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Rule 1. Application Requirements (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 1.1. Definitions
856 IAC 1-1.1-1 Adoption of definitions

888

856 IAC 1-1.1-2
856 IAC 1-1.1-3

“Pharmacy Practice Act” defined
“In personal attendance” defined

856 IAC 1-1.1-1 Adoption of definitions
Authority: IC 25-26-13-4
Affected: |C 25-26-13-2; IC 35-48-1-1

Sec. 1. All terms which are defined in IC 25-26-13-2
shall have the same meanings as they are so defined
when used in the rules and regulations of the Indiana
board of pharmacy found in Article 1 of Title 856 of the
Indiana Administrative Code. (Indiana Board of Phar-
macy; 856 IAC 1-1.1-1; filed Dec 3, 1985, 3:02 pm: 9 IR
767; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330; errata filed Jan 9, 2002, 4:20 p.m.: 25 IR 1645)

856 IAC 1-1.1-2 “Pharmacy Practice Act” defined
Authority: IC 25-26-13-4
Affected: |C 25-26-13

Sec. 2. The term “Pharmacy Practice Act” when used
in these regulationsisin reference to Acts 1977, Public
Law codified at 1C 25-26-13 as amended from time to
time. (Indiana Board of Pharmacy; 856 IAC 1-1.1-2;
filed Dec 3, 1985, 3:02 pm: 9 IR 767; readopted filed
Nov 13, 2001, 3:55 p.m.: 251R 1330; erratafiled Jan 9,
2002, 4:20 p.m.: 25 IR 1645)

856 IAC 1-1.1-3 “In personal attendance” defined
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 3. Theterm “in personal attendance” as the same
isin IC 25-26-13-18(a) of the Pharmacy Practice Act
means being physically present in the area specified as
the dimensions of the pharmacy intherelevant pharmacy
permit application. (Indiana Board of Pharmacy; 856
IAC 1-1.1-3; filed Dec 3, 1985, 3:02 pm: 9 IR 767;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
erratafiled Jan 9, 2002, 4:20 p.m.: 25 IR 1645)

Rule 2. Pharmacists Certificate

856 IAC1-2-1  Display of certificate

856 IAC 1-2-2  lllegal display of certificate; prohibition
856 IAC1-2-3  Notification of address change

856 IAC1-2-4  Service by mail sufficient notice

856 IAC1-2-5  Duplicate certificate or drugstore permit;

fees (Repeal ed)

856 IAC 1-2-1 Display of certificate
Authority: IC 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11
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Sec. 1. Certificates of licensure shall be conspicuously
displayed in the drugstore, pharmacy, hospital, dispen-
sary or other placewheredrugs are sold or dispensed and
where the owner or holder thereof is in employment.
Failure to comply with this rule shall be deemed suffi-
cient cause for suspension or revocation of the license.
(Indiana Board of Pharmacy; Reg 2,Sec 1; filed Jun 18,
1962, 10:00 am.: Rules and Regs. 1963, p. 119;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1331)

856 IAC 1-2-2 lllegal display of certificate; prohi-
bition
Authority: IC 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 2. The display of a certificate of licensure as a
pharmacist in a drugstore, pharmacy, hospital, dispen-
sary, or other place where drugs are sold or dispensed,
and in which place the owner and holder of such license
is not in bona fide employment, shall be deemed an
illegal use of such license, and upon satisfactory proof of
such illegal use, such license may be revoked. (Indiana
Board of Pharmacy; Reg 2,Sec 2; filed Jun 18, 1962,
10:00 a.m.: Rules and Regs. 1963, p. 119; readopted
filed Dec 2, 2001, 12:35 p.m.: 25 1R 1331)

856 IAC 1-2-3 Notification of address change
Authority: IC 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 3. All holders of alicense as a pharmacist shall
notify the Indiana board of pharmacy of any change of
address. (Indiana Board of Pharmacy; Reg 2,Sec 3; filed
Jun 18, 1962, 10:00 a.m.: Rulesand Regs. 1963, p. 119;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 1R 1331)

856 IAC 1-2-4 Service by mail sufficient notice
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 4. The Board has no way of knowing whether or
not a notice reaches its destination and, therefore, when
a notice has been mailed to the person concerned, the
duty of the Board has been performed. (Indiana Board of
Pharmacy; Reg 2,Sec 4; filed Jun 18, 1962, 10:00 am:
Rules and Regs. 1963, p. 119; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-2-5 Duplicate certificate or drugstore
per mit; fees (Repealed)

Sec. 5. (Repeal ed by | ndiana Boar d of Pharmacy; filed
Aug 12, 1987, 9:45 am: 11 IR 94)

856 IAC 1-3.1-2

Rule 3. Experience (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 3.1. Examination and Experience Require-
ments

856 IAC 1-3.1-1 Licensure by examination

856 IAC 1-3.1-2 Information for licensure

856 IAC 1-3.1-3 Passing scores

856 IAC 1-3.1-4 Reexamination

856 IAC 1-3.1-5 Pharmacist intern/extern; experiencere-
quirement

856 IAC 1-3.1-6 Board approval required for practical expe-
rience programs for pharmacist in-
tern/extern registration; pharmacy permit
required, exceptions, prior approval of
nonpharmacy experience site; minimum-
maximum hours of practical experience

856 IAC 1-3.1-7 Pharmacist intern/extern; program require-
ments

856 IAC 1-3.1-8 Pharmacist intern/extern; mini-
mum/maximum hours of supervision (Re-
pealed)

856 IAC 1-3.1-9 Pharmacist intern/extern; practical experi-
ence affidavits

856 IAC 1-3.1-10 Pharmacist intern/extern; unacceptable
experience time (Repeal ed)

856 IAC 1-3.1-11 Out-of-state externship and other practical
experience programs; postgraduaterequire-
ments; taking the licensure examination
before compl etion of practical experience

856 IAC 1-3.1-12 Out-of-state practical experience; reciproc-
ity

856 IAC 1-3.1-13 Fraud or misrepresentation in applying for
or taking examination

856 IAC 1-3.1-1 Licensure by examination
Authority: IC 25-26-13-4
Affected: |C 25-26-13

Sec. 1. All pharmacist applicants for licensure by
examination qualified by law and as provided in rules of
the board shall take the compl ete examination consisting
of North American Pharmacist Licensure Examination
(NAPLEX™) and the Multistate Pharmacy Jurispru-
dence Examination (MPJE™). All exams shall be given
in the English language only. (Indiana Board of Phar-
macy; 856 IAC 1-3.1-1; filed Dec 3, 1985, 3:02 p.m.: 9
IR 767; filed Apr 23, 1999, 2:06 p.m.: 22 IR 2876;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 |AC 1-3.1-2 Information for licensure
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 2. (a) Persons seeking licensure by examination



