11 PHARMACY EXAMINING BOARD Phar 7.015

Unofficial Text (See Printed Volume). Current through date and Register shown on Title Page.

Chapter Phar 7

PHARMACY PRACTICE

Phar 7.01 Minimum procedures for compounding and dispensing. Phar 7.065  Answering machines in pharmacies.

Phar 7.015 Pharmacy technicians. Phar 7.07 Medication profile record system.

Phar 7.02 Prescription label; name of drug or drug product dispensed. Phar 7.08 Prescription orders transmitted electronically.

Phar 7.03 Prescription renewal limitations. Phar 7.09 Automated dispensing systems.

Phar 7.04 Return or exchange of health items. Phar 7.10 Administration of drug products and devices other than vaccines.
Phar 7.05 Prescription records. Phar 7.12 Central fill pharmacy.

Phar 7.055 Transfer of prescription order information.

Phar 7.01 Minimum procedures for compounding (3) A pharmacist may supervise no more than one pharmacy
and dispensing. (1) Except as provided in sub. (4), a pharmaintern and 4 pharmacy technicians engaged in compounding and
cist or pharmacist-intern who compounds or dispenses accordifigpensing activities as described in sub. (1), except a higher ratio
to a prescription order shall follow the procedures describedriray be authorized by the board upon request to and approval by
thisrule and other applicable procedures. The pharmacist or ptthe board of a specific plan describing the manner in which addi-
macist-intern as directed and supervised by a pharmacist shaltional interns or pharmacy technicians shall be supervised.

(a) Receive electronic or oral prescription orders of a pre- (4) A system for compounding and dispensing not in confor-
scriber, review all original and renewal prescription ordermance vith subs. (1) to (3) may be used if reviewed and approved
whether electronic, written or oral, and determine therapeutig the board.
compatibility and legality of the prescription order. The review History: Cr. Register, January, 1983, No. 325, 2f1-83; am. (1) (intro.), (d) and
shall include, when indicated appropriate, consultation with the S%,f'?‘égg; ﬁg?ﬁlséifve@ff‘gﬂiﬂég‘?alﬁq'_\‘a)‘gfv (g;f (%‘(iln‘tf’ol)?_f‘(’,;‘)-{%)d(ggv (Ff)‘-‘gﬁ;fhg}g:
prescriber. ter, December, 1998, No. 516, eff. 1-1-881. (1) (a), Register, November, 1999,

(b) Read and interpret a prescriber’s directions for use for the 527, eff. 12-1-99; am. (3), Register, April, 2001, No. 5445eff-01.
purpose of accurately transferring the instructions to the prescrip-
tion label. Phar 7.015 Pharmacy technicians. (1) As used in this

(c) Select, compound, mix, combine, measure, count ap@ction, “pharmacy technician” means a non—-pharmacisirer
otherwise prepare drugs needed to dispense a prescription ex@Bptmacistntern who, under the general supervision of a pharma-
that anagent of the pharmacist may procure, measure or count gist who regularly coordinates, directs and inspects the activities
fabricated dosage forms if a pharmacist verifies accuracy of #fethe pharmacy technician, assists the pharmacist in the technical
agent's action. and nonjudgmental functions related to the practice of pharmacy

(d) Make a final check on the accuracy and correctness of fidn€ Processing of prescription orders and inventory manage-
prescription. For all original and renewed prescriptions, the pf@€nt. “Pharmacy technician” does not include ancillary persons
scriptionorder record shall identify the pharmacist responsible f§fich include, clerks, secretaries, cashiers or delivery persons,
the prescription. who may be present in the pharmacy.

(e) Give the patient or agent appropriate consultation relative(2) A pharmacist may delegate technical dispensing functions
to the prescription except that prescriptions may be delivered 1§y Pharmacy technician, but only under the general supervision
an agent of the pharmacist to a patient’s residence if the delivfyfhe pharmacist where the delegated functions are performed.
is accompanied by appropriate directions and an indication tH&chnical dispensing functions include: o
consultation is available by contacting the pharmacist. The con-(&) Accepting written or electronic prescription orders of the
sultation requirement applies to original and renewal prescriptiBfescribing practitioner or from the prescribing practitioner’s
orders and, except when prescriptions are delivered to a patieR@€nt.
residence, isot satisfied by only ééring to provide consultation.  (b) Accepting original oral prescription orders from the pre-

(em) Transfer the prescription to the patient or agent of tfefibing practitioner or prescribing practitioner’s agent, ictre-
patient. versation is recorded and listened to and verified by the pharma-

(f) Receive, when required by law and standard professiofift Prior to dispensing. ] o
practice, permission to renew from authorized prescribers, and(C) Requesting authorization for a refill from the prescribing
note on the prescription order, medication profile record or urtactitioner.
formly maintained and readily retrievable document the follow- (d) Accepting oral authorization for a refill from the prescrib-

ing information: ing practitioner or prescribing practitioner’s agent, provided there
1. Date renewed. are no changes to the original prescription order.
2. Name of practitioner authorizing renewal, if different from (€) Accepting a request from a patient to refill a prescription.
the original prescriber. (f) Obtaining and entering patient or prescription data into the
3. Quantity of drug dispensed_ patlent information SyStem.

