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Control |l ed Substances Overall Process

CS Custodian initiates order
on a “Request for Controlled
Subst ances for Nonhuman Use”

Funds availability
si gnature
-1 C CSPC signs

The order is faxed to the VRP
Phar macy

Pick up arranged by the CS
Cust odi an.

A “Control |l ed Substances
Record for Nonhuman Use” is
di spensed with the controlled
substance. A running bal ance
and docunentation of use is
kept on the “Record.”

When the bal ance is zero (or
the controlled substance is
no | onger required) the
“Record” (and any renaining
controll ed substance) is
returned to the VRP Pharmcy.

PAGE iii
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Titles of Individuals Involved in Safeguarding
Control | ed Substances

NIH Control |l ed Subst ance
O ficer (CSO (one/ NI H)

Alternate NI H
Control |l ed Substance
O ficer (one/ NIH)

Scientific Director (one/lC)

| C Controll ed Substance Program
Coordi nat or (CSPC) (one/lC)

Alternate IC

Control | ed Substance
Program Coor di nat or
(I C CSPC) (not nore
than two/1C)

Control | ed Substance
Cust odi ans (nunber determ ned
by | C CSPC)
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A. Purpose: This policy describes policies and procedures
for handling and safeguarding controll ed substances for
nonhuman use (i.e., those to be adm nistered to ani mals
or used for in vitro research) at the National Institutes
of Health (NIH) Intramural Research Program from
acqui sition through disposal, as required by the
Conmpr ehensi ve Drug Abuse Prevention and Control Act of
1970, as anended.

B. Policy: It is the policy of the NIH that controll ed
substances will be used solely for research and pati ent
care, and that adequate controls will be established to
prevent unauthorized use. Except as noted bel ow under
"Exceptions,"” the ORS/ DI RS/ VRP (VRP)Pharmacy is the only
organi zation authorized to acquire Controlled Substances
and Drug Enforcenent Agency (DEA) Regul ated Chem cals for
nonhuman use for the Institutes and Centers (1Cs). All
control |l ed substances, including vendor sanples and those
supplied by other 1Cs, shall conme through the VRP
Phar macy.

C. Scope: All Intramural N H personnel and organizations
i nvolved in the nonhunman use of controll ed substances and
DEA regul ated chem cals are subject to the provisions of
this policy.

D. Exceptions: The NIEHS in Research Triangle Park, NC,
NIl A/IRP and NIDA/IRP in Baltinmore, MD, NIAIDRM in
Ham [ ton, MI, NI DDK in Phoenix, AZ, and NCI/FCRDC in
Frederick, MD, are authorized to procure controlled
subst ances and DEA regul ated chem cals for nonhuman use
under research licenses granted to those organi zati ons by
t he DEA. The above organi zations shall devel op internal
policies and procedures governing controlled substances
which are consistent with the policies and procedures
cont ai ned herein.

E. Definitions:
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1. Control | ed Substances are drugs and other materials
by what ever nanme (common or unusual nanme, chem ca
name, or brand nane) designated and categorized
under one of five schedul es by the Controlled
Subst ances Act of 1970, as anended (21 U S.C. 812 et
seq.). Controlled Substances are those itens |isted
in 21 US.C. 812 and 21 C. F.R Part 1308.11-1308. 15.

2. DEA Regul ated Chenicals are chem cal precursors,
reagents and solvents required for the manufacture
of controlled substances, which appear on List | and
List Il in 21 CF. R Part 1310.02.

3. N H Controlled Substance O ficer (NIH CSO) (or
desi gnee) is a pernmanent governnent enpl oyee,
appoi nted by the Associate Director for Research
Services, ORS to adm nister the NIH controll ed
substance program for nonhuman use overseen by the
VRP Pharnmacy. (See NIH Manual 1130, Property:
Personal #4B “Control |l ed Substances.”)