856 IAC 1-3.1-3

shall file an application on aform supplied by the board.
(b) Persons seeking licensure by examination shall
provide the following information on, or submit such
information with, the application for licensure:
(1) Complete name, address, and telephone number.
(2) Date and place of birth.
(3) Certification of complete history and structure of
hours of pharmacy experience prior to and after
graduation.
(4) Intern/extern certificatenumber, including dateand
state from which certificate was issued.
(5) Two (2) recent passport-type (2" x 2") photographs
of the applicant, taken within eight (8) weeks prior to
filing the application.
(6) Thefee asrequired by 856 IAC 1-27-1.
(7) Either:
(A) certification of graduation from a program
approved by the board pursuant to 856 |AC 1-5-1; or
(B) in the case of an applicant applying in the last
half-year of the curriculum, certification from the
dean of an approved pharmacy program that the
applicant is expected to successfully complete the
curriculum;
however, the applicant shall not be allowed to sit for
the examination until the board has received certifica-
tion of graduation.
(Indiana Board of Pharmacy; 856 I1AC 1-3.1-2; filed Dec
3, 1985, 3:02 p.m.: 9 IR 767; filed Aug 12, 1987, 9:45
a.m.: 11 IR 94; filed Apr 23, 1999, 2:06 p.m.: 22 IR
2876; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

856 IAC 1-3.1-3 Passing scores
Authority: IC 25-26-13-4
Affected: |C 25-26-13

Sec. 3. To successfully pass an examination, the
applicant must attain a general average of not less than
seventy-five (75) on the examination taken after the
effective date of thisrule. (Indiana Board of Pharmacy;
856 IAC 1-3.1-3; filed Dec 3, 1985, 3:02 p.m.: 9 IR 767;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1331)

856 |AC 1-3.1-4 Reexamination
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 4. If an applicant fails an examination or any
portion of an examination and wishesto retakethefailed
portions, the applicant shall file anew complete applica-
tion, except that the applicant may include affidavits or
data concerning his or her experiencein a pharmacy and
attendance at a college or school of pharmacy by refer-
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ring to the original application. An applicant who failsto
pass a portion of the examination after two (2) sittings
shall be permitted to take subsequent examinations,
providing the candidate first both appears before the
board for consultation, and receives the express written
permission of the board. (Indiana Board of Pharmacy;
856 IAC 1-3.1-4; filed Dec 3, 1985, 3:02 p.m.: 91R 767,
readopted filed Dec 2, 2001, 12:35 p.m.: 25 1R 1331)

856 IAC 1-3.1-5 Pharmacist intern/extern; experi-

ence requirement
Authority: |C 25-26-13-4
Affected: |C 25-26-13

Sec. 5. The period of practical experience required by
law for an applicant for a pharmacist license shall be
computed and credited from the date of registration asa
pharmacist intern/extern, with no credit given for any
experience in pharmacy prior to registration or during a
period when the registration has lapsed or is suspended
or revoked by the board. (Indiana Board of Pharmacy;
856 IAC 1-3.1-5; filed Dec 3, 1985, 3:02 p.m.: 9 IR 768;
filed Apr 23, 1999, 2:06 p.m.: 22 IR 2876; readopted
filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-3.1-6 Board approval required for
practical experience pro-
grams for pharmacist in-
tern/extern registration;
pharmacy permit required,
exceptions; prior approval of
nonphar macy experiencesite;
minimum-maximum hour s of

practical experience
Authority: |C 25-26-13-4
Affected: |C 25-26-13

Sec. 6. (@) The Indiana board of pharmacy (board)
shall approveall practical experience programswherever
served. Persons responsible for theintegrity and content
of practical experience programs shall furnish informa-
tion regarding material changes to the board, prior to
implementation, for approval of the program. Approval
may bewithheld for cause, which may include, but is not
limited to, unapproved material changein the program or
change in program administration.

(b) All persons wishing to satisfy their practical
experience requirementsin Indiana shall possessavalid
registration as a pharmacist intern or extern in Indiana
while the practical experience hours are being served.

(c) If the experienceisin a pharmacy that is required
by law to have a pharmacy permit, that pharmacy must
have avalid pharmacy permit. A pharmacy permit is not
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required if:
(1) the practical experience is being obtained at a site
other than a pharmacy, for example, sites primarily
engaged in:
(A) manufacturing;
(B) research;
(C) consulting;
(D) drug information;
(E) drug utilization review; or
(F) other pharmacy-related activity; or

(2) the experienceisin a pharmacy that is not required

to have a permit, for example, federally owned facili-

ties.

(d) Prior approval isrequired for experienceinasite other
than apharmacy. A written request must be submitted to the
board prior to beginning the experience period if:

(1) anindividual intern or preceptor is seeking board

approval, the request for approval shall include:

(A) adetailed description of the proposed practical
experience program with respect to time, place,
duties, responsibilities, and supervision; and

(B) the name of the person responsible for supervis-
ing the experience; or

(2) an approved college or school of pharmacy is

seeking board approval for experiential courses, the

request for approval shall include:
(A) adetailed description of the proposed practical
experience coursewithrespect to duties, responsibil-
ities, and supervision; and
(B) the name of the course coordinator responsible
for site sel ection and maintenance of theintegrity of
the program.

(e) Acceptablepractical experiencetimeper week shall
consist of not less than four (4) and not more than sixty
(60) hours of time per week served under the supervision
of a pharmacist or another board approved practical
experiencesupervisor. (IndianaBoard of Phar macy; 856
IAC 1-3.1-6; filed Dec 3, 1985, 3:02 p.m.: 91R 768; filed
Apr 23, 1999, 2:06 p.m.: 22 IR 2876; readopted filed
Dec 2, 2001, 12:35 p.m.: 25 1R 1331)

856 IAC 1-3.1-7 Pharmacist intern/extern; pro-

gram requirements
Authority: |C 25-26-13-4
Affected: |C 25-26-13-2

Sec. 7. (@) Practica experience requirements for
pharmacist interns/externsin Indianamay be satisfied by
complying with either of the following:

(1) Completion of the practical experience require-

ments of the college or school of pharmacy fromwhich

theintern/extern hasgraduated, if the curriculumof the
college or school has been accredited by:

856 IAC 1-3.1-10

(A) the American Council on Pharmaceutical Educa
tion (ACPE);

(B) the Canadian Council on Pharmacy Accredita-
tion (CCPA); or

(C) another board-approved practical experience
program.