4. Identification of the pharmacist renewing the prescription. (9) Preparing a prescription label. _ _
(2) Subsection (1) (d) and (e) does not prohibit institutional (") Retrieving medication from stock, counting or measuring
pharmacists or community pharmacists serving institutions fr ec_ilcatlon, an_d placmg the _medlcatlon in its final container.
receiving prescription orders, dispensing and returning prescrip-() Reconstituting prefabricated dosage forms. .
tion medications consistent with accepted inpatient institutional () Compounding pharmaceuticals pursuant to written policies
drug distribution systems. Subsection (1) applies to any instifi2d procedures.
tional pharmacy dispensing to outpatients, including prescrip- (k) Affixing a prescription label to its final container.
tions for discharged patients. (L) Placing ancillary information on the prescription label.

Register, May, 2008, No. 629



Phar 7.015 WISCONSIN ADMINISTRATIVE CODE 12

Unofficial Text (See Printed Volume). Current through date and Register shown on Title Page.

(m) Prepackaging and labeling drugs for dispensing by a phar-(a) “Health item” means drugs, devices, hypodermic syringes,
macist. needles or other objects for injecting a drug, medicines, or items

(n) Preparing unit dose carts for final review by a pharmaciéf. personal hygiene.

(o) Retrieving and transporting stock medication to and from (b) “Inpatient health care facility” means any hospital, nursing

pharmacist approved areas. home, county home, county mental hospital, tuberculosis sanitar-
(p) Other technical functions that do not require the profeléim or similar facility, but does not include community-based res-
sional judgment of a pharmacist. idential facilities, jails or prison facilities.

(q) Transferring the prescription to the patient or agent of the (¢) “Original container” means the container in which a health
patient, provided that the pharmacist has first provided a patié§fn was sold, distributed or dispensed.
consultation. (d) “Resident health care patient” means a patient residing in
(3) A pharmacy technician may not do any of the following2 com_munity—based residential facility _tha; controls a r(_a_sident’s
(a) Provide the final verification for the accuracy, Va”dityprescrlbed and over—the—counter medications as specified by s.
completeness, or appropriateness of a filled prescription or medHS 83.37

cation order. (e) _“Secured institutional health care patient” means any of the
(b) Perform any of the following tasks: following:
1. Participate in final drug utilization reviews. 1. A jail inmate patient whose dispensed health items are

: : : aintainedunder the custody and control of the jail pursuant to an
2. Make independent therapeutic alternate drug Selecnong]pproved policy and procedure manual under s. DOC 350.17,

3. Participate in final drug regimen screening, includingynining policies and procedures for totrol and administra-
screening for therapeutic duplication, drug-to—drug interactions; | of medications complying with s. DOC 350.20
incorrect dosage, incorrect duration of treatment, drug allergy 5 A i tient wh id o ) d tional
reactions and clinical abuse or misuse. . A juvenile patient who resides in a secured correctiona

. facility, as defined in s. 938.02 (15m), Stats.; a secured child car-

4. Perfqrm any act necessary tobea managlng_pharmaclgg institution, as defined in s. 938.02 (15g), Stats.; a secured
_ 5. Administer any prescribed drug products, devices or vagouphome, as defined in s. 938.02 (15p), Stats.; a secured deten-

cines. tion facility, as defined in s. 938.02 (16), Stats.; or a juvenile por-
~ (c) Provide patient counseling, consultation, or patient specifien of a county jail whose dispensed health items are maintained
judgment, such as interpreting or applying information, includingnder the custody and control of the health services staff as

advice relating to therapeutic values, potential hazards and usRSined in s. DOC 316.02 (6) and provided to a juvenile patient

(4) The pharmacist shall provide the final verification for theinder the provisions of s. DOC 316.03.