4. Alternate NIH Controlled Substance Oficer is a
seni or | evel permanent governnent enployee who is
designated in witing by the Associate Director for
Research Services, ORS. The Alternate perforns the
duties of the NIH CSO in the absence of the NIH CSO

5. 1C Controlled Substance Program Coordinator (I1C
CSPC) is a senior |evel permanent government
enpl oyee who is designated in witing by the IC s
Scientific Director to oversee the IC s controlled
subst ance program

6. Alternate I1C Controlled Substance Program
Coordinator is a senior |evel permanent governnment
enpl oyee who is designated in witing by the IC
Scientific Director. The Alternate performs the
duties of the IC CSPC in the absence of the I C CSPC
There may be no nore than two Alternates in each IC
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7. Controll ed Substance Custodian (CS Custodian) is a
per manent governnment enpl oyee designated in witing
by the IC CSPC to be responsible for the oversight
and use of controlled substances in his/her area of
responsibility (e.g., Investigator, Physician,
Veterinarian, Facility Manager, Technician).

8. Controlled Substance Lock Box Nunber is a nunber
assigned by the NIH CSO to a specific CS Custodi an
for a specific |ock box location. The assigned
number will be affixed to the inside of the
control |l ed substance | ock box or safe.

F. Responsi bilities:

1. NI H Control | ed Substance O ficer (and Alternate N H
CSO in the absence of the NIH CSO) is responsible
for:

a. Ensuring NIH s conpliance with all DEA
requirenents (21 C.F. R Part 1300 to end), i.e.,
acqui sition, receipt, delivery, security,
reporting (inventory) and di sposal of controlled
subst ances for nonhuman use.

b. Ensuring renewal of the DEA registration
certificate every Septenber, obtaining
preprinted DEA Forns 222 and securing themin a
| ock box, coordinating the biennial inventory
and mai ntaining a separate file for controlled
subst ance orders.

C. Mai nt ai ni ng a dat abase of all controlled
substances issued to CS Custodi ans. The data
base will contain a record for each substance
di spensed. The record will include the nanme of
t he substance, quantity dispensed, |ock box
nunber and CS Custodi an responsi ble. The data
base will also contain the inventory of
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substances in the VRP Pharmacy and will include
a record for each itemreceived.

Conducting the training course “Acquiring and
Saf eguardi ng Controll ed Substances, Nonhuman
Use” for the IC CSPC s and al ternates.

2. | C Scientific Director is responsible for:

Ensuring the 1C s conpliance with this policy.

The appoi ntment of an I C CSPC and not nore than
two Alternates, and providing that information
in witing to the NI H CSO

Ensuring that the 1 C CSPC and Alternate(s)
attend the ORS/DIRS training sem nar "Acquiring
and Saf eguardi ng Controll ed Substances, Nonhuman
Use" and receive a copy of the npbst recent
version of this policy.

3. | C Controll ed Substance Program Coordi nator (and
Alternate(s) in the absence of the I1C CSPC) is
responsi bl e for:

a.

Attending the training course entitled
"Acqui ri ng and Saf eguardi ng Controlled

Subst ances, Nonhuman Use.” Providing training
to the CS Custodians in their IC

Appointing the 1C s CS Custodians by submtting
a conmpleted | ock box registration/CS Custodi an
signature card to the NITH CSO. By signing the
signature card, the I1C CSPC validates that the
CS Cust odi an has conpl eted the mandatory
training and that appropriate |ock
box(s)/security cabinet(s) or safe(s) are

avail able in each CS Custodian’s area of
responsibility to secure all controlled
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subst ances and DEA regul ated chem cal s.

C. Approvi ng requests submtted by the ICs CS
Custodi ans for acquiring controlled substances
or DEA regul ated chem cals. The IC CSPC revi ews
the request and justification of need to ensure
its authenticity. The IC CSPC may require
docunent ati on of need, which can include, but is
not limted to, a copy of the Aninmal Study
Proposal, a brief outline of the study in which
the controlled substances are used, a copy of
the research protocol and/or a progress report.

d. Serving as signature authority for the 1Cs CS
Custodi ans in their absence.

e. Conducting a physical inventory of controlled
substances stored by each CS Custodian in the IC
every 12 nont hs.

f. Conducti ng and/ or assisting the NIH CSO i n
periodi c and bienni al physical inventory of
controll ed substances in their |IC

4. Control |l ed Substance Custodian is responsible for:

a. Conpl eti ng applicable controlled substance
handling training required by their 1C CSPC
prior to ordering controlled substances.

b. Initiating requests for acquiring controlled
subst ances and DEA regul ated chem cal s used
within his/her area of responsibility.