(2) In the event the intern/extern has graduated froma

nonaccredited program as outlined in subdivision (1)

or has no practical experience asapart of that individ-

ua’s educational curriculum, the intern/extern must
complete a minimum of one thousand five hundred

(1,500) hours of practical experience under the super-

vision of a pharmacist and provide the board, prior to

or concurrent with application for licensure, awritten
description of the objectives and duties of that experi-
ence.

(b) If a candidate for licensure as a pharmacist in
Indianahasbeen licensed asapharmacist in another state
or jurisdiction and has been engaged in the practice of
pharmacy asdefined in 1C 25-26-13-2 for aperiod of not
less than one (1) year, the practical experience require-
ment iswaived. (Indiana Board of Pharmacy; 856 IAC
1-3.1-7; filed Dec 3, 1985, 3:02 p.m.: 91R 768; filed Jan
3, 2000, 10:03 a.m.: 23 IR 1107; readopted filed Dec 2,
2001, 12:35 p.m.: 251R 1332)

856 |AC 1-3.1-8 Pharmacist inter n/extern; mini-
mum/maximum hours of su-
pervision (Repeal ed)

Sec. 8. (Repeal ed by Indiana Boar d of Phar macy; filed
Apr 23, 1999, 2:06 p.m.: 22 IR 2878)

856 IAC 1-3.1-9 Pharmacist intern/extern; practi-

cal experience affidavits
Authority: |C 25-26-13-4
Affected: |C 25-26-13

Sec. 9. The acceptable pharmacist intern or pharmacist
extern practical experience time must be verified by
practical experience affidavits signed at the termination
of each period of practical experience. All such affidavits
must list all practical experiencetime on acalendar week
basis showing actual time served each week. (Indiana
Board of Pharmacy; 856 I1AC 1-3.1-9; filed Dec 3, 1985,
3:02p.m.: 91R768; filed Apr 23,1999, 2:06 p.m.: 22IR
2877; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

856 | AC 1-3.1-10 Pharmacist inter n/extern; unac-
ceptable experiencetime (Re-
pealed)



856 IAC 1-3.1-11

Sec. 10. (Repealed by Indiana Board of Pharmacy;,
filed Dec 2, 2001, 12:35 p.m.: 25 IR 1340)

856 IAC 1-3.1-11 Out-of-state externship and other
practical experience pro-
grams,; postgraduaterequire-
ments; taking the licensure
examination before comple-

tion of practical experience
Authority: |C 25-26-13-4
Affected: |C 25-26-13-11

Sec. 11. (a) Time accepted for experience gained in
approved school supervised practical experience pro-
grams in other states successfully completed while
enrolled in a professional degree program recognized
under 1IC 25-26-13-11(a)(3) will be credited toward
fulfillment of experience hours required under section 7
of this rule. Time accepted for practical experience
obtained while not enrolled in a professional degree
program and approved under section 6 of this rule may
be credited to experience requirements at the board’s
discretion, whether or not served in Indiana.

(b) A description of the out-of-state practical experi-
ence program with the number of hoursit contains shall
be submitted with the certification for evaluation by the
board subject to the following:

(1) Students supplying detailed information on their
program at least eight (8) weeks in advance of the
board examination datewill havetheir hoursevaluated
to determine the number that will be accepted toward
the prelicensure five hundred twenty (520) hour
reguirement.
(2) Studentsnot supplying sufficient detailed informa-
tion on their program or failing to submit the same
within eight (8) weeks before the board examination to
alow evaluation may takethe exam prior totheeval ua-
tion of their program. After evaluation, they will be
notified of the hoursthat may be accepted. If sufficient
hours are not accepted, licensure will not be granted.

(c) A candidate for licensure who has graduated from
an approved school of pharmacy may take the examina-
tion before completing the required practical experience
hours. However, the candidate will not be licensed as a
pharmacist until affidavits are received for the entire
practical experience requirement. (Indiana Board of
Pharmacy; 856 IAC 1-3.1-11; filed Dec 3, 1985, 3:02
p.m.: 9 IR 768; errata, 9 IR 1101; filed Apr 23, 1999,
2:06 p.m.: 22 IR 2877; readopted filed Nov 13, 2001,
3:55 p.m.: 25 1R 1330)

856 |AC 1-3.1-12 Out-of-state practical experience;
r eciprocity
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Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 12. Practical experience time served in another
state will be accepted and will permit the applicant to
take the NAPLEX examination subject to section 11 of
thisruleif the following requirements are met:

(1) The practical experience time served in such other

state meets all requirements of Indiana law and is

experience time of the type that is acceptable to the

Indiana board of pharmacy (board).

(2) The applicant has a valid intern or apprentice

license from the state where the experience is served.

Or, if that other state does not require an intern or

apprenticelicense, the applicant must submit certifica-

tion or an affidavit from the secretary of the board that
state showing that no intern or apprentice license is
required.
(Indiana Board of Pharmacy; 856 IAC 1-3.1-12; filed
Dec 3, 1985, 3:02 p.m.: 9 IR 769; filed Apr 23, 1999,
2:06 p.m.; 22 IR 2878; readopted filed Dec 2, 2001,
12:35 p.m.: 251R 1332)

856 IAC 1-3.1-13 Fraud or misrepresentation in
applying for or taking exami-
nation

Authority: |C 25-26-13-4
Affected: |C 25-26-13

Sec. 13. Any misrepresentation made or any fraud
perpetrated in an application for examination, or in the
examination, shall be deemed sufficient cause for the
refusal of such application, or to compl ete such examina-
tion, and if such misrepresentation or fraud isnot discov-
ered until later than at the time of the submission of such
application, or until the completion of such examination,
it shall be deemed sufficient causefor the dismissal from
the examination, or the refusal to grant a certificate, or
therevocation of the certificateif already issued, and the
fee paid with such application for such examination shall
be forfeited; provided, however, that the action of the
board shall be subject to the law in force with respect to
the denial of alicense or permit on application. (Indiana
Board of Pharmacy; 856 IAC 1-3.1-13; filed Dec 3,
1985, 3:02 pm: 9 IR 769; readopted filed Nov 13, 2001,
3:55 p.m.: 25 IR 1330)