accuracy, validity, completeness, and appropriateness of thiote: Section 938.02 (15m), Stats., was renumbered to s. 938.02 (10p), Stats., by

i ) it 1 i inti 05 Ws. Act 344 and the term “secured correctional facility” was changed to “juve-
pag!en: sprtehscnpttl_on EI’IOI’ to the dteltl_\lel’y of the prescription to th%i?e correctional facility”. Section 938.02 (15p), Stats., was repealed by 2005 Wis.
patient or the patents representative. Act 344. Section 938.02 (16), Stats., was renumbered to s. 938.02 (10r), Stats., and

History: Cr. Register, April, 2001, No. 544, ﬁgl—Ol:CR 07-099: cr. (2) (@), “secure detention facility” ws changed to “juvenile detention facility” by 2005 Wis.

r. (3) (d) Register May 2008 No. 629, eff. 6-1-0 Act 344,
. ] () “Tamper-resistant package” means a container bearing a
Phar 7.02  Prescription label; name of drug or drug beyond use date that is sealed so that the contents cannot be used

product dispensed.  No drug product may be dispensed unlesﬁ-ﬁhout obvious destruction of the seal.

the prescription label discloses the brand name and strength, or t .
generic name, strength, and manufacturer or distributor of :%e&) No health items after taken from a pharmacy where sold,

drug product dispensed unless the prescribing practitioffiptributed odispensed, may be returned to that pharmacy, except
requests omission of the above information. If a pharmacist, plft- 2nY ©f the following:

suant to a prescription order that specifies a drug product by its(a) From an inpatient health care facility, provided they are in
brand name, dispenses the drug product equivalent of the difugjr original containers and the pharmacist determines the con-
product specified in the prescription order, the prescription laehts are not adulterated or misbranded.

may include both the generic name of the drug product equivalentb) Where the health items were dispensed in error, were
and the brand name specified in the prescription order, unlessdBgective, adulterated, misbranded, or dispensed beyond their
prescribing practitioner requests that the brand name be omitiegond use date.

fromthe label. If a brand name drug product is dispensed, the Pre7c) When in the professional judgment of the pharmacist sub-

scription label may contain both the brand name and the genefigsia| harm could result to the public or a patient if they were to

name of the drug product equivalent dispensed unless the pre- .~ . . : P ;
scribing practitioner requests that the generic name of the d?g tarllrérlr;(t:;gop;]ossessmn of the patient, patient's family or agent,

product equivalent be omitted from the label. L . .
History: Cr. Register, January, 1983, No. 325, eff. 2-1-83; Register, August, (d) FoOr a secured institutional health care patient or resident

1991, No. 428, eff. 9-1-91; am. Register, January, 1996, No. 482;&f96,CR ~ health care patient where all of the following apply:
07-097: am. Register May 2008 No. 629, eff. 6-1-08 . . .
1. The health item was never in the possession and control of

Phar 7.03 Prescription renewal limitations. A pre- the patient. _ o _ _
scription order for any drug other than controlled substances, 2. The health item was sold, distributed or dispensed in a tam-
which bears renewal authorization permitting the pharmacistRér—resistant package and, for a drug, includes the beyond use
renew the prescription as needed (PRN) by the patient, shall @ate and manufacturer’s lot number.
be renewed beyond one year from the date originally prescribed. 3. The health item is not commingled with a different health

No prescription order containing either specific or PRN renewigém unless the health item will be repackaged and redispensed to
authorization is valid after the patient-physician relationship hgfe same patient.

ceased. ; i - ;
; ) _ 4. The health item is in its original container and the pharma-
19'3'ff°,\,?,'_' 4%; Register, January, 1983, No. 325, eff. 2-1-83; Register, AUQUYiqt determines the contents are not adulterated or misbranded.

(e) A health item that is prepackaged for consumer use and
Phar 7.04 Return or exchange of health items. (1) In  labeled in compliance with all applicable state and federal laws
this section: where all of the following apply:
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1. The pharmacist determines that the original package is(g) Retrieval designation.

unopened, sealed and intact and that package labeling is unalistory: Cr. Register, January, 1983, No. 325, 2f1-83; cr. (5), Register, Sep-
tered tember, 1987, No. 381, eff. 10-1-87; CR 00-165: am. (3) (a) (intro.), (b) 6., (c), (5)
' and (6) (intro.), r. (3) (b) 4., cr. (3) (b) 8., Register July 2001, No. 547 eff. 8-1-01;

2. The pharmacist determines the contents are not adultgf-05-078: m. (1) and (6) to be (1m) and (1) and am. (1) (intro.), (b) and (1m), r.
ated. (3) to (5) Register January 2006 No. 601, 2f1-06.

