs for eco-
nomically disadvantaged patients with cancer were partic-
ularly problematic. Respondents from the Regenstrief Insti-
tute for Healthcare of Indiana reported several problems
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with transportation to the clinics, including the cost of
transportation or parking, the inadequacy of parking facili-
ties, and the need for patients to ask others for a ride. More
than 2% of the respondents reported missing clinic ap-
pointments because of transportation problems.

Studies have not focused directly on assessing the
racia/ethnic differences in transportation to cancer treat-
ment services. This information would help to identity
those groups who are most at risk for experiencing barriers
to receiving cancer treatment. This study compared the
distance and mode of transportation to radiotherapy and
chemotherapy and perceptions of transportation as a bar-
rier to care. The responses of white, black, and Hispanic
cancer patients receiving treatment from a consortia of
cancer treatment facilities in Texas were analyzed and
compared.

Methods
Study Cbjectives

An analytical cross-sectional survey was conducted to
determine the prevalence of barriers to cancer treatment in
Texas as perceived by patients diagnosed with cancer.
Results reported in this article cover the role of distance
and access to transportation as a potential barrier to treat-
ment. Specific objectives of the analyses undertaken were
to examine racial/ethnic differences in 1) the availability of
chemotherapy and radiotherapy services and 2) transporta-
tion problems as a perceived barrier to cancer treatment.

Study Sample

A mail questionnaire was developed to assess the
perceived barriers to cancer treatment in Texas for patients
with cancer 17 years of age and older who had been
diagnosed clinically with breast, colon, cervical, or prostate
cancer, or lymphoma between 1989 and 1993. Patients
were instructed to base their answers on their perception
of possible barriers during treatment, even if they had
already completed treatment The sampling frame for this
study was obtained from a network of cancer treatment
facilities throughout the state of Texas within the University
of Texas M. D. Anderson Cancer Center Texas Community
Oncology Network (T-CON). Six ingtitutional consortia are
part of the T-CON network. representing 20 individual
institutions and more than 10,000 patients wich cancer. The
core consortia institutions are located in major metropoli-
tan areas throughout the state, with affiliates in neighboring
small towns and rural areas.

Each T-CON member wus asked to provide data on the
number of current patients by race/ethnicity for colon,
cervical, prostate, and breast cancer, and lymphoma. The
sample selection process involved a disproportionate sys-
tematic random sample. Minorities (blacks. Hispanics, and
Asian-Pacific Islanders) were oversampled relative to
whites. All T-CON sites received ingtitutional review board
approval before the beginning of the study. Informed
consent was based on the completion and return of the

survey, for which a cover letter explaining the purpose and
benefits of the study was provided.

Survey instrument

The survey instrument included questions pertaining
to patients perceived barriers to cancer treatment, as well
as questions related to the diagnosis and duration of their
cancer. use of and access to chemotherapy and radiother-
apy services, the type of sources consulted regarding
information about treatment options and the helpfulness of
each informational source, and the use of and satisfaction
with support groups and other informal networks of socia
support. Questions related to the patients insurance coy-
erage and demographic characteristics also were included.
The questions were derived using an extensive literature
search on barriers to treatment, discussion with focus
groups of patients with cancer, and a pilot test with a
representative sample of patients with cancer. The results
reported in the present study involve specific questions
pertaining to the location and distance traveled to received
radiotherapy and chemotherapy, mode of transportation,
and barriers experienced by patients with cancer in obtain-
ing needed treatment. Patients were asked, “Based on your
experiences, how much would you agree that each of the
following (e.g.. distance from treatment center, access to
car or truck, finding someone to drive you to treatment
center) can keep a person from secking treatment?’ Re-
sponse categories were as follows: strongly agree, agree.
uncertain. disngree, or strongly disagree.

The Aday/Andersen Access to Medical Care Model'?
was used to guide the organization of the major predictors
of barriers. The three major components of the model
include predisposing, enabling. and need factors. The pre-
disposing fuctors include age. gender. marital status. and
education. The enabling factors include household income
and insurance status. The need factors pertain to type and
duration of cancer. The model was used to identify which
of the potential barriers for which questions that were
posed were perceived as barriers by these patients.

Survey Procedur es

A total of 910 surveys were mailed to prospective
participants. The Dillman Total Design Method” guided the
survey development and administration process. A total o:
593 pafients with cancer returned their surveys, yielding =
response rate: of 65.2%. By racial background. the respon-
dents consisted of whites (42%). blacks (40%), Hispanics
(15%). and “other” (3%). A random sample was taken for
whites and the universe for blacks and Hispanics and
others. There were more than 850 white patients in the
available study sample compared with only 550 minority
patients. Therefore. because of the number of minorities
available for the sample, this study included all minority
study participants. A nonresponse analysis of respondents
and nonrespondents showed significant differences by race
and type of cancer.