C. Mai nt ai ni ng up-to-date records for al
control |l ed substances used within his/her area
of responsibility. The disposition of al
subst ances issued to his/her |ock box shall be
tracked on the “Controll ed Substance Record for
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Nonhuman Use” provided by the VRP Pharmacy with
each controll ed substance received.

d. Ensuring that all controlled substances and DEA
regul ated chem cals used within his/her area of
responsibility are kept secured in a | ock box or
doubl e | ocked steel cabinet which has been
previously registered with both the I C CSPC and
NI H CSO.

e. Ensuring that all individuals utilizing
controll ed substances and DEA chem cals within
hi s/ her area of responsibility have been trained
in the appropriate handling, record keepi ng and
security procedures prior to being granted
access to these substances.

f. Conducti ng periodic physical inventories of
controll ed substances within his/her area of
responsibility to ensure that all records
accurately reflect the current bal ance of each
item Physical inventories shall be conducted a

m ni mum of every 3 nmonths. In high volune areas
nore frequent physical inventories my be
necessary.

g. The follow ng additional responsibilities are

required of all Custodians ordering controlled
subst ances desi gnated by the DEA as Schedul e 1:

(1) The CS Custodian or investigator nust apply
to the DEA for a Schedule 1 Researcher
Regi strati on.

(2) Once the DEA has issued a Schedule 1
Researcher Registration to the CS Custodi an
or investigator, it is the CS Custodian’s
responsibility to submt a copy of the
conpl eted application form (listing the
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controll ed substance(s) the registrant is
permtted to procure), along with a copy of
t he Researcher Registration provided by
DEA, to the NIH CSO prior to the
procurenment of a Schedul e 1 substance.

(3) All Schedule 1 substances are subsequently
ordered as outlined below and in Section
G, Itens 1-3. Once the Custodi an takes
possessi on of a Schedule 1 controlled
substance, his/her DEA Registration nust be
mai nt ai ned as current until the substance
is used up or properly destroyed and

docunent ed.

| C Principal Adm nistrative Oficer for Intranural
Research is responsi ble for providing an up-to-date
list of individuals who can certify funds

avai lability for controll ed substance purchases.

ORS/ DI RS/ VRP Purchasing Ofice is responsible for
the acquisition of controll ed substances and DEA
regul ated chem cals for nonhuman use, in support of
the NIH Intranmural Research Program in accordance
with DEA and acquisition regulations, policies and
pr ocedur es.

G. Pr ocedur es:

1.

Acquiring Controlled Substances for Nonhuman Use:

Utilizing Form NIH 2765-1 (Appendi x 1), “Request for
Control | ed Substances for Nonhuman Use” Online form
http://forms.cit.nih.gov/ListPDF. ht M, CS Custodi ans
initiate requests for the acquisition of controlled
substances and DEA regul ated chem cals used within
their area of authority. Custodi ans shall reviewthe
conpleted formfor accuracy and obtain funding and
approval signatures prior to subm ssion to the IC
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CSPC. Note: If the iten(s)under procurenent are not
stocked by the ORS/ DI RS/ VRP Pharmacy, possible
sources nust be included in the appropriate areas of
the form

If the itemrequested is a DEA Schedul e 1 substance,
the CS Custodian or an investigator in his/her area
of responsibility, nust hold a DEA Schedul e 1
registration for the substance being procured (see
Section F.4.9). When procuring Schedule 1
substances, the “Request for Controlled Substances
for Nonhuman Use” sent to the VRP Pharmacy nust be
acconmpani ed by a conpleted DEA Form 222.

2. Purchase Order/Contract Placenent By ORS/ DI RS:

The VRP shall designate, in witing, Purchasing
Agents and Contracting O ficers responsible for the
pl acement of orders and approval of contracts for
all DEA regul ated chem cals and controlled

substances. Only these individuals will be
aut horized to place and approve such orders and
contracts.

3. Delivery and Recei pt:

O ficials who order controlled substances may not

al so receive delivery of those controlled

subst ances.