(3) Health items returned to a pharmacy pursuant to sub. (2)phar 7.055 Transfer of prescription order informa-
(b) and (c), may not be sold, resold, or repackaged and soldiQf, (1) ‘GeneraL REQUIREMENTS. A pharmacist may transfer
resold, given away, or otherwise distributed or dispensegtescription order information between pharmacies licensed in
Returned health items shall either be destroyed at the pharmgfy siate or another state, for the purpose of original or refill dis-
or delivered for destruction or other disposal by an authopiged pensing, if all of the following conditions are satisfied:

son or entity. . o (&) The transfer is communicated directly between 2 pharma-

(3m) _Healthltems returned from a secured institutional healthists either by verbal transfer or by a computer system transfer
care patient to a pharmacy pursuant to sub. (2) (d), must be segfgating the requirements of sub. (4). Communication by facsim-
gated in the pharmacy and may not be sold, resold, or repackagethachine is not allowed unless the prescription order informa-
and sold or resold, given away, or otherwise sold, distributed@§n being transferred is verified verbally between 2 pharmacists.

redispensed other than to a secured institutional health care(b) A computer system used to record a verbal transfer of pre-

patient. _ ~ scription order information for a non—controlled substance meets
(4) Itis not a “return” for a patient or agent of a patient tehe requirements of s. Phar 7.05 (1) (a) and (b).

deliver a previously dispensed drug or device to a pharmacy for(c) The pharmacist receiving the verbal transfer of prescription
the purpose of repackaging and relabeling of that previously diggjer information for either a controlled or a non—controlled sub-
pensedirug or device, and subsequent return of the drug or deviggncerecords the transferred information in writing unless a com-
for the same patient’s use. puter system transfer meeting the requiremengsiaf(4) is used.

Note: The DEA does not permit the return of controlled substances to a pharmacy . - .
from a non-DEA registrant under any circumstances. (d) All original and transferred prescription orders are main-

(5) It is not a “return” for a patient or agent of a patient ttpined for a_perlod of 5 years from t.he_ date of the last reflll._
deliver a previously dispensed drug or device to a pharmacy for(€) A written copy of any prescription order for a prescribed
the purpose of destruction at the pharmacy or other disposal byli#g provided by a pharmacist is identified in writing as “COPY
authorized person or entity. — FOR INFORMATION ONLY.” No prescribed drug may tis-

Note: Cancer and chronic disease drug returns and redispensing pursuant Pgnsed based on an information copy.
DHS 148 are allowed provided the pharmacy follows the requirements in ch. DHS (f) A pharmacist making or receiving a transfer of prescription

148. . . L . . .
Note: A prescription drug that is returned to a pharmacy that primarily serv Jder information 1S llcense.d in th.e state in which he or she per-
patients confined in a state prison is not addressed in this rule. Such a drug ma@bENS an act required by this section.

redispensed to a et in a state prison provided the requirements of s. 450.09 (7m), (2) NON-CONTROLLED SUBSTANCES. The transfer of prescrip-

Stats., are satisfied. . . X - :
History: Cr. Register, January, 1983, No. 325, eff. 2-1-83; am. Register, Augutépn order Ir.]f(.)rmatlon for T‘O” C(.)mr.OHEd su_bs_tances for the pur

1991, No. 428, eff. 9-1-91; r. and recr., Register, December, 1998, No. 516, Bﬁ?ses_ of orlgln_al or refill dispensing is permissimlgsuant to the

1-1-99; CR 05-029: cr. (1) (c) to (f), (2) (d) and (e), (3m) and (5), am. (2) (intrdollowing requirements:

and (b) Register December 2005 No, 600, eff. 1-1e66gction in (1) (d) made

under s. 13.92 (4) (b) 7., Stats. (a) The pharmacist making the transfer records the following
information:
Phar 7.05 Prescription records. (1) A computerized 1. The word “VOID" is written on the face of the invalidated

system may be used for maintaining a record, as required url@scription order or recorded in a similar manner to “VOID” on
this section, of prescription dispensing and transfers of presci@Prescription order in a computer system meeting the require-
tion order information for the purposes of original or refill disments of s. Phar 7.05 (1) (a) and (b).

pensing if the system: 2. The name and address of the pharmacy to which it was

(a) Is capable of producing a printout of any prescription ddfgnsferred, the name of the pharmacist receiving the prescription
which the user pharmacy is responsible for maintaining. The s@éder, the date and the name of the pharmacist transferring the
tem shall be designed so that the pharmacy can receive the plirmation are recorded on the reverse side of the invalidated
out within 48 hours after requesting the printout, prescription order or in a computer system meeting the require-

