Department of Veterans Affairs VHA DIRECTIVE 2000-003
Veterans Health Administration
Washington, DC 20420 February 17, 2000

ORGAN, TISSUE, AND EYE DONATION

1. PURPOSE: This Veterans Health Administration (VHA) Directidefines policy and
establishes guidelines for Department of Veterans Affairs (VA)icaécenters to enter into
agreements (Agreements) with their local Organ Procurement OrganiZ&@ie6y, tissue
and/or eye banks for organ, tissue, and/or eye donation. This policy also sets out standard
language for VA medical centers to use when entering into the Agreements.

2. BACKGROUND

a. Section 9318 of the Omnibus Budget Reconciliation Act (OBRA) of 1986 amended the
Social Security Act to include several provisions relating to organ trandpantditle 42,
United States Code (U.S.C.), Section 1138(a) of the Social Security Act rdtpspatals to
establish written protocols for the identification and referral of potentiahatgaors to a
certified OPO.

b. Effective August 21, 1998, the Health Care Financing Administration (HCFA) has
implemented a revised regulation requiring Medicare-participating latspotmeet certain
additional requirements in order to continue participating in the Medicare prograns. ndt
required to comply with these regulations, as VA medical centers are notakéegdarticipating
hospitals. In order to enhance and maintain VA transplant programs, however,IVA wil
voluntarily comply with the HCFA regulation to the extent possible under the law.

c. The revised regulation states that the hospital must have and implememnt pvatbcols
that:

(1) Incorporate an agreement with an OPO and will contact the OPO, or a tityrd-pa
designated by the OPO, in a timely manner about individuals who die or whose death is
imminent.

(2) Incorporate an agreement with at least one tissue bank and one eye bank ttedoopera
the retrieval, processing, preservation, storage and distribution of testlieyes, as may be
appropriate to assure that all usable tissues and eyes are obtained from ploteotsalinsofar
as such an agreement does not interfere with organ procurement.

(3) Ensure that the hospital will work with the OPO to inform families of pigti@bout the
option to donate organs, tissues and/or eyes. The individual designated by the hospital to
approach the family must be either an organ procurement representatiiddér®PO or the
hospital’'s designated requestor.

(4) Encourage discretion and sensitivity when dealing with families and ipbtdantors, and
will work cooperatively with OPOs and tissue and eye banks to educate staff on desatem i
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(5) Ensure that the hospital works cooperatively with the OPO and tissue analey@ba
educating staff on donation issues, reviewing death records and maintain pdtertra while
necessary testing and placement takes place.

d. The HCFA regulation requires the release of patient information to @ROssue and
eye banks. VA, however, must comply with strict statutory limits regardingelbase of patient
information and medical records. Therefore, VA can comply with the regulatilyto the
extent that such compliance will not violate existing statutory law.

e. Three statutes control VA's release of patient information.

(1) ThePrivacy Act, 5 U.S.C., Section 522a. This limits VA’s ability to provide
information in a living patient’s medical record to an OPO without the patients\gritten
consent.

(2) Title38U.S.C., Section 5701a. This limits VA'’s ability to provide to an OPO the name
of a patient, the patient’'s dependents and their home addresses regardlesisesftivine are
living or deceased.

(3) Title38U.S.C., Section 7332. This limits VA'’s disclosure of information identifying the
patient, whether living or deceased, as being treated by VA for sickienegtiia, Human
Immunodeficiency Virus (HIV) infection, alcohol abuse or drug abuse to an OPO.

f. The Joint Commission on Accreditation of Healthcare Organization (JCABadopted
this HCFA regulation as the standard for all hospitals. For VA medicalrsgatbe in
compliance with JCAHO, within the legal constraints under which VA must opehagie w
disclosing patient information, they must meet JCAHO Standard RI.2_; i.e., The hospita
implements policies and procedures, developed with the medical staff’sgartioj for the
procuring and donation of organs and other tisshE3TE: Under the Intent of the Standard,
notification by Federally administered health care agencies is carried out according to

procedures approved by the respective agency.

g. Definitions

(1) Agreement. The term “agreement” is defined as an agreement between a medical cente
and an OPO, or a medical center and a tissue bank or an eye bank. The agreememtiimust det
the responsibilities and obligations of the parties with regard to identifyingt@btgonors and
facilitating the donation process.

(2) Designated Requestor. A designated requestor is a hospital-based health care
professional who has completed a course offered or approved by the OPO, designed in
conjunction with the tissue and eye bank community, that provides training in the methodology
for approaching potential donor families and requesting, organ, tissue and eye donation.