Rule 4. Reciprocity

856 IAC1-4-1  Licensetransfer

856 IAC1-4-2  Application forms

856 IAC1-4-3  Restoration of Indiana certification by
reciprocity (Repealed)

856 IAC1-4-4  Qualifications of applicantsfor license
transfer
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856 |AC 1-4-1 Licensetransfer
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 1. All applicants for license transfer registration
must submit their application, with acertified photograph
of the applicant and if necessary a copy of their birth
certificate attached thereto, and may be requested to
appear in person before the Indiana board of pharmacy
(board) for apersonal interview during aboard meeting.
An Indianalaw examination must be passed before any
certificate of licensure will beissued. A practical exami-
nation will be administered to the applicant if the board
determines that the applicant has not been actively
practicing pharmacy in thetwelve (12) months preceding
the application. Applicationsfor license transfer must be
reviewed and approved at a board meeting prior to
examination and prior to the applicant’ s board requested
personal appearance. (Indiana Board of Pharmacy; Reg
4, Sec 1; filed Jun 18, 1962, 10:00 a.m.: Rulesand Regs.
1963, p. 119; filed Dec 3, 1985, 3:02 p.m.: 9 IR 769;
filed Apr 23, 1999, 2:06 p.m.: 22 IR 2878; readopted
filed Dec 2, 2001, 12:35 p.m.: 25 IR 1333)

856 IAC 1-4-2 Application forms
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 2. All applicants applying for license transfer in
Indiana are required to make application on the official
application blanks issued by the National Association of
Boards of Pharmacy. (Indiana Board of Pharmacy; Reg
4,Sec 2; filed Jun 18, 1962, 10:00 a.m.: Rulesand Regs.
1963, p. 119; readopted filed Dec 2, 2001, 12:35 p.m.:
251R 1333)

856 |AC 1-4-3 Restoration of Indiana certification
by reciprocity (Repealed)

Sec. 3. (Repealed by Indiana Boar d of Phar macy; filed
Apr 23, 1999, 2:06 p.m.: 22 IR 2878)

856 IAC 1-4-4 Qualifications of applicantsfor li-

censetransfer
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13-4; IC 25-26-13-11

Sec. 4. Applicantsfor license transfer will be admitted
to Indiana only if their qualifications for licensure,
possessed at the time of their original registration in the
state from which they came, were equal to the require-
ments of Indiana at that time. (Indiana Board of Phar-
macy; Reg 4,Sec 4; filed Jun 18, 1962, 10:00 a.m.: Rules
and Regs. 1963, p. 120; readopted filed Dec 2, 2001,

856 IAC 1-6.1-1

12:35 p.m.: 25 1R 1333)

Rule 5. Recognition of Accredited Schools
856 IAC1-5-1  Recognition of accredited schoolsor col-
leges (Repeal ed)

8561 AC 1-5-1 Recognition of accredited schools or
colleges (Repeal ed)

Sec. 1. (Repealed by Indiana Board of Pharmacy; filed
Dec 2, 2001, 12:35 p.m.: 25 IR 1340)

Rule 6. Drugstor es, Pharmacies, Apothecary
Shops (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Jun 20,
2001, 3:59 p.m.: 24 IR 3651)

Rule 6.1. Drugstor es, Phar macies, Apothecary
Shops
856 IAC 1-6.1-1 Pharmacy equipment; lack of access be-
tween adjacent pharmacies

856 IAC 1-6.1-1 Pharmacy equipment; lack of ac-
cess between adjacent phar-

macies
Authority: IC 25-26-13-4
Affected: |1C 25-26-13-18

Sec. 1. (a) In addition to the requirements of 1C 25-26-
13-18, the qualifying pharmacist for each pharmacy
issued a permit by the board shall be responsible for all
decisions concerning the additional fixtures, facilities,
and equipment needed by the pharmacy to operate
properly in compliance with the law regulating pharma-
cies. In making those decisions, the qualifying pharma-
cist shall consider minimum health, safety, and security
measures as well as the type and scope of practice, the
patient’ s needs, and the laws and rules that apply.

(b) If requested by a representative of the Indiana
board of pharmacy (board), the qualifying pharmacist
shall justify, in writing, all decisions made under this
rule.

() The board shal determine whether minimum
health, saf ety, and security measures have been satisfac-
torily met by an applicant for a pharmacy permit before
the permit isissued or at any time the permit isin effect.

(d) If the board determines that a pharmacy does not
meet the requirements of |C 25-26-13-18 and thisrule, it
will identify and notify the qualifying pharmacist of the
deficiencies. The qualifying pharmacist shall correct or
cause to be corrected the deficiencies identified within
thirty (30) days of notification by the board of the
noncompliance.
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(e) Failureto timely correct the deficienciesidentified
isgrounds for denial or revocation of a permit.

(f) To assure that no pharmacy isleft unattended by a
pharmacist whilethat pharmacy isin operation, no means
of access may be constructed or maintained between
adjacent pharmacies. (Indiana Board of Pharmacy; 856
IAC 1-6.1-1; filed Jun 20, 2001, 3:59 p.m.: 24 IR 3651)

Rule 7. Pharmacy Permits

856 IAC1-7-1  Change of pharmacy ownership

8561AC1-7-2 Applicationfor permitto conduct pharmacy

856 IAC1-7-3  Relocation of pharmacy

856 IAC1-7-4  Licensed pharmacist required for each
pharmacy

856 IAC1-7-5  Pharmaceutical consultation service for
extended care facilities; notice to board
(Expired)

856 IAC1-7-6  Consulting pharmacist and dispensing
pharmacist; definitions (Expired)

856 IAC 1-7-7  Duties of consulting pharmacist (Expired)

856 IAC 1-7-1 Change of pharmacy owner ship
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 1. In case of change of ownership of a pharmacy
the original permit becomes void and must be returned,
by the new owner, with application to the Board of
Pharmacy for a new permit. (Indiana Board of Phar-
macy; Reg 7,Sec 1; filed Jun 18, 1962, 10:00 am: Rules
and Regs. 1963, p. 121; readopted filed Sep 14, 2001,
3:04 p.m.: 251R532; readopted filed Nov 13, 2001, 3:55
p.m.: 25 IR 1330)

856 |IAC 1-7-2 Application for permit to conduct

phar macy
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 2. All applications for a permit to conduct a
pharmacy will require the action of at least a quorum of
the Board. (Indiana Board of Pharmacy; Reg 7,Sec 2;
filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p.
121; readopted filed Sep 14, 2001, 3:04 p.m.: 251R532;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-7-3 Relocation of pharmacy
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11; | C 25-26-13-18