. i o . . ments of s. Phar 7.05 (1) (a) and (b).
(b) Is equipped with an auxiliary procedure which, during peri- for of S der inf ion f
ods of down—time, shall be used for documentation of prescription, 3, A fransfer of prescription order information for a non-con-
dispensing.The auxiliary procedure shall ensure that prescripti?‘t&o”ed substance for the purposes of refill dispensing is limited to
refills are authorized by the original prescription order, that ttia€ number of authorized refills. o
maximum number of prescription refills has not been exceeded(b) The pharmacist receiving the transferred prescription order
and that all of the appropriate data are retained for on-line erffffprmation shall record in writing the following:

as soon as the computer system is again available for use. ‘1. The word “TRANSFER” on the face of the transferred pre-
(Im) A record of all prescriptions dispensed shall be mai§€ription order. _
tained for a period of 5 years after the date of the last refill. 2. The name and address of the patient, the name and address

(2) All systems used for maintaining a record of any prescriﬁ-f the prescribing practitioner, and the name and quantity and dos-

tion dispensing shall include: age form of the drug product or device prescribed and the direc-
0 e tions for use.
(a) Patient’s identification.

. 3. The date of issuance of the original prescription order.
(b) Name, strength and dosage form of the drug product dis- 4. The original number of refills authorized on the original

pensed. prescription order
(€) Quantity dl_spensed. ) i 5. The date ofriginal dispensing if the prescription order has
(d) Date of all instances of dispensing. previously been dispensed.
(e) Practitioner’s identification. 6. The number of valid refills remaining and the date of the
() Pharmacist’s identification. last refill.
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7. The pharmacy’s name, address, and the prescription onaexcist, and provided other requirements of reducing the prescrip-
number from which the prescription order information was trangen order to writing, labeling and filing are met.
ferred. History: Cr. Register, December, 1998, No. 516, Bff1l-99.

8. The name of the pharmacist making the transfer.

9. The name, address and telephone number of the phar ghar 7.07  Medication profile record system. (1) An

from which the original prescription order was transferred if di _ﬁa}(/idual medication profile record system shall be maintained
ferent than subd ? P p n all pharmacies for persons for whom prescriptions, original or
s ~ . renewal, are dispensed for outpatient use. The system shall be

(3) CoNTROLLED SUBSTANCES. The transfer of prescription capable of permitting the retrieval of information. The system
order information for controlled substances for the purposes fded not be limited to individual medication profile records.
refllltdl_spensmg is permissible pursuant to the following require- (2) The following minimum information shall be retrievable:
me(ra]l)S'The transfer of prescription order information is permissi- (&) Patient name, or other identifying information.

p P P g)) Address of the patient.

ble only on a one time basis unless a computer system meeting th ) T .
requirements of sub. (4) is used. (c) Birth date of the patient if obtainable.

(b) If a computer system meeting the requirements of sub. (4)(d) Name of the drug product dispensed.
is used, a transfer of prescription order information for the pur- () Strength of the drug product dispensed.
poses of refill dispensing is limited to the number of authorized (f) Dosage form of the drug product dispensed.
refills. _ _ (g) Quantity of the drug product dispensed.
(c) Unless a computer system meeting the requirements of sqb(h) Directions for use.
(4) is used, the pharmacist making the transfer shall record in ert-(i) Retrieval designation assigned to the prescription order.

ing the following information: . . . . -
1. The word “VOID” is written on the face of the invalidatedpr e(gcr%?itgncg allinstances of dispensing, for original and renewal

prescription order. (K) Practit identificati
. . ractitioner iaentification.
2. The name, address and DEA registration number of th(RIote: This subsection incorporates renewal dispensing information required by

pharmacy to which it was transferred, the name of the pharmagigéral law (21 CFR 1306.22) and state law (s. 450.11 (5), Stats.).

receiving the prescription order and the date and the name of thqg) The pharmacist shall be responsible for attempting to

pharmacist transferring the information are recorded on thgcertain and record any patient allergies, adverse drug reactions,

reverse side of the invalidated prescription order. drug idiosyncrasies, and any chronic conditions which may affect
(d) Unless a computer system meeting the requirements of slfog therapy as communicated by the patient or agent of the

(4) is used, the pharmacist receiving the transferred prescriptjmatient. If none, this should be indicated.

order information shall record in writing the following informa-  (4) At the time a prescription order is reviewed by the pharma-

tion: cist for dispensing, the pharmacist shall review the medication
1. The word “TRANSFER” on the face of the transferred prgofile record of the patient for the previously dispensed medica-
scription order. tion history and shall determine whether the prescription order