Weighting adjustments then swere made to correct
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for differential sampling and response rates by racial
groupings and type of cancer. All of the anayses involved
the use of adjusted weights. Because the primary focus of
the research was to examine racial/ethnic differences in
perceived barriers to cancer treatment, tests of differ-
ences between racial/ethnic groups were conducted,
using bivariate analyses and associated chi-square tests of
significance. These analyses report the white, black, and
Hispanic comparisons. Responses from the racial group
reported as other (Asian-Pecific Islanders) were excluded
because of the small number of cases (n = 13) available
for anayss.

Results
Description of Sample

The respondents ranged from 17 to 91 years of age.
The mean age for respondents was 61.2 years, with a
standard deviation of 15.2 (Table 1). The magjority of the
white and black respondents were 5 1 years of age or older,
whereas more Hispanic patients were between 19 and 40
years of age (P < 0.001). The mgority (more than 60%) of
respondents among black and Hispanic groups were
women, while the white group showed an even distribu-
tion of male and female respondents (# < 0.05). More than
70% of the white and Hispanic participants and approxi-
mately half of the black respondents (56%) were married
(P < 0.001). The norm-tarried category included patients

~who were separated, who were divorced, or who had never

been married. The level of education completed showed
that the white population had higher levels of education
than the Hispanic and black participants (Z < 0.001).

Nearly 16% of the respondents did not provide data on
household income (n = 96). Among those who did re-
spond, approximately 54% of Hispanics and 46% of blacks
had annual household incomes of less than $15,000 com-
pared with only 19% of whites. Twenty-seven percent of
Hispanics, 23% of blacks, and 22% of whites had incomes
between $15,000 and $24,999. A marked difference was
that more than 31% of whites had incomes of $50,000 or
more compared with only 5% to 6% for both blacks and
Hispanics (P < 0.001).

The major significant differences by type of cancer
were between Hispanics versus black and white groups.
One third (34%) of Hispanics had cervical cancer com-
pared with only 7% and 9% of white and black respon-

dents, respectively. However, approximately one third of ~

the black and white respondents and only 18% of His-
panic respondents had prostate cancer (P < 0.035). In all
three racial groups, most patients had had the disease for
1 to 5 years. Differences in the duration of cancer
between the racial groups were not statistically signifi-
cant (P < 0.05; see Table 1).

Chemotherapy

Most respondents received their chemotherapy at a
hospital outpatient department. Four of ten (42%) whites

Transportation as a Barrier/ Guidry et al

Table 1. Demographic Characteristics Of Sample

3€

by Race*
White Black Hispanic Tola
Characteristic (%) %) %) (%
Predisposing
Age (y1s) (n = 565)
=18 59 11.2 4.9 75
1940 6.3 104 173 9.5
41-50 8.7 14.1 284 13.7
51-60 158 16.9 13.6 159
=61 63.2 47.5 35.8 52.8
X =208
P <0017
Sex (n = 566)
Men 50.2 39.2 325 2
Women 49.8 60.8 675 5
X =106
P <0.05"
Marital status (n = 562)
Married 75.3 55.7 72.2 66.7
Nonmarried 104 28.5 16,5 19.1
Widowed 143 15.7 11.4 14.2
X' =237
P < 0.0017
Education (yrs) (n = 563)
1-6 44 129 44.9 6.7
7-11 9.6 21.5 8.9 20.9
12 249 26.6 19.2 24.6
=13 61.0 39.1 268 47.7
X = 1016
P<0.001%
Enabling
Household income (n = 497)
$15,000 188 46.5 535 33
$15,000-824,999 21.6 233 27.0 23,
$25,000~849,999 28.4 24.8 14.9 24,
250,000 313 5.6 5.4 16
X =624
P <0.001"
Need
Type of cancer (n = 568)
Cervix 6.8 9.1 34.3 10.7
Lymphoma 48 L7 6.3 3.6
Breast 37.5 442 34.3 40.8
Prostate 37.1 34.6 17.7 329
Colon 10.8 74 7.6 11.8
¥ =164
P<0.05*
Duration of cancer (yrs) (n = 560)
<1 10.3 17.8 9.9 13.4
-3 53.8 47.9 40.7 49.5
=6 21.3 26.9 37.0 25.9
X =146 14.6 7.4 12:4 11.3
P<0.05"

*All percentages are based on weighted data.