(3) OPO Coordinator. An OPO coordinator is an OPO staff member who is an organ

procurement specialist. The coordinator responds on-site at the medical cdngdelephone,
to assist in donor suitability determination and medical management, to fachigaconsent
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process, to coordinate the surgical procurement of organs, and to assume immediate
responsibility following procurement for the preservation and distribution of the®tga
transplant centers according to guidelines established by United Netw@®kgan Sharing
(UNOS).

(4) Potential Donor. A potential donor is an individual who suffers from a condition with
terminal prognosis, or who is at a point where cardiac and respiratory deathnatdaidi has
occurred or is imminent, and who, in the opinion of the attending physician, and in consultation
with the OPO coordinator, meets the local OPO organ, tissue, or eye dond@. criter

3. POLICY

a. Itis VHA policy that each medical center will enter into Agreemenidentify potential
organ, tissue, and/or eye donors and to notify family members of each potential donar of thei
option to donate or to decline donation of organs, tissue, or 8§@8E: Discretion and
sensitivity will be exercised along with respect to individual circumstaniesgs and beliefs of
patients and families of potential donors.

(1) An agreement between a medical center and an OPO must describe thecestiical
process for notifying the OPO, or a third-party designated by the OPO, ofluaiviwhose
death is imminent, or who have died in the medical center. The OPO must be notifiedesnly af
VA personnel have determined that patient information can be released to the OP @t porsua
the statutes listed in preceding subparagraph 2e. If the necessary rekagpsed, the patient,
family, or legal representative will be approached with the donation requestpnaaacce with
VA policy described in this Directive. The agreement must indicate whetimat the OPO is
responsible for determining medical suitability for eye tissue and eye donation.

(2) An agreement between a medical center and a tissue and/or eye bank mbst tthescri
medical center’s procedures to cooperate in the retrieval, processingyatiese storage, and
distribution of tissues and eyes. The eye bank or tissue bank must be notified of al potentia
donor only after VA personnel have determined that patient information can bedgbeasuant
to that statutes listed in preceding subparagraph 2e. If the necessasgsdiave been signed,
the patient, family, or legal representative will be approached with the diomatjuest, in
accordance with VA policy described in this Directive.

b. A written policy on processing referrals will be in place at all medaaters.
4. ACTION

a. All VA medical centers shall enter into Agreements for the refefr@btential organ
donors who have died or whose death is imminBI@TE: In some areas, the OPO determines
medical suitability for tissue and eye donations, in effect acting as the “gatekeep#éréfor
tissue and eye banks.. If an OPO is performing this duty, it must be noted in the agreement with
the medicatenter.
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(1) The Agreements must ensure that copies of the VA medical records antl patie
information are released by the VA medical center only in accordantcappticable Federal
laws.

(2) The Agreements must have an exclusion provision which stipulates that prioase i&le
information to the OPO, tissue and/or eye bank, a preliminary review of the nredimal be
performed by the designated requestor to ascertain whether there is aipeorsensent by the
patient, or in some cases by the patient’s family, or legal representati

(3) The agreement must indicate that the OPO must be insured for profesaholitgl li
services and activities performed under the agreement, and that this coverade texits
directors, officers, employees, physicians, independent contractors, agemsesentatives
performing services under the agreement. Further, the agreement must iyp@echihiold
harmless VA from any and all liability for loss, for claims for damagesjory against VA that
are caused by, or the result of, negligent and/or willful acts or omissions©@Pteincluding
employees, independent contractors, agents or representatives of the @ @demnification
must include all costs and expenses, including reasonable attorney fees.

b. Prior to notifying the OPO of a veteran’s death or imminent death oringl @y
information to the OPO, the medical center’s designated requestor must tieeiegteran’s
records to determine what information, if any, can be released to the OPO. sigmatdel
requestor is responsible for ensuring that all necessary consent forngnade s

(1) Section 7332 information. If a record contains Section 7332 information, VA cannot
release any information identifying the patient as being treated bywN#idkle cell anemia,
HIV infection, alcohol abuse or drug abuse, without the prior written consent of the .patient

(a) Section 7332 information can be released to the OPO if the veteran has signed the
appropriate consent formNOTE: Other standard consent forms must also be obtained.

(b) If a deceased veteran did not sign a consent form to release Section 733&tioforor
if a veteran whose death is imminent is no longer able to provide such consent, VA cannot
release any Section 7332 information to the OPO. The death records of such a vetetaotvoul
be available to the OPO for reviewing. In these instances, the OPO will noiftezlradtthe
death or imminent death of the veteran, thetreason for non-notification must be documented
in the medical record (see Att. A). It is suggested that a copy of the docuoreatat be
maintained in a central location for ease of retrieval and review by adécuwy agency.