2. The name and address of the patient, the name, addres#ggented should be dispensed.
DEA number of the prescribing practitioner, and the name and(5) Medication prdile records, if used as the only documenta-
quantityand dosage form of the drug product or device prescribtian of renewal dispensing, shall be maintained for a period of not
and the directions for use. less than 5 years following the date of the last entry. If the profile
3. The date of issuance of the original prescription order. '€cords are not used as the only documentation of renewal dis-

- ) ) .. pensing they shall be maintained for a period of not less than 1
4. The original number of refills authorized on the orlglne@ear from the date of the last entry.

prescription order. History: Cr. Register, January, 1989, No. 397, eff. 2-1-89; renum. from Phar
5. The date of original dispensing. 7.08, Register, August, 1991, No. 428, eff. 9-1-91; am. (1), Register, December,
oo . 1998, No. 516, effl~1-99.

6. The number of valid refills remaining and the dates and
locations of previous refills, if applicable. ~ Phar 7.08 Prescription orders transmitted electron-

7. The name, address, telephone number, DEA registratigally. (1) Except as provided in s. 453.068 (1) (c) 4., Stats., and
number and prescription order number of the pharmacy frags otherwise prohibited by law, prescription orders may be
whichthe prescription order information was transferred if differaccepted and dispensed if they have been transmitted electroni-
ent from the pharmacy from which the prescription order wasally from a practitioner or his or her designated agent to a phar-

originally dispensed. macy via computer modem or other similar electronic device.
8. The name of the pharmacist making the transfer. Prescription orders transmitted by facsimile machine are not con-
9. The name, address, telephone number, DEA registrat%ﬁered electronic prescription orders; but rather, written prescrip-

number and prescription order number of the pharmacy frdfRh orders.
Note: Prescription orders for schedule Il controlled substances may not be trans-

which the prescription order was originally dispensed. mitted electronically except as emergency orders, subject to the same requirements
(4) UseoF cOMPUTERSYSTEM. A computer system used for for oral emergency orders for schedule Il controlled substances. See s. 961.38 (1r)

transferring prescription order information shall, in addition t8"d (2). Stats., and s. Phar 8.09. o

meeting the requirements of s. Phar 7.05 (1) (a) and (b), contaif2) A pharmacist may dispense a prescription pursuant to a

a common central processing unit electronically sharing a redllescription order transmitted electronically, if the pharmacist

time, on-line database to which both the transferring and recedgsures the prescription order does all of the following:

ing pharmacy have access. (a) Was sent only to the pharmacy of the patient’s choice and
History: CR 05-078: cr. Register January 2006 No. 601 2eff-06. only at the option of the patient, with no intervening person or
third party having access to the prescription order other than to

Phar 7.065 Answering machines in pharmacies. forward it to the pharmacy.

Oral prescription orders may be received at a pharmacy via a tele{b) Identifies the individual sender’s name and telephone num-
phone answering device and dispensed by the pharmacist if lee for oral confirmation, the time and date of transmission, and
voice of the physician or physician’s agent is known to the phdhe pharmacy intended to receive the transmission.
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(c) Is designated “electronically transmitted prescription”, or 2. Initial location of the automated dispensing system. The

with similar words or abbreviations to that effect. automated dispensing system may thereafter be relocated within
(d) Contains all other information that is required in a prescriff’e Pharmacy or inpatient health care facility without providing
tion order. subsequent notification to the board.

(3) The prescribing practitioner’s electronic signature, or 3. ldentification of the managing pharmacist.
other secure method of validation shall be provided with a pre-(d) Assigning, discontinuing or changing personnel access to
scription order electronically transmitted via computer modem tre system.
other similar electronic device. (e) Assuring that access to the medications comply with state
(4) Any visual or electronic document received in connectioand federal laws.
with an electronically transmitted prescription order shall be (f) Assuring that the automated dispensing system is stocked

accessible only within the professional service area of the phagcuratelyand in accordance with established written policies and
macy to protect patient confidentiality and assure security.  procedures.