Wth the exception of DEA Schedul e 1 substances, the
VRP Pharmacy is the only | ocation for receipt of
control |l ed substances and DEA regul ated chem cal s
from out si de vendors.

The CS Custodian will arrange for pick up of the
ordered substances fromthe VRP Pharmacy. The CS
Cust odi an or, in his/her absence, the IC CSPC, w ||
sign for and receive all controlled substances and
DEA regul ated chem cals. The CS Custodi an nust
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present an NIH identification card and record its
nunmber when signing his/her name. The VRP Pharmacy
wll issue a “Controll ed Substance Record for
Nonhuman Use,” Form NIH 2765-2 -- Online form
http://forms.cit.nih.gov/ListPDF. htm, with each
controll ed substance.

DEA Schedul e 1 controlled substances will be
delivered directly to the address printed on the DEA
registration form The CS Custodian shall notify the
VRP Pharmacy/ NIH CSO i mredi ately, via fax of the
receiving information to 301-480-0088, upon receipt
of a Schedule 1 controlled substance. Subsequently,
arrangenents wll be made by the VRP Pharnmacy/ N H
CSO for the Custodian to obtain a “Controlled

Subst ance Record for Nonhuman Use” to record the

di sposition of the controlled substance.

4. Use and Security of Controlled Substances and DEA
Regul at ed Chem cal s:

a. Control |l ed Substances

(1) Physical Security of Inventory. Each CS
Custodian is responsible for the proper use
and security of controlled substances in
hi s/ her area of responsibility. The CS
Cust odi an shall ensure that all controlled
substances are maintained in the
appropriately numbered and regi stered | ock
box(s) and/or safe(s) assigned to him her.
The CS Custodian is responsible for control
of the conmbination and/or key(s) for their
safe(s) or lock box(s). Random
unannounced visits by the NIH CSO, | C CSPC
or their designees will be conducted to
nmonitor conpliance with these security
requi renents.
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(2) Record-Keepi ng Requirenents. A notebook
containing the “Controll ed Substance Record
for Nonhuman Use” issued with each
controll ed substance, nust be | ocked up in
t he same room where the controll ed
substances are stored. The fornms nust be
accessible for review and recording at al
times. When recording the use of a
controll ed substance, a line entry is nmade
on the form using one line per procedure
or animal treated. Entries on the
“Control |l ed Substance Record for Nonhuman
Use” shall be made by the individua
wi t hdrawi ng the drug fromthe | ock box or
safe at the tinme the itemis w thdrawn Each
line entry will include the date, name of
Princi pal Investigator or Veterinarian (as
required by the DEA) authorizing the
adm ni stration, the signature of the
i ndi vi dual renoving the drug fromthe | ock
box or safe, the quantity w thdrawn, the
bal ance remai ni ng/ current bal ance, and the
pur pose for admnistration. Units of
measure nmust remain constant on an
i ndi vidual CS Record and accurately refl ect
t he amount of controll ed substance in stock
(ex. mg, m, tablet count, or gm.

There are three different formats for
docunmenting the “purpose”: 1) For an
animal with an individual chart and | D#,
record the animal |D#, species and the
reason why the controll ed substance was
adm ni stered; 2) For an animal w thout an
i ndi vidual chart or |D#, record the
species, the Animal Study Proposal (ASP or
protocol nunber and the reason why the
controll ed substance is being adm ni stered;
[ When a group of animals of the sane
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speci es without individual charts or
identification nunbers are treated at the
sane tinme, with the same dose, for the sane
pur pose, a one-line entry can be nade for
the entire group.] and; 3)when no aninmal is
i nvol ved, describe the in vitro use of the
subst ance.

(3) Accidental Destruction, Danage or
Cont am nation. When a controll ed substance
is accidentally destroyed, damaged, or
contam nated, a line entry is nade on the
“NIH Controll ed Substances Record for
Nonhuman Use.” Each line entry shal
i nclude the date, description of
ci rcunmst ances, signatures of two
i ndi viduals witnessing the destruction of
t he substance, quantity involved and
current balance. When a dose is w thdrawn
fromthe | ock box and recorded on the
Control |l ed Substance Record and only
partially adm nistered to an animal, the
excess remai ni ng should be destroyed and
| ogged as such, in either the animal’s
per manent nedi cal record or on the
Control |l ed ubstance Record. The entry
shoul d be witnessed and initialed by both
parties.