Sec. 3. To be eligible for relocation of a pharmacy an
applicant must show to the satisfaction of the board that
therequirementsfor theeligibility for apharmacy permit
assetoutin IC 25-26-13-18 will be met. Prior to rel ocat-
ing apharmacy the proprietor shall filean application, on
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aform prescribed and furnished by the board, setting out
al information so requested on such form. Prior to
moving a pharmacy, after receipt of board approval, the
permit holder shall submit the premises to a qualifying
inspection by a representative of the board. (Indiana
Board of Pharmacy; Reg 7, Sec 3; filed Jun 18, 1962,
10:00 am: Rules and Regs. 1963, p. 121; filed Dec 3,
1985, 3:02 pm: 9 IR 770; readopted filed Sep 14, 2001,
3:04 p.m.: 251R532; readopted filed Nov 13, 2001, 3:55
p.m.: 25 IR 1330)

856 IAC 1-7-4 Licensed pharmacist required for

each phar macy
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-11

Sec. 4. Every application for a permit to operate a
pharmacy must set forth the name of the pharmacist,
licensed by the Indiana board of pharmacy, who will be
in full responsible charge for the legal operation of the
pharmacy under said permit. Any person, firm, corpora-
tion, co-partnership or association owning or operating
more than one pharmacy must secure a permit for each
such pharmacy and no single registered pharmacist shall
be permitted to qualify for morethan onestore. Provided,
however, nothing in thisregulation shall be construed to
apply to the ownership of such pharmacy but shall apply
only to the issuance of permitsfor the operation of such
pharmacy. (Indiana Board of Pharmacy; Reg 7, Sec 4;
filed Jun 18, 1962, 10:00 am: Rules and Regs. 1963, p.
122; filed Dec 3, 1985, 3:02 pm: 9 IR 770; readopted
filed Sep 14, 2001, 3:04 p.m.: 25 IR 532; readopted filed
Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

8561 AC1-7-5 Pharmaceutical consultation service
for extended carefacilities; notice
to board (Expired)

Sec. 5. (Expired under |C 4-22-2.5, effective January
1, 2003.)

856 IAC 1-7-6 Consulting pharmacist and dispens-
ing pharmacist; definitions (Ex-
pired)

Sec. 6. (Expired under IC 4-22-2.5, effective January
1, 2003.)

856 IAC 1-7-7 Duties of consulting pharmacist
(Expired)

Sec. 7. (Expired under IC 4-22-2.5, effective January
1, 2003.)
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Rule 8. Known Phar maceutical M anufacturer
and M anufactur er—Definition

856 IAC 1-8-1 Known pharmaceutical manufacturer; defi-
nition (Repeal ed)
856 IAC1-8-2  “Manufacturer” defined (Repealed)

856 IAC 1-8-1 Known pharmaceutical manufac-
turer; definition (Repealed)

Sec. 1. (Repeal ed by Indiana Board of Phar macy; filed
Dec 3, 1985, 3:02 pm: 9IR 771)

856 IAC 1-8-2 “Manufacturer” defined (Repealed)

Sec. 2. (Repeal ed by | ndiana Boar d of Phar macy; filed
Feb 11, 1981, 9:05 am: 4 IR 379)

Rule 9. Application for Prohibited Drugs (Re-
pealed)
(Repealed by Indiana Board of Pharmacy; filed Feb 11,
1981, 9:05 am: 4 IR 379)

Rule 10. Non-Drug Products (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 11. Toxic Prepar ations (Repeal ed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 12. Poisons (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 2,
2001, 12:35 p.m.: 25 IR 1340)

Rule 13. General Definitions
856 IAC1-13-1 Calendar week (Repealed)
856 IAC1-13-2 “Be in persona attendance” defined (Re-
pealed)
“Prescription department closed” closing
hours; electronic monitoring; applicability
Record of hours open without a pharmacist
on duty
Legend drugs (Repealed)

856 IAC 1-13-3
856 IAC 1-13-4
856 IAC 1-13-5

856 |AC 1-13-1 Calendar week (Repealed)

Sec. 1. (Repealed by Indiana Boar d of Pharmacy; filed
Dec 3, 1985, 3:02 pm: 9IR 771)

856 1AC 1-13-2 “Bein personal attendance” defined
(Repealed)

Sec. 2. (Repeal ed by Indiana Board of Phar macy; filed

856 IAC 1-13-3

Dec 3, 1985, 3:02 pm: 9IR 771)

856 IAC 1-13-3 “Prescription department closed”
closing hours; electr onic monitor -
ing; applicability

Authority: IC 25-26-13-4
Affected: |C 25-26-13-10; IC 25-26-13-19

Sec. 3. (8) This section and section 4 of this rule
implement 1C 25-26-13-19 concerning board approval
for Typel and Type VI pharmacies to be opened to the
genera publicwithout apharmacist on duty. Thissection
and section 4 of thisrule apply only in situations where
the entire area of the businessislicensed as a pharmacy.
This section, section 4 of thisrule, and IC 25-26-13-19
do not apply where the only area of a business licensed
as apharmacy is the prescription department.

(b) The following definitions apply throughout this
section:

(1) “Absence of pharmacist” means those periods
when the prescription department iscl osed and secured
and the pharmacist is not present in the pharmacy.
(2) “Electronic monitoring system” means a system
having the ability by light beam, heat, motion, or other
electronically activated method to detect the presence
of unauthorized personsor instrumentalitiesinagiven
area, and relay or report that detection as described in
this section.
(3) “Prescription department” means that area of the
pharmacy where the legend drugs, devices, and other
merchandise or items which can only be dispensed or
delivered by a pharmacist are located and which must
be secured in the absence of the pharmacist.
(4) “Reasonable barrier” means an obstruction or
barricadethat blocks or impedesthe entry into the area
by an ordinary person, and includes, but is not limited
to, a latched or locked gate of sufficient height and
construction that an ordinary person cannot breach the
barrier and/or violate the space being monitored
without detection.

(5) “ Secured” means either of the following:

(A) An areais completely enclosed astoits perime-
ter, from floor to ceiling, and locked.
(B) Through installation of reasonable barriers, an
area not readily accessible which is monitored by a
board approved el ectronic monitoring system cover-
ing al portions of the secured areas.