(5) A pharmacist who receives a prescription order electroni- (5) An automated dispensing system shall comply with the
cally shall ensure the security, integrity and confidentiality of thellowing provisions:
prescription order and any information contained in the order. To ) A pharmacy shall maintain on-site the following documen-
maintain the confidentiality of patient records, the electronic syggion relating to an automated dispensing system:
:em shall have adequate security and system safeguards designe . Name and address of the pharmacy or inpatient health care
0 prevent and detect unauthorized access, modification, §{3‘l't here the svstem is being used
manipulation of patient records. Once the prescription has bé [y w y ! ! g used. i
dispensed, any alterations in prescription order drug data shall be2- The system manufacturer’s name, model and serial num-
documentedncluding the identification of the pharmacist responber-
sible for the alteration. 3. Description of how the system is used.
(6) Access to the electronic mail system for the receipt of pre- 4. Written quality assurance procedures to determine contin-
scription orders electronically may only be acquired by use oti&d appropriate use of the system.
password or passwords, known only to individuals authorized to 5. Except as required pursuant to par. (b), written policies and
access the system. procedures for system operation, safety, security, accuracy,
(7) A pharmacist may not use any electronic device to circurccess and malfunction.
vent his or her responsibilities with regard to documenting, (b) All written policies and procedures shall be maintained in
authenticating and verifying prescription orders oorigfer to cir- the pharmacy responsible for the automated dispensing system.
cumvent other pharmacy laws. (c) An automated dispensing system shall have adequate secu-
History: Cr. Register, November, 1999, No. 527, £#-1-99. rity systems and procedures, evidenced by written policies and
) . procedures to prevent unauthorized access to maintain patient
Phar 7.09  Automated dispensing systems. (1) In  confidentiality and to comply with federal and state laws.
this section: . _ _ (d) Records and data kept by the automated dispensing system
(a) “Automated dispensing system” means a mechanical S¥fall meet the following requirements:
tem that perform operations or activities, other than compounding 1 - Ajj events involving the contents of the automated dispens-
or administration, relative to the storage, packaging, dlspensmggﬁ systems must be recorded electronically.
n

distribution of medications, and which collects, controls, al 2. Records shall be maintained by the pharmacy and be avail

maintains all transaction information. ; g
B . o . . able to the board. Records shall include:
(b) “Inpatient health care facility” means any hospital, nursing The ti d locati fth ; d
home, county home, county mental hospital, or tuberculosis sani- & '€ lIMeé and focation of the system accessed.
torium, but does not include community—based residential facili- b- Identification of the individual accessing the system.

ties. c. Type of transaction.
(2) An automated dispensing system may be used in a com- d. Name, strength, dosage form and quantity of the drug
munity pharmacy, as provided in this section. accessed.

~ (3) An automated dispensing system may be used as providede. Name of the patient for whom the drug was ordered.

in this section by an institutional pharmacy serving an inpatient f. Such additional information as the managing pharmacist
health.ca.re facility, that has an es_tabllshed program of receivim@y deem necessary.

prescription orders, and dispensing and returning prescription ) The stocking of all medications in the automated dispens-
medications consistent with accepted inpatient institutional drgS

[oEan ; ; system shall be accomplished by qualified personnel under no
distributionsystems. An automated dispensing system used by|aks than the general supervision of a licensed pharmacist; except

institutional pharmacy shall only be located in that institutionghat when an automated dispensing system is located within a
pharmacy or within the inpatient health care facility. pharmacy the supervision must be direct.

_(4) The managing pharmacist of a community pharmacy or an (f) A record ofmedications stocked into an automated dispens-

institutional pharmacy is responsible for all of the following:  ing'system shall be maintained for 5 years and shall include identi-
(a) Assuring that the automated dispensing system is in gdiétion ofthe person stocking and pharmacist checking for accu-

working order and accurately dispenses the correct strength, desy.

age form, and quantity of the drug prescribed and complying with (4y Al containers of medications stored in the automated dis-

the recordkeeping and security safeguards pursuant to sub. (gbnsing system shall be packaged and labeled in accordance with
(b) Implementing an ongoing quality assurance program tisate and federal law.

monitors performance of the automated dispensing system, whichp) Al aspects of handling controlled substances shall meet the

is evidenced by written policies and procedures. requirements of all state and federal law.

_ (c) Providing the board with prior written notice of the installa- (j) The automated dispensing system shall provide a mecha-

tion or removal of an automated dispensing system. The notjgm for securing and accounting for medications removed from

provided shall include, but is not limited to the: and subsequently returned to the automated dispensing system, in
1. Name and address of the pharmacy. accordance with state and federal law.
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Phar 7.09 WISCONSIN ADMINISTRATIVE CODE 14-2
Unofficial Text (See Printed Volume). Current through date and Register shown on Title Page.
() The automated dispensing system shall provide a meckhall be made available upon request for inspection by the board

nism for securing and accounting for medication returned to tbeits agent.
system andccounting for wasted medications in accordance with (c) The central fill pharmacy and originating pharmacy main-

state and federal law. tain a written filling protocol delineating each pharmacy’s
History: Cr. Register, October, 2000, No. 538, eff. 11-1-00. assumption of responsibility for compliance with the prescription
Phar 7.10 Administration of drug products and drug compounding and dispensing requirements of this chapter

devices other than vaccines. A pharmacist may administer and ch. Phar 8 o ) .