(2) Privacy Act Information (5 U.S.C., Section 552a) and Section 5701 information. The
Privacy Act is applied as follows for:

(a) Living Patients

1. With prior written consent by the patient, VA may release information arlitbarthe
OPO access to the patient’s medical records.
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2. Without prior written consent of the patient, VA cannot release information that is
protected by the Privacy Act until VA implements a “routine use” authorizinlg salease to the
OPO. Without the consent, the OPO will not be notified of the death or imminent death of the
veteran, buthe reason for non-notification must be documented in a notification log or some
similar method of record-keeping. Such records are best maintained in &loeatran for ease
of retrieval and review by an accrediting agency. If VA implemefitewdine use” for releasing
information to the OPO, certain information protected under 5 U.S.C., Section 552a, can be
released to the OPO without the patient’s prior written consent. However, fitg faay not
release information protected by Section 7332 pursuant to such “routineN@€E: When the
“routine use” for this written consent is implemented, this policy will beses/iand reissued.

3. Without the veteran’s prior written consent, 38 U.S.C., Section 5701 prohibits the release
of the names and addresses of the living veterans and their dependents.

4. A court-appointed legal guardian or the parent of a minor may execute the preem writt
consent authorizing release of information on a patient to the OPO.

(b) Deceased Patients

1. The restrictions of the Privacy Act (Section 552a) do not apply to the records ohaatkece
veteran.

2. Under 38 U.S.C., Section 5701, the patient’s next of kin may execute the prior written
consent authorizing the release of Section 5701(a) information to the OPO.

c. The VA medical center will have in place a written protocol which:

(1) Addresses organ donation as a part of the advance directives discussiba pattent
and written consent for release of information.

(2) Identifies the affiliated OPO, tissue and/or eye banks.

(3) Describes the procedure used for notifying the OPO in a timely mannpaté¢iat who
has died, or whose death is imminent, as well as the procedure for maintaionag cgc
potential donors whose names have been sent to the OPO, tissue and/or eye banks. There must
be documentation of those instances where notification to the OPO is notR@IE: This is
best maintained in a central location for ease of retrieval and review by an accrediting agency

(4) Describes the procedure, developed in collaboration with the designated®PO
notifying the family of each potential donor of the option to donate, or decline to donate, organ,
tissue or eyes. The decision to donate or not donate must be documented in the patient’s medica
record or in a central location designated by the hospital.

(5) Addresses the medical center staff’s discretion and sensitivity ¢ar¢henstances,
beliefs, and desires of the families of potential donors.
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(6) Sets out the guidelines used for working cooperatively with the OPO, disglge eye
banks in reviewing death records to improve identification of potential donors, and taimaint
potential donors while the necessary testing and placement of potential donategtisgyses
and eyes takes place. These guidelines taldstinto account the statutory limits on disclosing
patient information as set forth in subparagraphs 4.b.(1) and 4.b.(2).

(7) Addresses staff education on donation issues as a cooperative venture witthe O
tissue and eye banks.

(8) Addresses staff education required to perform medical chart reviews.

(9) Defines clear roles and responsibilities for the medical centeasththe OPO
coordinator.

(10) Additional elements of the protocol may include:

(&) Communicating often and honestly with the family about patient’s prognosis
(b) Making sure the family understands the concept of brain death.

(c) Decoupling the request for donation from the explanation of brain death.

(d) Using a quiet, private setting for discussion of donation option.

d. The protocol is to be implemented on or before the occurrence of all deaths in the medical
center within a timeframe to permit viable donation.

e. The following factors influence the consent rate when the family is ddigis right to
consent to donate or to decline donation.

(1) The family must be given time to understand and accept their relativeisheéarte the
donation request is made.

(2) The designated requestor, in conjunction with the OPO coordinator, should make the
request.NOTE: The donation option can first be mentioned to the family by the designated
requestor, but the formal request should involve the OPO coordinator

(3) The request to donate should be made to the family in a quiet, private setting.

f. All 50 states have passed some version of the Uniform Anatomical Gift Auntla®y, all
have established locally-accepted criteria (usually the Uniform Detation of Death Act) for
determining the time of a patient’s death. The written protocols at eadtyfanikt include a
reference and/or a copy of these state standards.

g. Medical Examiner cases do not preclude donation. The medical centerawid oaise to
the Medical Examiner in the usual way and will follow the same procedure iningpibiese
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deaths to the OPO, as donation may be an option. The OPO will contact the MeditialeExa
regarding the release of suitable organs, tissues or eyes for donation.

h. The medical center will work cooperatively with the OPO, the tissue bank gmelkye
bank in maintaining potential donors while necessary testing and placement oapdtamdied
organ and tissues takes place. Whenever possible, referrals should be made When deat
imminent to ensure that brain-dead or near brain-dead patients are maintainadedetilal is
made and are not referred to the OPO after mechanical support has been discontinued and the
organs are no longer viable. Regardless of whether a medical center hastilakiore
capability, ventilator capability only for patients who are to be trarestdo a larger facility, or
no ventilator capability, the OPO must be notified if the patient privacy and comdidgnt
criteria are met.

i. Responsibilities

(1) The Governing Board of the medical center must have a written protocoletizt e
intent of JCAHO Standard RI.2 to identify potential organ donors and implement the policies
and procedures set forth in this Directive.