(c) Before a pharmacy may be open to the general
public without a pharmacist on duty, the pharmacy must
filean application with theboard and haveit approved by
the board under IC 25-26-13-19. The pharmacy must
abide by the closing hours designated in the application.
Any change from the hours as stated in the application



856 IAC 1-13-4

must be submitted in writing to the board.

(d) Under IC 25-26-13-19, a prescription department
may be locked or secured while the remainder of the
pharmacy remains open to the public if the following
criteriaare met:

(1) The prescription department is constructed in such

a manner or located in such an area that reasonable

barriers are in place which prevent the easy and/or

quick access to legend drugs and other articles which
arein the prescription department. These barriers may
be doors or other obstacles as the occasion requires.

(2) The prescription department, if not secured and

locked as described in subsection (b)(5)(A), must be

secured and monitored by aboard approved electronic
monitoring device that provides the following:
(A) On-siteaudiblealarmthat is clearly and continu-
oudy audible at al points within the pharmacy.
(B) Off-site audible or visual alarm that is continu-
ously monitored at all times that the pharmacy
remains open while the prescription department is
closed and secured.

(3) Any violation or breach of the secured areashall be

duly recorded by the qualifying pharmacist of the

pharmacy and by the off-site security monitoring
agency and reported to the board within seventy-two

(72) hours of the violation or breach. Thisreport shall

include the nature of the violation or breach.

(4) Facilitiesmonitored el ectronically must providefor

backup power for the eventuality that there is an

electronic power failure for any reason. Such backup
power shall be capable of continuing the monitoring
for aperiod of no less than thirty-six (36) hours.

(5) Theelectronic monitoring system shall beactivated

and inactivated only by key or combination. Alarms

which have been triggered shall only be reset and/or
reactivated by a pharmacist. The key or combination

shall only be in the possession or knowledge of a

pharmacist. Reasonable exceptions shall be made to

thisfor security system operators. However, in no case
shall a security system operator have access to the
secured area without the presence of a pharmacist.

Such exceptionsshall belisted in the application under

this section and shall be subject to approval by the

board.

(e) Under I1C 25-26-13-10(b), the board may revoke or
limit the privilege to be open to the genera public
without a pharmacist on duty if the pharmacy violates
this section or section 4 of thisrule. (Indiana Board of
Pharmacy; Reg 13, Sec 3; filed Jun 18, 1962, 10:00
a.m.: Rulesand Regs. 1963, p. 124; filed May 15, 1992,
5:00 p.m.: 15 IR 2246; readopted filed Nov 13, 2001,
3:55 p.m.: 25 1R 1330)
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856 IAC 1-13-4 Record of hours open without a

pharmacist on duty
Authority: IC 25-26-13-4; IC 25-26-13-19
Affected: IC 25-26-13-4; IC 25-26-13-19

Sec. 4. The pharmacist shall maintain arecord stating
any hours that the pharmacy has been open for business
without having a pharmacist on duty if those hours vary
fromthe hourslisted in the application under section 3(c)
of this rule. Entries in this written record shall be made
inink of the time the pharmacist is absent. The written
record shall be maintained in the pharmacy and shall be
available for examination by members of the board or
their inspectorsfor aperiod of not lessthantwo (2) years
from the date of the last entry in the record. (Indiana
Board of Pharmacy; Reg 13, Sec 4; filed Jun 18, 1962,
10:00 a.m.: Rules and Regs. 1963, p. 125; filed May 15,
1992, 5:00 p.m.: 15 IR 2247; readopted filed Nov 13,
2001, 3:55 p.m.: 25 R 1330)

856 IAC 1-13-5 L egend drugs (Repealed)

Sec. 5. (Repeal ed by Indiana Boar d of Phar macy; filed
Dec 3, 1985, 3:02 pm: 9 IR771)

Rule 14. Physical Inventory of Merchandise (Re-
pealed)

(Repealed by Indiana Board of Pharmacy; filed Dec 3,

1985, 3:02 pm: 9 IR 771)

Rule 15. Pharmacists Natification of Termination
856 IAC1-15-1 Pharmacist leaving employ of pharmacy;
notice to board; application to qualify per-
mit

856 | AC 1-15-1 Phar macist leaving employ of phar-
macy; noticetoboard; application
to qualify permit

Authority: IC 25-26-13-4
Affected: |C 25-26-13-4; IC 25-26-13-18

Sec. 1. If aqualified pharmacist, who, having upon the
basis of his or her quaifications caused a pharmacy
permit to be granted to any person, firm, corporation or
copartnership desiring to operate, maintain, open or
establish a pharmacy should |leave the employ of such
pharmacy, he or she shall immediately notify the Indiana
board of pharmacy (board) and the owner shall file an
application with the board to qualify the permit with
another pharmacist. (Indiana Board of Pharmacy; Reg
15, Sec 1; filed Jun 18, 1962, 10:00 a.m.: Rules and
Regs. 1963, p. 125; filed Dec 3, 1985, 3:02 p.m.: 9 IR
771; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR
1333)
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Rule 16. New Phar macist (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 17. Practice of Phar macy (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 18. Narcotic License (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Feb 11,
1981, 9:05 am: 4 IR 379)

Rule 19. Adoption by Reference of U.S. Federal
Rules Pertaining to Nar cotics (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Feb 11,

1981, 9:05 am: 4 IR 379)

Rule 20. Violations and Penalties
856 IAC 1-20-1  Prohibitions

856 | AC 1-20-1 Prohibitions
Authority: |1C 25-26-13-4
Affected: 1C 25-26; IC 35-48

Sec. 1. A pharmacist licensed to practice pharmacy
under |C 25-26-13-1 through 25-26-13-29, or apharma-
cist extern or a pharmacist intern licensed under 1C 25-
26-13-10, asapart of theresponsihility, to not knowingly
violate the Indiana board of pharmacy’'s (board's)
standards for the competent practice of pharmacy shall
not do the following:

(1) Violatethe UniformIndianaControlled Substances

Act found at IC 35-48-1-1 through 35-48-4-14, as

amended up to and including January 1, 1983, or any

of the rules promulgated by the board under the
authority of the Uniform Indiana Controlled Sub-

stances Act, which were effective by January 1, 1983,

insofar as such violation would pertain to the sale of

drugs and devices in Indiana as defined by |C 25-26-

13-2.