a drug product, as defined in s. 450.01 (11), Stats., or device, a§d) The originating pharmacy shall remain responsible for
defined in s. 450.01 (6), Stats., in the course of teaching a patie@mpliancewith the prescription drug compounding and dispens-
self-administration techniques except a pharmacist may g requirements of this chapter and ch. Phar 8, and which are not
administer byinjection a prescribed drug product or device unlegssumed in viting by the central fill pharmacy pursuant to a writ-
he or she satisfies each of the following: ten filling protocol.

(1) The pharmacist has successfully completed 12 hours in a(e) The originating pharmacy shall at all times remain solely
course of study and training, approved by the American counkgisponsible to perform and comply with the requirements of s.
on pharmaceutical education or the board, in injection techniquBbar 7.01 (1) (e) and (em).
emergency procedures and record keeping. (f) Unless the central fill pharmacy shares a common central

(2) The pharmacist has in effect liability insurance againgrocessing unit with the originating pharmacynéy not perform
loss, expense and liability resulting from errors, omissions processing functions such as the medication profile record review
neglect inthe administration by injection of prescribed drug prodsf the patient, drug initialization review, refill authorizations,
ucts or devices in an amount that is not less than $1,000,000ifderventions and drug interactions.
each occurrence and $2,000,000 for all occurrences in any ongg) The prescription label attached to the container shall con-
policy year. The pharmacist shall maintain pribait he or she sat- tain the name and address of the originating pharmacy as the
isfies this requirement and, upon request, shall provide copiesieénsedacility from which the prescribed drug or device was dis-
such proof to the department or board. pensed for purposes of s. 450.11 (4) (a) 1., Stats. The date on

(3) The pharmacist has written procedures regarding thdich the pescription was dispensed for purposes of s. 450.11 (4)
administration by ijection of a prescribed drug product or devicéa) 2., Stats., shall be the date on which the central fill pharmacy
in the course of teaching self-administration techniques tofiked the prescription order.

patient. N _ ) _ ~(h) The originating pharmacy shall maintain the original of all
Note: To administer a vaccine a pharmacist must meet the requirements "p?escription orders received for purposes of filing and record-
450.035, Stats. . -
History: Cr. Register, December, 1999, No. 528, B1-00. keeping as required by state and federal law.

i . . (i) The central fill pharmacy shall maintain all original fill and
Phar 7.12  Central fill pharmacy. (1) In this section:  refill requests received from the originating pharmacy and shall
(a) “Central fill pharmacy” means a pharmacy licensed in thigeat them as original and refill prescription orderspurposes of
state acting as an agent of an originating pharmacy to fill or refiling and recordkeeping as required by state and federal law.

a prescription. . ~ () In addition to meeting the other recordkeeping require-
(b) “Originating pharmacy” means a pharmacy licensed in thisents required by state and federal law, the central fill pharmacy
state that uses a central fill pharmacy to fill or refill a prescripticihd originating pharmacy shall each maintain records to identify
order. each of its pharmacists responsible for receiving and reviewing
(2) A central fill pharmacy and originating pharmacy mayrescription orders and compounding and dispensing pursuant to
process a request for the filling or refilling of a prescription order prescription order and track the prescription order during each
received by an originating pharmacy only pursuant to the followtep in the dispensing process.

Ing requirements: (k) The central fill pharmacy and originating pharmacy shall

(a) The central fill pharmacy either has the same owner as #upt a written quality assurance program for pharmacy services
originatingpharmacy or has a written contract with the originatingesigned to objectively and systematically monitor and evaluate
pharmacy outlining the services to be provided and the responise quality and appropriateness of patient care, pursue opportuni-
bilities of each pharmacy in fulfilling the terms of the contract ities to improve patient care, resolve identified problems and
compliance with federal and state law. insure compliance with this section.

_ (b) The central fill pharmacy shall maintain a record of all orig- (L) The originating pharmacy shall provide the patient with the
inating pharmacies, including name, address and DEA numhgime and address of the central fill pharmacy and obtain consent

for which it processes a request for the filling or refilling of a prexs required by applicable state and federal law.
scription order received by the originating pharmacy. The recordhistory: CR 01-075: cr. Register November 2003 No. 575 1€#1-03
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