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SPECI MEN COLLECTI ON - TRANSPORTATI ON TO THE TESTI NG LABORATORY
1. COLLECTI ON OF SPECI MENS

a. Collection Procedure. This procedure will be under the direct control of
the collection site personnel

(1) The collector shall ensure that necessary supplies are available in
sufficient quantity to conplete schedul ed collections. Al unnecessary
material at the site shall be renpved and, thereafter, the collector shal
have the site under direct observation

(2) The urination area shall be partitioned off, if necessary (existing
bat hroom stall with door is acceptable).

(3) A bluing naterial shall be placed in the water of the toilet bow or
urinal and any accessible toilet tank for the purpose of preventing dilution
of the sanple with toilet water

(4) The individual shall arrive at the collection site on tine, as
desi gnated by the DPC (Drug Program Coordinator). |If the individual fails to

appear at the pre-designated tinme, the DPC will be notified by the collection
site supervisor. Specific |ocal instructions should be provided on who to
contact when an individual fails to report. |In such instances, the collector
will note on the list of individuals scheduled for collections supplied by the

DPC or Human Resources Managenent O ficer, next to the nane of the person who
failed to report, the date and the notation, "Failed to appear."”

(5) The collector nust verify the identity of the individual to be tested.
When an individual arrives at the collection site, the collector shall request

the individual to present photo identification. |f the individual does not
have proper photo identification, the collector will contact the DPC or any
ot her appropriate official, in accordance with |ocally established policy, who
can positively identify the individual. |If the individual's identity cannot

be established, the collector shall not proceed with the collection

(6) The individual shall be asked to renbve unnecessary outer garnents
(coat, hat, gloves, etc.) and handbags that m ght conceal itens or substances
that could be used to tanper with or adulterate the individual's urine
speci men. The collector shall ensure that all personal bel ongi ngs such as a
purse or briefcase remain with the outer garnents. The individual may retain
his or her wallet.

(7) Once positive identification has occurred, the collector opens the
collection kit and renoves the contents in the individual's presence
(hereafter, referred to as "donor"). Then the collector conpletes the
following information on the chain of custody form

(a) NOTE: Split specinmen procedures will be followed as described in this
handbook. Collection site personnel shall prepare two speci nen bottles for
collection (hereafter, referred to as Bottle A and Bottle B)
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(b) Step 1A: Enter the facility name, address and station nunber of the
donor .

(c) Step 1B: Enter the name of the MRO (Medical Review Officer) and the
facility address where the MRO is enpl oyed.

(d) Step 1C. Enter the Donor's Social Security nunber

(e) Step 1D: Place an "X' in the appropriate box (e.g., "Pre-enploynent,
Random etc.").

(f) Step 1E: Place an "X' next to "THC, Cocai ne, PCP, Opiates, and
Amphet ami nes. "

(g) The chain of custody forns are sequentially nunbered. They nust be
used in nunerical order and nust be strictly accounted for.

(8) The donor shall be instructed to wash and dry hands prior to urination
After washi ng hands, the donor shall remain in the presence of the collector
and shall not have access to any water fountain, faucet, soap di spenser,
cl eani ng agent or any other materials which could be used to adulterate the
speci men.

(9) The pre-seal ed urine specinmen Bottle A shall be given to the donor by
the collector. The donor and the collector will inspect the specinen bottle
in the presence of each other. |If the collector notices that tanpering or
alteration of the sealed bottle has occurred, a new collection kit will be
obt ai ned.

(10) Unless the collector is instructed otherwi se, or as specified in
subpar agraph 1la.21, when there is a reason to believe the donor nmay alter or
substitute the specinmen to be provided, the donor may provide the specinen in
the privacy of a stall or otherw se partitioned area that allows for
i ndi vidual privacy. The Chief, Pathol ogy and Laboratory Medicine Service,
shal I review and concur in advance with any decision by a collector to obtain
a speci nen under the direct observation of a same gender individual based on a
reason to believe that the donor may alter or substitute the specinen
provi ded. The reason for collection under observation will be noted in Step 5
of the chain of custody formunder the section for remarks. The renmarks nust
be initialed by the Chief, Pathol ogy and Laboratory Medicine Service,

i ndi cati ng concurrence.