TSignificant P value,
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Table 2. Location and Mode Of Transportation: Chemotherapy by Race*

Availability of White Black Hispanic Total
Chemotherapy (n = 220) (%) (%) (%) (%)
Source
Private doctor's office 418 27.1 29 30.1
Hospital outpatient department 48.1 57.7 67.7 54.4
KI/SJSpit% ?inpaient 10.3 14.9 29.4 155
P >0.05
Mode of transportation
| drive mysdf . 22.4 11.8 26.3
Someone elsedrivesme 623 64.] 64.7 63.4
Taxi 0.0 2.8 29 1.8
Bus or other public transportation 1.3 28 8.8 35
X =141
P>0.05
Distance {ml) -
=10 37.7 36.7 14.7 343
1125 16.8 22.0 235 199
26-50 12.9 257 41.2 23,5
=51 325 15.6 20.6 22.1
X =243
P <005

*The results are based on only those respondents who have received chemotherapy.

*Significant £ value.

reported receiving their chemotherapy at a private doctor’'s
office compared with 27% of blacks and 3% of Hispanics.
More Hispanic respondents (29%) reported receiving their
chemotherapy as hospital inpatients than black (15%) or
white (10%) patients. Respondents also were asked about
their mode of transportation (driving themselves, someone
else driving them, taxi, ambulance, bus or other public
transportation). More than 63% of all respondents reported
having someone else drive them to receive their chemo-
therapy. The second major mode of transportation was
driving themselves. This was more often the case for whites
(36%) than for blacks (22%) and Hispanics (12%). The use of
the bus or public transportation was more common for
Hispanics (9%) than for whites (1%) and blacks (3%).
Whites and blacks were more likely to report traveling 10
miles or less to obtain chemotherapy than Hispanics. Six of
ten Hispanics (6%) and four of ten whites (15%) and blacks
(41%) traveled mpre than 2 5 miles for treatment. In addi-
tion, more whites (33%) reported traveling-more than 51
miles to receive treatment compared with blacks (16%) and
Hispanics (21%) (Table 2).

Radiotherapy

Overdl, most radiotherapy treatments are provided on
an outpatient basis. However, the mgjority of the respon-
dents preferred receiving their treatment at a hospital
radiation center rather than a freestanding radiation center.
More Hispanics (76%) and whites (68%) reported receiving
their treatment from the hospital radiation center than

blacks (55%). The mode of transportation was distributed
amost evenly between those respondents who drive them-
selves and those who have someone else drive them for
their radiotherapy. Whites were more apt to drive them-
selves (61%) than blacks (45%) and Hispanics (21%). Two
thirds (66%) of Hispanics reported having someone else
drive them for their radiotherapy. Again, Hispanics relied
more on public transportation to travel to their radiother-
apy treatment than the other groups. More whites (42%)
and blacks (42%) than Hispanics (24%) reported traveling
10 miles or less to receive their radiotherapy. More Hispan-
ics (38%) traveled between 26 to 50 miles to receive
treatment compared with 25% for blacks and 16% for
whites. However, more whites (23%) than Hispanics (14%)
and blacks (9%) reported traveling 51 miles or more to
receive radiotherapy (Table 3).

N
Barriers

Respondents who agreed or strongly agreed that dis-
tance to the treatment center, access to a vehicle, and
finding someone to drive them to the treatment center
could present problems in obtaining treatment were con-
sidered to have perceived barriers to treatment. Hispanics
and blacks reported barriers more often than whites. Dis
tance to the treatment center was a perceived barrier for
more Hispanics (66%) and blacks (5 1%) than whites (37%).
Having access to a car or truck also was perceived as a
potential major barrier for more Hispanics (60%) and blacks
(55%) than whites (38%). In addition, 62% of Hispanics and
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Table 3. Location and Mode Of Transportation: Radiotherapy by Race*

Availability of White Black Hispanic Tota,
Radiotberapy (n = 222) (%) (%) (% (%)
Source
Private doctor's office 6.0 12.6 10.0 9.4
Radiation center 263 2. 13.3 27.2
Hospital radiation center 67.7 547 758 03.4
X =374
P<0.001"
Mode of transportation
T drivemyself 61.2 45.3 20.7 46.3
Someone else drives me 37.8 43.2 65.5 44.8
Busor other publictransportation ) 0.0 9.5 104 - 7
X =317
P<0.001"
Distance (mi)
=10 — 424 41.9 24.1 39.3
11-25 19.2 24.7 241 231
26~50 16.2 24.7 37.9 223
=51 23.3 8.6 13.8 15.2
X =141
P<0.05"

*The results are based on only those respondents who have received radiotherapy.
*SignificantpvalUe.