(4) Bulk Powdered Controlled Substances. The
foll ow ng procedure shall be used to keep
an accurate inventory of bulk powdered
controll ed substances. 1In general, these
substances are provided in jars with
renovabl e and repl aceabl e |ids.

(a) Inventory. Follow ng renoval of the
t anper proof seal and prior to opening
the jar, determ ne the total weight of
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the jar, |lid and contents. On the
first line of the “Controll ed

Subst ances Record for Nonhuman Use,”
make an entry that states: a) the
date; b) the total weight of jar, lid
and contents in ng; c) the signature
of person meking the entry; and d) in
t he bal ance colum record the wei ght
of the controll ed substance contai ned
in the full jar as stated on the
manuf acturer’s | abel.

(b) When technically possible, the
following is the recommended way to
di spense powdered controll ed
subst ances:

- Prior to opening the jar, weigh the
jar, lid and contents and verify the
wei ght with that previously recorded
on the Controll ed Substances Record;

- Renmove the |lid fromthe jar and

pl ace the jar containing the powder on
an el ectronic balance and tare the

bal ance;

- Renmove the powder until the
el ectroni c bal ance indicates that the
requi red anmount has been renoved,;

- Make a line entry on the Controlled
Subst ance Record as descri bed above

[ Section G Item4.a. (2) of this
policy], entering the “quantity

wi t hdrawn” ;

- Replace the |lid and verify the
wei ght of the jar, |lid, and contents,
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whi ch should be m nus the anpunt
r enoved

(C) Reconstitution. When a vial of a
powdered drug is reconstituted, record
the follow ng information on the “NH
Control |l ed Substances Record for
Nonhuman Use”: the date reconstituted,
final concentration of solution that
was made, nane of individual who made
t he solution, and the final volune of
solution in m’s.

(5) Transfer of Controlled Substances. Transfer
of controlled substances from one CS
Custodian to another is only permtted
within the same I C and nust be arranged
t hrough the 1C CSPC. All itenms transferred
must be acconpanied by the item s original
“NIH Controll ed Substances Record for
Nonhuman Use.” Follow ng transfer of an
item the I C CSPC nust submt a conpl eted
Form NIH 2765-3, “Intra-Institute
Control |l ed Substance Transfer Notification”
--Online form
http://forms.cit.nih.gov/ListPDF. htm
(Appendi x 3), to the VRP Pharnmacy/ N H CSO
the day of the transfer or the next
busi ness day if transfer occurs on a
weekend or holiday. Transfers between | Cs
are not permtted w thout the authorization
of the NTH CSO. Itens |listed as DEA
Schedul e 1 cannot be transferred.

(6) Project Conpletion and Records Retention.
Upon conpl etion of each “Controll ed
Subst ances Record for Nonhuman Use,” the
bal ance of the controll ed substance
remai ni ng should be zero. Prior to
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returning the conpleted formto the VRP
Phar macy, the CS Custodian shall retain a
phot ocopy for his/her records. Copies

shall be filed by drug and are required to
be kept for a period of two years by the CS

Custodian. If at anytine all entry |lines
are filled in on a given Controlled
Subst ance Record and there is still a

guantity of the drug remaining, the

Cust odi an shall use a copy of a bl ank back
page of a form NIH 2765-2. If the CS

Cust odi an does not have a bl ank back page
contact the VRP Pharmacy for a
continuation page. Staple the first page
and the continuation page together.

b. DEA Regul ated Chem cal s

The CS Custodi an nust ensure proper security of
DEA regul ated chem cals to prevent theft of

t hese chemi cals. Logging each use and keepi ng
runni ng bal ances are not required for these
items. No Controlled Substance Records w Il be
i ssued to the CS Custodi an when they sign for
and receive DEA regul ated chenicals. A “Request
for Controlled Substances for Nonhuman Use,”
with proper authorizing signatures is required
for the acquisition of DEA regul ated chem cal s.