(2) Violate the Indiana Legend Drug Act found at IC

16-6-8-1 through 16-6-8-9 [I1C 16-6 was repealed by

P.L.2-1993, SECTION 209, effective July 1, 1993.], as

amended up to and including January 1, 1983, insofar

assuch violation would pertain to the sale of drugsand
devicesin Indiana as defined by 1C 25-26-13-2.

(3) Violate IC 16-1-30-1 through IC 16-1-30-19 [IC

16-1 was repealed by P.L.2-1993, SECTION 209,

effective July 1, 1993.], as amended to and including

January 1, 1983, which deal with adulterated and

misbranded drugsor devices, or any rules promul gated

by the board under the authority of 1C 16-1-30-1
through IC 16-1-30-19 [IC 16-1 was repealed by

856 IAC 1-20-1

P.L.2-1993, SECTION 209, effective July 1, 1993.],
which were effective as of January 1, 1983, insofar as
such violation would pertain to the sale of drugs and
devicesin Indiana as defined by IC 25-26-13-2.

(4) Violate 21 U.S.C. 801 through 21 U.S.C. 1191, as
amended, up to January 1, 1983, which deal with drug
abuse and any of therulesand regul ations promul gated
under the authority of said Title and Sections as of
January 1, 1983, insofar as such violations would
pertain to the sale of drugs and devices in Indiana as
defined by |C 25-26-13-2.

(5) Violate the Federal Food, Drug, and Cosmetic Act,
which is found at 21 U.S.C. 301 through 21 U.S.C.
392, asamended, up to January 1, 1983, or any rulesor
regulations promul gated under the authority of thesaid
act as of January 1, 1983, insofar as such violation
would pertainto the sale of drugsor devicesin Indiana
as defined by IC 25-26-13-2.

(6) Violate Executive Proclamations of the President
of the United States, which were effective by January
1, 1983, which pertain to the sale of drugs or devices
in Indiana as defined by IC 25-26-13-2.

(7) Sel, as defined in IC 25-26-13-2, controlled
substances or legend drugs with or without prescrip-
tion, where such saleor distributionisnot in good faith
and enables the person to whom the sale is made to
supply or divert the controlled substances or legend
drugsin an unlawful manner. The sale or distribution
of controlled substances or legend drugs in unusually
large amounts and within an unusually short period of
timeto the sameindividual is considered to be against
the public welfare, health and safety and may be
determined to be a sale or distribution not in good
faith.

(8) Sdll, asdefined in I C 25-26-13-2, to the public any
drugs, biologicals, medicinal substances, or devices
when such pharmacist knows such drugs, biologicals,
medicinal substances, or devices to be forgeries or a
counterfeit product or beyond the manufacturer’s
expiration date.

(9) Aid or abet in the practice of apharmacy a person
not having a license to practice as a pharmacist in
Indiana.

(20) Practice pharmacy in such amanner asto amount
to incompetency or negligencein the sale or dispensa-
tion of legend drugs as defined in the Indiana Legend
Drug Act under IC 16-6-8-2[IC 16-6 wasrepeal ed by
P.L.2-1993, SECTION 209, effective July 1, 1993.] or
controlled substance as defined in the Uniform Con-
trolled Substances Act of 1973, under IC 35-48-1-1.
(11) Violatetheact regul ating the practice of pharmacy
in Indiana, whichiscodified at 1C 25-26-13-1 through
IC 25-26-13-29 as amended up to and including
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January 1, 1983, or any of therulespromulgated by the
board under the authority of the said act, which were
effective by January 1, 1983.
(Indiana Board of Pharmacy; Reg 20; filed Nov 17,
1978, 2:06 p.m.: 2 IR 63; filed Jul 28, 1983, 9:01 a.m.:
6 IR 1745; readopted filed Dec 2, 2001, 12:35 p.m.: 25
IR 1333)

Rule 21. Resale of Retur ned Substances
856 IAC 1-21-1 Resale of returned substances

856 | AC 1-21-1 Resale of returned substances
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13-25

Sec. 1. (a) This section implements and interprets |C
25-26-13-25(h) concerning theresal e or redistribution of
medications.

(b) For amedication to have been properly stored and
securely maintained according to sound pharmacy
practices, the storage and administration of medications
in the institutional facility must be under the immediate
control of licensed nursing personnel.

(c) If the medication was originally packaged by the
dispensing pharmacy, it cannot be resold or redistributed
unless:

(1) the medication has been repackaged into unit-dose

packaging using packaging materials that meets Class

A or Class B standards, found in the United States

Pharmacopeia (U.S.P.), page 1574, published by the

United States Pharmacopeia, 22nd Revision, January

1, 1990, United States PharmacopeiaConvention, Inc.,

12601 Twinbrook Parkway, Rockville, Maryland

20852, which standards are incorporated herein by

reference; and

(2) the repackaging process complies with the stan-

dards as found in the “Proper Treatment of Products

Subjected to Additional Manipulations, Section 1191”

of the United States Pharmacopeia, page 1705, 22nd

Revision, 1990, which section is incorporated herein

by reference.

(d) A medication repackaged under the provisions of
subsection (c) shall be labeled with an expiration date of
not greater than one (1) year until the manufacturer’s
expiration date, whichever is earlier. (Indiana Board of
Pharmacy; Reg 21, Sec 1; filed Jun 18, 1962, 10:00
a.m.: Rules and Regs. 1963, p. 128; filed Mar 31, 1992,
5:00 p.m.: 15 IR 1391; readopted filed Dec 2, 2001,
12:35 p.m.: 251R 1334)

Rule 22. Nar cotics-Defined (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)
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Rule 23. Dispensing of Dangerous Drugs
856 IAC1-23-1 Dispensing of dangerous drugs

856 | AC 1-23-1 Dispensing of danger ous drugs
Authority: |C 25-26-13-4
Affected: |C 16-42-22; IC 25-26-13-4; IC 25-26-13-11

Sec. 1. In the sale or dispensing of any prescription
drug or narcotic, the pharmacist shall berequiredto affix
to the immediate container in which such prescription
drug or narcoticisdelivered alabel bearing thefollowing
information:

(1) The name, address, and telephone number of the

establishment from which such drug was sold.

(2) The date on which the prescription for such drug

wasfilled.

(3) The number of such prescription as filed in the

prescription files of the pharmacy where the prescrip-

tion wasfilled.

(4) The name of the practitioner who prescribed such

drug.

(5) The name of the patient, and if such drug was

prescribed for an animal, a statement of the species of

the animal and the owner’ s name.

(6) The directions for use of the drug as contained in

the prescription.