(2) The Chief of Staff is responsible for
(a) Implementing, enforcing and monitoring the protocol.

(b) Identifying an individual(s) to be responsible for notifying the OPO of th dea
imminent death of a patient.

(c) The notification and release of information must only take place aftewref the
patient’s chart by the designated requestor to ascertain whetherestagcreleases have been
obtained.NOTE: The OPO will send a coordinator to carry out the requirements of the
Agreement.

(d) Identifying a nurse, physician or other health care professional he Ipeedical center’'s
designated requestor.

(3) Itis the Medical Staff's responsibility to be aware of the righte@patient and patient’s
family to make, or decline to make, organ, tissue and/or eye donations. JCAHO Standard
RI.1.2.4 requires the hospital to address advance directives. Under this Standarkrit a pa
elects to donate organs at the end of life, the hospital must have a process to honor that direct
NOTE: This process should comply with the version of the Uniform Anatomical Gift Act in
effect in that state.

(4) The designated requestor at each medical center will be responsible for
(a) Educating the nurses, physicians, and residents to identify donors.

(b) Performing a preliminary medical chart review to determine i¥/#gatient, parent of a
minor patient or the patient’s legal guardian under the applicable confidgrdtatutes, has
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executed a consent for release of information. If there is no prior writterntamskee file,
obtain one, if possible. If it is not possible to obtain a prior written consent, determitheewhe
any information can be released to the OPO, e.g., for a deceased patieng, &etction 7332-
protected information in the patient’s medical record.

(c) Notification of the OPO, or third-party designated by the OPO, tissue ayd/bank of a
patient’s death or that a death is imminent. The designated requestor, gna&eshall make
and document the call on VA Form 10-0382, Routine Donor Referral Form, (see Att. A).

(d) Closely managing and coordinating the consent process with the OPO doordina
(e) Assisting organ procurement coordinators in donor management.

(5) The medical center must provide for an operating room with appropriatarstaff
equipment for performing recovery of major vital organs, tissue and eyes. Herdigseye
recovery the morgue may be used in lieu of the operating room. In medical vetitets
facilities for organ, tissue or eye recovery, the OPO will make arramgsifoe transfer of the
donor to a community-based facility.

(6) The medical center and the OPO shall establish a schedule of fees foditted cemter’'s
facilities, staff and equipment used in the maintenance of the donor and the reargans,
tissue or eyes. All costs related to the maintenance of the donor and recovganef tissue or
eyes will be paid by the OPO.

(7) A VA medical center in which any type of solid organ transplant is performedomas
member of the Organ Procurement and Transplantation Network (OPTN). Thedi@ame
center must provide organ-transplant-related data, as requested by thetd@PSdlentific
Registry, and the OPOs to the extent allowed by statutes pertaining ttetse ref information.
The VA medical center must provide such data directly to the Departmentldi Bled Human
Services when requested by the Secretary, Department of Health and HxmwieesS
5. REFERENCES

a. Omnibus Budget Reconciliation Act of 1986, Public Law Number 99-509, 100 Stat 1874.

b. The Social Security Act, 42 U.S.C., Section 601, et seq.

c. Title 42 Code of Federal Regulations, Section 482.45(a)(1).

d. Title 5 U.S.C., Section 552a.

e. Title 38 U.S.C,. Section 5701(a) and Section 7332.

f. Joint Commission 1999 Comprehensive Accreditation Manual for Hospitals, St&idar
Standard RI.1.2.4.
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6. FOLLOWUP RESPONSIBILITY: The Chief Patient Care Services Officer (11) is
responsible for the contents of this Directive.

7. RECISSION: None. This VHA Directive expires February 28, 2005.

S/ Frances Murphy, M.D. for
Thomas L. Garthwaite, M.D.
Deputy Under Secretary for Health

Attachment
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FLD: VISN, MA, DO, OC, and 200 - FAX 2/18/2000
EX: Boxes 104,88,63,60,54,52,47 and 44 - FAX 2/18/2000






VHA DIRECTIVE 2000-003
February 17, 2000

ATTACHMENT A

10-0382.pdf

A-1