5. Physical Inventory and Reporting:
a. Bi enni al Inventory. The DEA requires

registrants to conduct a physical inventory of
all controll ed substances every other year. The

NIH CSO wi Il send out a nmenp notifying each IC
CSPC when the biennial inventory is to be
conducted. Attached to that meno will be a |ist

of outstanding NIH Control |l ed Substances Records
for each CS Custodian in the IC. The list wll
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contain the control numbers on the Records and
the correspondi ng controll ed substances issued
to each CS Custodian and not yet returned to the
VRP Pharmacy. A physical inventory will be
taken by conmparing the list fromthe NIH CSO
with the contents of the controll ed substances

| ock box and the balance on the Controll ed
Substances Records in the CS Custodian’'s

not ebook. Record the current bal ance on the
sanme line as the correspondi ng control nunber
and the controll ed substance description on the
list obtained fromthe NIH CSO. The Controll ed
Subst ances Physical Inventory List will reflect
all controlled substances in stock at the tine
the inventory is taken. If there are itens in
stock that are not on the list received fromthe
Nl H CSO, then the | C CSPC should add themto the
list. The CS Custodian and the |IC CSPC (or
designee) will sign and date the bottom of the
inventory list. The IC CSPC will conpile the

| C s response to the biennial inventory, forward
the original to the NIH CSO and keep a copy in
his/her file for 2 years.

b. Twel ve Month Inventory. When the I C CSPC
decides to conduct a 12-nonth inventory, as
menti oned previously under Section F. Item 3. e,
he/she will contact the NIH CSO to obtain
printouts of all the outstanding Controlled
Subst ances Records for their I1C s CS Custodi ans.

The lists will be used to conduct the physica
inventory in the same manner as the biennial
inventory. |If there are no discrepancies found,

then the 12-nonth inventory records should be
filed with the biennial inventory records and
kept for two years. |If any discrepancies are
not ed, such as m ssing numbered CS Record pages
that are listed on the inventory formor any

di fferences between the balance on the CS Record
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and the amount in the | ock box, they should be
reported to the NIH CSO i medi atel y.

6. Surplus and Di sposal:

Control | ed substances nust be transferred to the VRP
Phar macy when the CS Custodi an no |onger requires
them Contact the VRP Pharmacy to arrange the
transfer of the controlled substance and the
correspondi ng “Control |l ed Substances Record for
Nonhuman Use.” The N H CSO is responsible for the
di sposal of expired or no longer required controlled
substance. Quantities of DEA regul ated chem cals
bel ow the threshold |l evels (see 21 CFR Part 1310.02)
can be di sposed of through NIH s chem cal waste
contractor.

RECORDS RETENTI ON AND DI SPOSAL: All records (E-mail and
non-E-mail) pertaining to this chapter nust be retained
and di sposed of under the authority of NIH Manual 1743,
“Keepi ng and Destroying Records,” Appendix 1, “NH
Records Control Schedule,” Item 3000-H and/ or 2600-C.
See manual for specific instructions.

NlH E-mai |l nmessages. N H E-mail nessages (nessages,

i ncluding attachments, that are created on NI H conputer
systens or transmtted over NIH networks) that are
evidence of the activities of the agency or have

i nformati onal value are considered Federal records.
These records nust be maintained in accordance with
current NIH Records Managenent guidelines. Contact your
| C Records Officer for additional informtion.

Al'l E-mail nessages are consi dered Governnment property
and, if requested for a legitimte Governnent purpose,
must be provided to the requester. Enpl oyees’
supervisors, NIH staff conducting official reviews or

i nvestigations, and the O fice of the Inspector Ceneral
may request access to or copies of the E-mail nessages.



NIH Manual 1345, Appendix 1 - Form NIH 2765-1.