(11) The seal under the cap of the specimen Bottle A wll be renpved by
mal e donors who will be asked to urinate directly into the specinmen bottle.
Females will be given the w de nouth container for specimen collection. A
speci men of at least 45 mlliliters (nL) (approximately 2/3 of full specinmen
container) will be provided by both the male and fenal e donor. The donor will
be instructed not to flush the toilet.

(12) The collector will remain at the collection site but outside of the
stall (or partition) until the urine specinmen is collected by the donor and
t he speci nen container is handed to the collector. The donor will hand the

speci men container to the collector inmrediately after voiding.
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(13) After the collector has possession of the specinen, the donor will be
instructed to flush the toilet and to participate with the collector in
conpl eting the chain of custody form Both the individual being tested and
the collector shall keep the specimen in view at all times prior to its being
seal ed and | abel ed.

(14) The collector shall determine that at least 45 nL (nmilliliters) of
urine 1's obtained fromthe donor. |If at least 45 nL of urine is collected,
ski p subparagraph 15 through 16 and proceed w th subparagraph 17 bel ow

(15) If the volume collected is less than 30 nmL, the action taken wll
depend on the tenperature of the specinen.

(a) If the tenperature is within the acceptable range specified in
subpar agraph 18, the specinmen shall be discarded and a second speci men shal
be collected. The donor may be given a reasonabl e anbunt of water to drink
(not more than 24 ounces of fluid, within a period of up to 2 hours), and then
again attenpt to provide a conplete sanple using a fresh collection container
The coll ector nay use the sanme chain of custody formfor the second speci nen.
The donor nust remain within the area of the collection site during this tine.
The coll ector should note in Step 5 of the chain of custody formthat the

original specinmen was discarded due to insufficient volume. |If on the second
attenpt, the donor provides at least 30 nL but |ess than 45 nmL, the donor
forfeits the use of the split specinen procedure. |If the donor fails for any

reason to provide at least 30 nmL of urine on the second attenpt, after

drinking at nmost 24 ounces of fluid, the insufficient specinen shall be
di scarded, testing shall be discontinued and the Chief, Human Resources
Managenent Service or appropriate managenent official, shall be advised.

(b) If the tenperature is outside the acceptable range specified in
subpar agraph 18, another speci nen shall be collected under direct observation
of a person of the sane gender and both specinmens shall be forwarded to the
| aboratory for testing. The donor nmay be given a reasonabl e anount of water
to drink (not nore than 24 ounces of fluid, within a period of up to 2 hours),
to provide the second specinen. The collector nmust use a separate chain of
custody formfor both specinens. Each specinmen shall be inspected in
accordance with subparagraph 20 bel ow. The tenperature of both specinens
shal |l be neasured in accordance with subparagraph 18. [|f on the second
attenpt, the donor provides at least 30 nmL but |ess than 45 nmL, the donor
forfeits the use of the split specinen procedure. |If the donor fails for any
reason to provide at least 30 nmL of urine on the second attenpt, after
drinking at nmost 24 ounces of fluid, the insufficient specinen shall be sent
to the I aboratory with the original specinmen, and the Chief, Human Resources
Managenent Service or appropriate managenent official, shall be advised.

(16) If the volume collected is at least 30 nL but less than 45 nL, the
action taken will depend on the tenperature of the split specinen.

(a) If the tenperature is within the acceptable range, all of the urine
shoul d be poured (females) or remain in Bottle A and sent to the |aboratory
along with the chain of custody form The collector should provide an
appropriate coment in Step 5 of the chain of custody formin the line
provided for remarks indicating that the donor did not provide a sufficient
vol urme for Bottle B. The donor forfeits the use of the split specinmen
col l ecti on procedure.

(b) If the tenperature is outside the acceptabl e tenperature range, another
speci men shall be collected under direct observation of a person of the sane
gender and both speci mens shall be forwarded to the | aboratory for testing.
The donor may be given a reasonabl e anount of water to drink (not nore than 24
ounces of fluid, within a period of up to 2 hours), to provide the second
speci men. The coll ector must use a separate chain of custody formfor both
specinmens. |If the donor fails to provide 45 niL for the split specinen, the
donor forfeits the use of the split specinen procedure. If the donor fails for
any reason to provide at |least 30 mL of urine on the second attenpt, after
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drinking at nmost 24 ounces of fluid, the insufficient specinen shall be sent
to the I aboratory with the original specinmen, and the Chief, Human Resources
Managenent Service or appropriate managenent official, shall be advised.

