DEPARTMENT OF VETERANS AFFAIRS Policy Memorandum 12-01
South Texas Veterans Health Care System '
San Antonio, Texas 78229-4404 January 24,2012

BARTTER RESEARCH UNIT (BRU) STANDARD OPERATING PROCEDURES (SOP)
Security and/or Disposition of Drugs Presented by Research Study Participants upon
~ Admission to The Bartter Research Unit (BRU)

1. PURPOSE: To establish procedures regarding the security and/or disposition of drugs brought to
The Bartter Research Unit (BRU) at South Texas Veterans Health Care System (STVHCS) by
research study participants upon admission.

2. POLICY: This policy describes procedure for disposition of drugs brought by research study
participants upon admission to the hospltal

3. ACTION:

a. Upon admission of a research study participant to the BRU, the admitting study staff or
assigned nurse will verify if the research study participant has brought medications with
him/her to the BRU.

b. If the study participant has brought medications with him/her, the admitting study staff or
assigned nurse will give them to a relative accompanymg the patient, so that they may be
taken home.

c. If there is no relative available to take the medications to the study participant’s home, the
admitting study staff or assigned nurse will forward the medications to the research
pharmacy. The research pharmacist will place the medications in a bag, seal the bag, and
write on the outside of the bag the study participant’s name, social security number, and the
research protocol for which the patient is currently enrolled. This bag will remain in the
pharmacy until the study participant is discharged. Upon discharge, the research pharmacist
will return the sealed bag of home medications to the study participant.

d. In certain cases, it may be necessary to use a research study participant’s own medication
for therapy while the individual is an inpatient of the BRU. Examples of such cases include

- previously dispensed investigational medications as part of an active VA-approved protocol
and admitted patients involved in an active VA-approved protocol that are non-veterans.
Non-veteran research study participants may be instructed to bring any prescribed
medications they are currently taking in their original containers containing pharmacy labels
if the principal investigator determines continuation of this drug therapy is indicated while
admitted.

e. Medications will not be stored in Personal Effects, nor in the clothing room with other
personal property. The assigned nurse will store and secure the participant’s own
medication(s) in a cassette in the medication cart located within the medication room and
labeled with the research study participant’s name. This cassette will not be changed out by
inpatient pharmacy.




f. The Principal Investigator will create a note in Computerized Patient Record System

~(CPRS) that explicitly orders the patient’s own medications to be administered while in this
hospital. Procedures for identification and labeling the medication presented by a research
study participant upon admission to the BRU include: :

(1) The Principal Investigator or study physician designee, assigned nurse, or Research
Pharmacist will attempt to positively-identify the medications presented by the research study
participant upon admission. The identification process should include a visual examination
to ascertain medication identity, integrity, and expiration date(s). If medications cannot be
identified, or if the expiration date(s) is not available, they may not be administered.

(2) Medications presented by research study participants upon admission, which are
investigational drugs, will be identified by the Research Pharmacist.

(3) Identification information will be documented on the drug container with an auxiliary
label (Attachment 1), which will include the identification of the medication and the initials
of the identifying investigator or designee, nurse, or pharmacist.

(4) The nurse or pharmacist will inform the investigator or designee and the participant when
medication presented by the participant upon admission will not be permitted for use (due to
problems with integrity of the medication, expiration date, etc.

g. Procedures for use of a patient’s own medications:

(1) Medications will be inventoried by nursing staff and witnessed by the research study
- participant on the Patient Personal Medication Inventory Form (Attachment 2) upon arrival to
the BRU.

(2) The beginning inventory will be signed by the research study participant, assigned nurse
and research pharmacist. ' :

(3) Medications will be stored under nursing staff control within a participant specific
labeled cassette of the medication cart in the locked medication room. This will ensure the
stored medications are under double lock.

(4) The administration of medications not dispensed by the Research Pharmacy will be
recorded by Nursing staff on a hardcopy Medication Admlmstrat]on Record (MAR)
(Attachment 3), and in a note by Nursing staff in CPRS.