Request for Controlled Substances
for Nonhuman Use

1. Controlled Substance Custodian’s Name (print) 2. Controlled Substance Custodian Requester (signature and date)

3. Phone No. 4. Fax No. 5. Date needed 6. Organization (IC) 7. CAN 8. CC

9. Building/Room 10. Lock Box No.

11. Name of Lab/Branch Approving Official (print) 12. Lab/Branch Approval (signature and date)

13. IC Controlled Substance Program Coordinator (print) 14. IC Controlled Substance Program Coordinator (signature and date)

15. Funds Authorization, Name and Title (print) 16. Funds Authorization Approval (signature and date)
Description Units/ Control Number

Quantity

(Generic name, strength, size, form) Control Page (Pharmacy use only)

18. Justification (Purpose of use of the controlled substances, required for restricted commaodity)

For items not routinely stocked by the VRP Pharmacy, provide the following information on a suggested source:

19. Potential Source 20. Company Phone Number

21. Catalog Number 22. Price 23. Company Clerk's Name

24. Issued By 25. NIH ID No. 26. Date
27. Received By 28. NIH ID No. 29. Date

NIH 2765-1 (Rev. 8/00)



NIH Manual 1345, Appendix 2 - Form NIH 2765-2.

Control No.
Controlled Substance Record
for Nonhuman Use Lock Box No.
Generic Name Strength
Form Size Initial Quantity Issued

For Powders: Date Reconstituted |Concentration and final volume |Reconstituted By

; Removed from ;
. Authorized By . Quantity Current
Date Purpose/Animal ID/Protocol Safe/Cabinet By
(vet or PI) (signature) Removed | Balance
NIH 2765-2 (Rev. 8/00) INSTRUCTIONS FOR CS CUSTODIAN: This form is to accompany the above-identified controlled

substance until the substance is completely utilized or returned to the VRP Pharmacy. Following
completion, return the original form to the VRP Pharmacy while retaining a copy for your records. All
substances are non-transferable unless authorized in advance by your IC CSPC.



NIH Manual 1345, Appendix 3 - Form NIH 2765-3.

Intra-Institute Controlled Substance
Transfer Notification

In accordance with NIH Manual Issuance 1345, controlled
substances can be transferred within an IC from one CS
Custodian to another. Transfer of a controlled substance
requires that the CS Custodian surrendering the drug complete
and submit a copy of this form to the NIH Controlled Substance
Officer (fax 480-0088). Telephone the VRP Pharmacy at
435-2780 to confirm the receipt of the fax. The original shall

be kept by the surrendering CS Custodian as documentation

of the transfer. At the time of transfer, the surrendering
Custodian shall make a line entry on the “Controlled Substance

Record for Nonhuman Use” (Form NIH 2765-2) accompanying
the drug that states: (a) his/her signature; (b) the date of
transfer; (c) the lock box number to which the drug is being
transferred; and (d) the current balance (which equals the
“Quantity Transferred” on this form). The line entry is then
signed by the CS Custodian receiving the controlled substance.

Name of IC

Transferred from: (Lock box number)

Transferred to: (Lock box number)

Description of controlled substance transfer:

Generic name

Strength Form

Size

Quantity transferred Control number

Date and time transferred

Transfer approved by: (Printed name of IC CSPC)

IC CSPC's signature and date

Controlled substance surrendered by: (Printed name of CS Custodian)

CS Custodian’s signature and date

Controlled substance received by: (Printed name of CS Custodian)

CS Custodian’s signature and date

NIH 2765-3 (Rev. 8/00)
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E-mail messages nust al so be provided to Congressional
commttees if requested and are subject to Freedom of

| nformati on Act requests. Since nost E-mail systens have

back-up files that are retained for significant periods

of time, E-mmil messages and attachnents are likely to be

retrievable froma back-up file after they have been

del eted from an individual’s conputer. The back-up files

are subject to the sanme requests as the original
nmessages.

MANAGEMENT CONTROLS: The purpose of this manual issuance

is to establish the NIH policy and descri be the system
for handling and safeguarding controll ed substances for

nonhuman use on the NI H encl ave and other | ocations where
the NIH has such privileges that are adm ni stered by the

NI H

1. O fice Responsible for Review ng Managenent Controls

Rel ative to this Chapter (Issuing Ofice): Through
this manual issuance, the Ofice of Research
Services (ORS), Division of Intramural Research

Services (DI RS), Veterinary Resources Program (VRP),

is responsible for the method used to ensure that
managenent controls are inmplenented and worki ng.