NOTE: Under no circunstances is the collector permtted to collect and add or
conbine urine fromtwo separate voi ds.

(17) After the specinen has been provided and submtted to the collector,
t he donor shall be allowed to wash hands.

(18) Wthin 4 minutes after urination, the collector will measure the
tenmperature of the urine using the thernmoneter on collection Bottle A The
tenmperature is then recorded in Step 2 of the chain of custody form |In Step
2 of the chain of custody form place an "X" in the appropriate block to
i ndi cate whether the tenperature was within the acceptable range. |If it was
not, place an "X" in the "NO' block and record the actual tenperature of the
specimen. |If the tenmperature is outside the range of 32 - 38° ¢ 90 - 100°F
that is a reason to believe that the donor may have altered or substituted the
speci men, and anot her specinen shall be collected under direct observation of
a sane gender collector or same gender individual and both specinens shall be
forwarded separately to the | aboratory for testing.

(19) A donor may volunteer to have an oral tenperature taken to provide
evi dence to counter the reason to believe the donor may have altered or
substituted the specimen caused by the specinmen's tenperature falling outside
the prescribed range. |If an oral tenperature is taken, it should be recorded
on the chain of custody formunder Step 5 "Remarks."

(20) I'mediately after the specimen is collected, the collector shall also
i nspect the specimen to deternmne its color and | ook for any signs of
contam nants. Any unusual findings shall be noted under Step 5 "Renarks" of
the chain of custody form If it is apparent on visual inspection that the
donor has adulterated the specimen (e.g., blue dye or other contam nants in
the urine), the collector shall collect another specinen under direct
observation in accordance w th subparagraph 21 bel ow.

(21) Whenever there is a reason to believe that a particul ar individual has
altered or substituted the specinmen provided, a second speci men shall be
obt ai ned as soon as possible under the direct observation of the sane gender
coll ector or individual selected by the Chief, Pathology and Laboratory
Medi ci ne Service, and will be recorded on a separate chain of custody form
Both the original specinen and the second observed specimen will be forwarded
to the | aboratory for testing. All specinmens suspected of being adulterated
shall be forwarded to the laboratory for testing.
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(22) After determ ning the specimen tenperature, the collector, in the
presence of the donor, shall retain 30 nL in Bottle A (or pour 30 nL into
Bottle A for fenmales) for the primary specimen and pour at least 15 nL into
Bottle B for the split specinen.

(23) The collector shall ensure that the specimen bottle caps are securely
screwed on.

(24) NOTE: The collection kit contains two red serrated strips that should
be pl aced over the Bottle tops prior to affixing the peel off labels fromthe
form The red strips should seal the bottles UNDER the peel off |abels from
the form The red strips provide an added protection for the donor. The
coll ector shall place the gunmed | abels fromthe form securely across the top
and down the sides of specimen Bottle A and Bottle B (directly over the red
strips) in view of the donor. The collector shall date each | abel and
instruct the donor to initial each label. Refusal to initial the |abels shal
be noted on the | abel by the collector.

(25) The collector shall instruct the donor to conplete Copy 4 ("Medica
Review O ficer" copy) Step 4 of the chain of custody form The donor shal
i ndi cate a daytime and eveni ng phone nunber, date of birth and after reading
the certification statement that the specimen identified as having been
collected fromthe donor is in fact that specinen the donor provided, print
hi s/her nane with mddle initial, sign, and date the form If the donor
refuses to conplete/sign step 4 of the chain of custody form the collector
shall note this refusal in step 5 under "Remarks."

(26) The collector shall conplete Step 5 of the chain of custody form
inserting the field facility nane, address, collector's phone nunmber, and
i ndicate "yes" for split specimen collection. The collector (after noting any
remarks regarding collection, if necessary) nust print his/her nane, sign and
record the date and tinme of collection

(27) The collector shall conplete Step 6 of the chain of custody form The
collector will print and sign name and indicate the date the specimen was
recei ved and record any transfers of the specinmen.

(28) The collector shall advise the donor of the opportunity to list any
prescription and/or over-the-counter nedications he or she may have recently
taken on the back of the donor copy (copy 5) of the chain of custody form but
not on any other copy. This information will help the donor renenber what
medi cati ons he or she may have taken if a positive result is reported by the
| aborat ory.