55% blacks, versus 37% of whites, reported that finding
someone to drive them for cancer treatment was a barrier
that could cause one to forgo needed treatment (Table 4).

Discussion

The findings indicate that racial/ethnic groups differ
with respect to where they receive cancer treatment, the
distance to these facilities, and the need for assistance in
getting there. White patients were more likely to receive
their chemotherapy at the private doctor’s office than were
blacks and Hispanics. Hispanics in particular were more
likely to receive chemotherapy on an inpatient basis.

These findings clearly document the need for assis-
tance for patients with cancer in obtaining needed treat-
ment. More than half of the respondents reported that they

groups may further exacerbate these barriers. The fact that
more than 60% of the black and Hispanic respondents were
women, whereas the white population was evenly distrib-
uted, suggests that minority men are less likely either to be
in trestment or to respond to the survey. Access to treat-
ment may be influenced by education because patients with
a higher level of education may be better able to understand
different cancer treatment modalities than those with a
lower level of education. The many courses of treatment
necessary for patients with cancer may pose a barrier in the
patients' understanding of the need for the treatment.”
Lower levels of household income, found in the present study
in more Hispanics and blacks than whites, may play a major
role in exacerbating cost-related barriers to treatment.
Overdll, the findings point to the transportation-related
barriers that patients with cancer, especially minorities.
may experience in obtaining needed medical treatment.

have someone else drive them for tzeatment. The treatment =~ More blacks and Hispanics consistently reported that barri-

process not only involves the patient, but other individuals
as well Problems are likely to arise for minorities in
particular who are more apt to rely on others to provide
transportation.

Distance factors were greater for chemotherapy than
for radiotherapy treatments. The longer distances to receive
treatment present problems with respect to time lost from
work and associated out-of-pocket costs. Hispanics greater
reliance on public transportation also may present particu-
lar problems in obtaining timely treatment.

In addition, differences found in gender, level of edu-
cation, and level of income between white and minority

ers stich as distance, access to a vehicle, and availabilicy of
someone to drive them to the treatment center were likely
to cause one to forgo treatment.

There are some limitations to this study. This study did
not stratify rural and urban patients. This information would
have provided more information on the extent of transpor-
tation problems. In addition, the recall of percelved barriers
may pose an issue for those patients who were not cur-
rently receiving treatment and therefore had to rely on past
experiences. These questions may be answered in future
studies that document these factors as they relate to barriers
experienced by patients currently under treatment.
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Table 4. Perceived Barriers to Cancer Treatment: Percent Who Strongly Agree or Agree by Race*

Perceived Barriers to White
Cancer Treatment (n = 564) (%)

Black Hispanic Total
(%) | (%) (%)

Transportation

Distance from treatment center 36.8
X =272
P <0.0017

Access to cat or truck 3715
X =460
P <0.001*

Finding someone to drive you to 373

treatment center
X' =358
P < 0.0017

50.5 66.2 46.4

54.8 59.7 47.6

55.3 62.3 48.1

*Respondents were asked whether any of these barriers could cause one to forgo needed trestment.

TSignificant P value.

Clinical Implications

This study documents the role of transportation and its
significance in cancer treatment. It points to the need for
healthcare facilities to facilitate the provision of transporta-
tion assistance for patients with cancer. Importantly, minor-
ities may be more at risk than whites for forgoing needed
treatment because of lack of transportation. Extended
family and friends also often incur costs in assisting patients
with cancer in obtaining treatment.

Cancer treatment facilities could, for example, survey
their patients regarding their need for transportation ser-
vices. These data would assist with the development of
programs to address these patient needs. This information
would be very beneficial to the patient services and socia
work departments as well in developing services and
resources. Programs such as van assistance services and
arrangements with taxi services for reduced-rate fares
would facilitate access to distant facilities. There aso must
be consideration of the needs of individuals who provide
informal transportation assistance to patients, such as hous-
ing, parking, and travel costs.

In addition, American Cancer Society programs, such
as the Road to Recovery, which provide travel assistance to
patients with cancer through a buddy system, may be
adopted and expanded by cancer treatment facilities. Other
initiatives, such as the utilization of support groups and
programs through churches as transportatiofiresources for
patients with cancer, should be explored.

Thus, this study documents the need for healthcare
providers to work with patients, their families, and other
volunteer agencies in the community to facilitate transpor-
tation to needed cancer treatment services. Patients, partic-
ularly minority patients, may be likely to opt to forgo
needed care in the absence of available and affordable
means of transportation to treatment facilities.
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