2. Frequency of Review. Ongoing review

3. Met hod of Review. The VRP will maintain oversight
and ensure effective inplenentation and conpli ance
with this policy through review of a nyriad of
resources, e.g., conplaints received fromNH ICs,
bi enni al physical inventory, random unannounced
checks of the IC-controlled | ock boxes by the NIH

CSO or designee, and other issues that nmay ari se and

requi re tracking.

4. Revi ew reports are sent to: Associate Director for
Research Services, ORS and Deputy Director for
Managenment, NI H |Issues of special concern wil
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brought imrediately to the attention of the
Associ ate Director for Research Services.

Page 18



NIH Manual 1345, Appendix 1 - Form NIH 2765-1.

Request for Controlled Substances
for Nonhuman Use

1. Controlled Substance Custodian’s Name (print) 2. Controlled Substance Custodian Requester (signature and date)

3. Phone No. 4. Fax No. 5. Date needed 6. Organization (IC) 7. CAN 8. CC

9. Building/Room 10. Lock Box No.

11. Name of Lab/Branch Approving Official (print) 12. Lab/Branch Approval (signature and date)

13. IC Controlled Substance Program Coordinator (print) 14. IC Controlled Substance Program Coordinator (signature and date)

15. Funds Authorization, Name and Title (print) 16. Funds Authorization Approval (signature and date)
Description Units/ Control Number

Quantity

(Generic name, strength, size, form) Control Page (Pharmacy use only)

18. Justification (Purpose of use of the controlled substances, required for restricted commaodity)

For items not routinely stocked by the VRP Pharmacy, provide the following information on a suggested source:

19. Potential Source 20. Company Phone Number

21. Catalog Number 22. Price 23. Company Clerk's Name

24. Issued By 25. NIH ID No. 26. Date
27. Received By 28. NIH ID No. 29. Date

NIH 2765-1 (Rev. 8/00)



NIH Manual 1345, Appendix 2 - Form NIH 2765-2.

Control No.
Controlled Substance Record
for Nonhuman Use Lock Box No.
Generic Name Strength
Form Size Initial Quantity Issued

For Powders: Date Reconstituted |Concentration and final volume |Reconstituted By

; Removed from ;
. Authorized By . Quantity Current
Date Purpose/Animal ID/Protocol Safe/Cabinet By
(vet or PI) (signature) Removed | Balance
NIH 2765-2 (Rev. 8/00) INSTRUCTIONS FOR CS CUSTODIAN: This form is to accompany the above-identified controlled

substance until the substance is completely utilized or returned to the VRP Pharmacy. Following
completion, return the original form to the VRP Pharmacy while retaining a copy for your records. All
substances are non-transferable unless authorized in advance by your IC CSPC.



NIH Manual 1345, Appendix 3 - Form NIH 2765-3.

Intra-Institute Controlled Substance
Transfer Notification

In accordance with NIH Manual Issuance 1345, controlled
substances can be transferred within an IC from one CS
Custodian to another. Transfer of a controlled substance
requires that the CS Custodian surrendering the drug complete
and submit a copy of this form to the NIH Controlled Substance
Officer (fax 480-0088). Telephone the VRP Pharmacy at
435-2780 to confirm the receipt of the fax. The original shall

be kept by the surrendering CS Custodian as documentation

of the transfer. At the time of transfer, the surrendering
Custodian shall make a line entry on the “Controlled Substance

Record for Nonhuman Use” (Form NIH 2765-2) accompanying
the drug that states: (a) his/her signature; (b) the date of
transfer; (c) the lock box number to which the drug is being
transferred; and (d) the current balance (which equals the
“Quantity Transferred” on this form). The line entry is then
signed by the CS Custodian receiving the controlled substance.

Name of IC

Transferred from: (Lock box number)

Transferred to: (Lock box number)

Description of controlled substance transfer:

Generic name

Strength Form

Size

Quantity transferred Control number

Date and time transferred

Transfer approved by: (Printed name of IC CSPC)

IC CSPC's signature and date

Controlled substance surrendered by: (Printed name of CS Custodian)

CS Custodian’s signature and date

Controlled substance received by: (Printed name of CS Custodian)

CS Custodian’s signature and date

NIH 2765-3 (Rev. 8/00)
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