(29) Both bottles shall be shipped in a single shipping container, together
with copies 1, 2, and 3 of the chain of custody form

b. Collection Contro

(1) While any part of the chain of custody procedures is being perfornmed,
it is essential that the urine specinen (Bottles A and B) and chain of custody
docunments be under the control of the collector. |If the collector |eaves the
work station nomentarily, the specimen and custody form shall be taken with
the collector or shall be secured in a | ocker or |ocked refrigerator with
access limted to collection site personnel only. After the collector returns
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to the work station, the custody process will continue. |If the collector is
| eaving for an extended period of tine, the specinen shall be packaged for
mai | i ng before the collector |eaves the site.

(2) To the maxi num extent possible, collection site personnel shall keep
t he donor's speci nen bottles within sight both before and after the specinmen
has been collected. After the specinen is collected, it shall be properly
seal ed and | abel ed. The approved chain of custody formis used to identify
t hose individuals who cone in contact with the seal ed speci men bottles. The
dat e and purpose shall be docunented on this form Step 6, each tinme a
speci men is handl ed or transferred and every individual in the chain shall be
identified. Every effort shall be made to mininize the nunber of persons
handl i ng speci nens.

2. TRANSPORTATI ON TO THE DESI GNATED DRUG TEST LABORATORY

a. Packaging. Only the VA-approved specimen collection kits which include
the collection bottles and shi pping boxes will be used (see app. a of this
Handbook). Steps 1 through 6 below will be conpleted in the donor's presence.

(1) The seal ed specinen bottles will be placed in the | eak proof specinen
bag provided and placed in the gray foaminsert in the bottom of the shipping
box.

(2) Peel the Shipping Container Seal off the side of the chain of custody
formand set aside. NOTE: The collection kit contains a separate KIT
SHI PPI NG SEAL. The KIT SHI PPI NG SEAL shoul d be renpved fromthe box and set
aside with the Shipping Container Seal

(3) Then, separate copy nunber 1, "ORI A NAL," copy number 2, "2nd ORI G NAL"
and copy number 3 "SPLIT SPECI MEN' of the chain of custody form fold and
pl ace all three copies inside the | eak proof specinen bag with the urine
bottles. NOTE: |If overnight delivery is required (e.g., DHL, express mail
etc.), conplete appropriate mailing | abel (self-addressed to the MRO and
pl ace the return label in the box.

(4) Cose top of the box. First, affix the KIT SH PPING SEAL in the
designated area. Then affix the Shipping Container Seal fromthe form
directly OVER the KIT SH PPING SEAL. This provides an added protection for
the donor. NOTE: The same person who | ast signed the chain of custody form
(Step 6) must seal the box.

(5) The box will have a pre-printed mailing | abel affixed and addressed to
t he screening | aboratory.

(6) On the Shipping Container Seal now sealing the shipping box containing
t he specinen, the collection site supervisor shall initial in the area
designated "Collector's Initials" and enter the date the speci nen was seal ed
in the container for shipment.

(7) Once the box has been sealed in the donor's presence, give the donor
copy nunber 5 and release the individual as instructed by the DPC or Human
Resour ces Managenment O ficer. The donor nmust remain until the specinen is
seal ed in the shipping container
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(8) Copy number 4 of the chain of custody formis to be handcarried to the
Medi cal Review Officer within 2 workdays so that the MRO may verify that al
results have been received fromthe designated testing | aboratory (see app. D
of the Handbook for sanple menorandunj.

(9) Copy number 6 is to be retained by the collector in secured file.

(10) Copy number 7 is to be forwarded to the DPC with the original schedul e
of donors and kept in a secured file. For pre-enployment testing, copy nhumber
7 will sent to the Human Resources Managenent O ficer.

b. Delivery. The seal ed box containing the specinmen, copies 1, 2 and 3 of
the chain of custody formand the special mailing |label if overnight delivery
is required, will be delivered to the designated drug testing | aboratory by
carryi ng packaged specinen(s) to the mail room Packages being sent via
regular mail may be directly deposited into an official U S. mail bag.

Overni ght deliveries nmust be given to the mailroom supervisor or designee for
special handling. It is not necessary to use registered mail or return
recei pt mail when nmailing specinens.