(5) Nursing staff will use a hardcopy medication administration record and/or VA Form 10-
2638, Controlled Substance Administration Record to document administration of controlled
drugs (Attachment 4).

(6) Controlled drugs will be counted with a witness at the end of each shift and documented
on VA Form 10-1043 (Attachment 5). '

(7) Medications will be returned to the study participant upon dlscharge unless otherw1se
authorized by the mvestlgator or designee.




(8) Return of medication will be documented and witnessed by the research study participant
on the Patient Personal Medication Inventory Form (Attachment 2).

(9) If directed by the Principal Investigator or study physician designee, the medication will
be disposed of in accordance with Pharmacy’s disposition process.

(10) The medication administration record(s) and inventory sheet will be filed and
maintained by Nursing for a period of not less than three years.

(11) The Controlled Substance Coordinator will conduct a monthly audit of controlled drugs
stored and administered.

4. REFERENCES: VHA Handbook 1108.01, Pharmacy Service Policy Memorandum Security
and/or Disposition of Drugs Presented by Patients upon Admission to System Health Care Facilities

5. RESPONSIBILITY: BRU Nurse Manager

6. RESCISSION: None

7. RECERTIFICATION: January 2017
MARY S. MOORE, MSN, RN
Nurse Manager
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BARTTER RESEARCH UNIT
Patient Personal Medication Inventory Form

Patient Name: Last 4:

Admission Date: Study Name:

1.
2.
3.
4.
5.
6.
7.
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Upon Admission:
Nurse: . Date:

Study Participant
Signature: Date:

Research Pharmacist
Signature: Date:

Upon Discharge:
Nurse: Date:

Study Participant
Signature: Date:
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SAMPLE ONLY

January 24, 2012

ORDER THROUGH NORMAL SUPPLY CHANNELS

CONTROLLED SUBSTANCE ADMINISTRATION RECORD |~ 7™« oeremamene:mesne
DRUG NOMENCULATURE - SIZE AND STRENGTH IN METRIC DRUG EXPIRATION DATE DOSAGE FORM QUANTITY DISPENSED
LOT OR MFG. NO. CRDERED BY: DISPENSED BY: WARD NO. DATE
R.N. R.PH,
DATE TimE NAME OF PATIENT DoSE BALANCE ADMINISTERED BY
i
i
t
i
B
i
i
!
i
§
i
i
—
The ahove drug has been received The above drug has been administered The abgve entries hsve been reviewed
DATE SIGNATURE OF NURSE DATE SIGNATURE OF NURSE DATE SIGNATURE OF PHRARMACIST
RN .M. R.PH.
TRUG NOMENCLATURE SIZE AND STRENGTH IN METRIC DOSAGE FORM|PHARMACY DISPENSING NC.
£
H
VA FORV EXISTING STOCK OF VA FORM 10-2638, JAN 1978, : 181
may 1o0e 10-2638 T o #U.S.GPO: 1987-0-181-822/83459
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\'2) Department of Veterans Affairs

ALCOHOLICS AND NARCOTICS INVENTORY AND CERTIFICATION RECORD
(8 ~ HOUR NURSE AUDIT)
PERIOD COVERED (INCLUSIVE DATES) NURSING UNIT
The undersigned have jointly counted, and certify to correct count of, alcoholics and narcotics listed on all VA Forms 10-2638 for this nursing unit.
1PO ons ofs
S S A DA K
NOTE - TOP LINE: Signature of off-going nurse. SECOND LINE: Signature of on-coming nurse.
DATE NIGHT DAY EVENING
SUPERCEDES VA FORM 10-1043(TEST), NOV 1963,
VA FORM 1 0-1 043 WILL BE USED O-1043(TEST). NOV 1863 Page 1 of 2

OCT 1989
ATTACHMENT 5
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DATE NIGHT DAY EVENING

REMARKS

VA FORM 10-1043 Page 2 of 2
ATTACHMENT 5