NOTE: The sane person who seal ed the box nust place the specimen in the
official U S. mil bag or give it to the mailroom supervisor if overnight
mailing is required. Specimens will be mailed fromthe collector's facility
mail roomonly. [If shipment by overnight courier is desired, see instructions
i n subparagraph 2.a.3. and subparagraph 2.c of this Handbook.

c. Expedited Delivery to and from Testing Laboratory. The screening

| aboratory will return the testing results by overnight delivery, but will do
so only if a self-addressed |label is included with each specinen. Failure to

i nclude the appropriate | abel (see subparagraph 2.a.3.) will result in return
shi pnment by regul ar mail

3. RECORDS. The Pathol ogy and Laboratory Medicine Service that collects the
specinmens is only required to maintain copy 6 of the chain of custody form
Copy 6 should be stored in a secured file with access only by collection site
personnel, the Chief of Pathol ogy and Laboratory Medicine Service, MRO
(Medical Review OFficial), Drug Program Coordi nator, and facility Director
NOTE: The Chief, Pathol ogy and Laboratory Medicine Service is responsible for
ensuring that all chain of custody forns are accounted for. Chain of custody
fornms have been sequentially nunbered and nust be used in that order. [If, for
any reason a formis voided, it should not be destroyed. Rather, wite

"VO DED' across the form (sanple in app. E of this Handbook). The Pat hol ogy
and Laboratory Medicine Service should forward copy 4 of the "voi ded" chain of
custody formto the MRO and retain all other copies in a secured file to
ensure full accountability of all forms.

4. REPORTS OF DRUG TEST RESULTS. Al results shall be reviewed by the MRO

The results will be reported directly to the MROw thin an average of 5
wor ki ng days after receipt of the urine sanple by the designated testing

| aboratory (unless overnight delivery has been arranged). (The MRO may al so
receive a prelimnary copy of the results via fax if the MRO has conpleted a
formrequired by the testing laboratory (M nneapolis) indicating the MRO has a
secured fax line.) The official results will be sent via overnight mail or
regular mail. The laboratory that collected the specinens will not receive
test results. Reports to the MROw Il be in printed formonly. Tel ephone
reports are not permtted. A copy of the original chain of custody form
certified by the |aboratory certifying official, will also be sent to the MO
No positive results received by the MRO fromthe testing |aboratory will be
reported to VA administrative officials by the MRO unless verified positive by
t he MRO
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5. | NFORVATI ON REGARDI NG TEST RESULTS FOR SPLI T SPECI MENS.

a. If the test of Bottle Ais verified positive by the MRO the MRO shall
report the result to the Chief, Human Resources Managenent Service or
appropriate nanagenent official. The MRO shall informthe donor of his/her
right, in witing, to have Bottle B (split specinmen) tested at another
| aboratory certified by the Departnent of Health and Human Services (HHS) for
t he presence of the drug(s) for which a positive result was obtained in the
test of Bottle A. The enployee nay choose froma list of three pre-selected
HHS-certified |l aboratories. The MROw Il supply the list to the enpl oyee.
The MRO nust informthe donor of the requirenment to make the request within
72 hours of the MRO inform ng the donor of the results. At that tine, the
donor may request, through the MRO, that Bottle B be tested. Only the donor
may make such a request. The MRO shall honor such a request if it is nade
within 72 hours of the donor's having received notice that he or she tested
positive. |If such a request is nmade, the MROwill contact the VAMC
M nneapolis laboratory, in witing, and request Bottle B, identified by
speci nen identification nunber, be sent to the HHS-certified | aboratory the
donor has selected. The result of this test (Bottle B) shall be transnitted
to the MROwithout regard to the cutoff levels used to test Bottle A

b. Any action taken as a result of an MRO verified positive drug test
(e.g., removal from perform ng safety-sensitive duties) nay proceed whet her
Bottle Bis, or is not, tested.

c. If the result of the split specinen fails to reconfirmthe verified
positive result reported for the primry specinmen (Bottle A), the MRO shall
cancel the primary test result. The MRO shall report the cancellation and the
reasons for it to the Human Resources Managenent Service or appropriate
managenment official at the facility and the Drug Program Adm nistrator, Ofice
of Human Resources Managenent, VA Headquarters, 810 Vernont Avenue, NW
Washi ngton, DC 20420.