(7) The name of the drug (trade or generic, or both) in

compliance with the Generic Drug Law found in IC

16-42-22.

(Indiana Board of Pharmacy; Reg 23,Sec 1; filed Jun 18,
1962, 10:00 am.: Rules and Regs. 1963, p. 129;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1335)

Rule 24. Hospital Phar macies (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Jun 8,
1982, 10:04 am: 5 IR 1420)

Rule 25. Internship for Apprentice Phar macists
(Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 3,
1985, 3:02 pm: 9 IR 771)

Rule 26. Continuing Professional Education
8561AC1-26-1 Continuing professional education; genera
requirements; definitions

856 IAC 1-26-1 Continuing professional education;

general requirements; definitions
Authority: IC 25-26-13-4
Affected: |C 25-1-9-3; IC 25-26-13-14

Sec. 1. (a) Thefollowing definitions apply throughout
thisrule:
(1) “Continuing professional education” or “ continu-
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ing education” means accredited postlicensure profes-
sional educational experience derived from participa-
tion in postgraduate studies, institutes, seminars,
lectures, conferences, workshops, and such other
forms of educational experiences so asto maintain the
professional competency of the practice of pharmacy,
improve pharmacy professional skills, and preserve
pharmaceutical standards for the purpose of the
protection of the health and welfare of the citizens of
Indiana.

(2) “Hours’ means measurement of value appliedto a
particular accredited continuing pharmacy educational
activity as assigned by the Indianaboard of pharmacy
(board) relative to maintaining the competency of a
pharmacist.

(3) “Contact hour” means not less than fifty (50) nor
more than sixty (60) minutes of clock time participat-
ing in a continuing education program.

(4) “Continuing education unit” or “CEU” meansten
(20) contact hours of continuing education credit.

(5) “Approved by ACPE” means pharmacy continuing
education providersthat meet therequirementsof “ The
ACPE Continuing Education Provider Approval
Program Criteria for Quality and Interpretive Guide-
lines’” as published by the American Council on
Pharmaceutical Education, Inc., Chicago, Illinois on
July 1991.

(b) In order to qualify for licensure renewal, apharma-
cist must meet the continuing professional education
requirements as follows:

(1) Thirty (30) hours (three (3) CEUS) of continuing
education as required by this rule shall be required
each biennium.

(2) No hours may be carried forward from one (1)
biennium to another. However, if apharmacist failsto
meet the requirements of this rule during the biennial
period, the pharmacist may earn and report sufficient
hours during a succeeding biennium and apply the
continuing education hours retroactively to the previ-
ous hiennium as if they had been earned in that previ-
ous biennium in order to qualify for renewa of the
pharmacist’ slicense. In the event a pharmacist applies
creditsto aprevious bienniumfor thereasons stated in
this section, those credits may not be used for any
other biennium.

(3) All continuing education program hours from
sponsors not approved by ACPE must be evaluated
and accepted by the board.

(4) Continuing education biennium shall be that time
period consisting of January 1 of all even-numbered
years through December 31 of the following odd-
numbered year.

(c) Accredited continuing education hours may be
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compiled in the following ways if the sponsor grantsthe
participant a certificate of completion:

(1) Cassette and audio-visual presentation.

(2) In-company professional seminars.

(3) Accredited school of pharmacy continuing educa

tion programs.

(4) Postgraduate courses in pharmaceutical sciences.

(5) Correspondence courses.

(6) Programs granted continuing education credit by

other states.

(7) Continuing education television series.

(8) Programs sponsored by professional groups in

public health provider services.

(9) Professional society and association sponsored

program.

(10) Approved business, management, and computer

COUrses.

(11) Programs of sponsors approved by ACPE.

(d) Accredited continuing education hours may be
compiled from other programs and experiences if they
are evaluated and accepted by the board as meeting the
definition of continuing professional education asfound
in subsection (a)(1).

() As provided in subsection (b)(3), continuing
education sponsors (hereinafter referred to as sponsors)
are responsible for submitting continuing education
programs to the board for approval in addition to the
following:

(1) A sponsor shall be any person, school, association,
or corporation who develops a continuing education
program.
(2) The continuing education program must receive
approval of the board for final acceptance.
(3) If asponsor wishes to notify prospective partici-
pantsin advance of the value (in hours or in CEUS) of
aprogram, the content of the program shall be submit-
ted to the board for evaluation. If the sponsor does not
submit the content for evaluation, the sponsor shall
note in all material relevant to the program that it has
not been evaluated and the hours of credit listed are
subject to review by the board.

(4) Sponsors shall receive written notice from the

board for approval or disapproval from the board.

Approved programs shall be given an identification

number stating the year and hourly value.

(5) Program changes must be made to and accepted by

the board or the evaluation and acceptance of the

program becomes null and void.

(6) Continuing education credit may be granted only

once for each program to any individual participant.

(7) Any member of the board shall have the right to

attend and participate in any continuing education

program.
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(8) Programs may be evaluated after presentation or
participation if awritten request is made to the board
within ninety (90) days of the date of presentation.
(9) Sponsorsshall retain afileof participants program
completion for four (4) years.
(10) When applying to the board for credit, sponsors
shall supply the following information on the applica-
tionfor continuing education courseapproval, supplied
by the board:
(A) Name and address of applicant.
(B) Programtitle.
(C) Location, date, and time of program.
(D) Sponsoring organization.
(E) Type of program.
(F) Name and qualification of each speaker.
(G) Three (3) learning objectivesfor the program.
(H) Contact hours of the course.
(1) Method for evaluating the program.
(f) Pharmacists licensed with the board (hereinafter
called participants) have the following responsibilities:
(1) Obtain aminimum of thirty (30) hours of continu-
ing education per biennium unlessfirst licensed during
the biennium which would make those newly licensed
individuals subject to subdivision (5):
(A) amaximum of one-fifth (/) of the tota hours
may be business, management, or computer courses,
(B) at least four-fifths (/) of thetotal hours must be
pharmacy practice related; and
(C) at least one-half (¥2) of the total hours must be
provided by sponsors approved by ACPE.
(2) Report program name, identification number, and
approved hoursof continuing education to the board at
the time of license renewal.
(3) Retain afile of certificates of completion for four
(4) years from the end of the biennium for which the
continuing education appliedin order to providecopies
of certificates upon request for the board’s periodic
audit of continuing education compliance.
(4) Earn oneand one-fourth (1.25) hoursof continuing
education credit for each month or part of a month
from date of licensure until the end of the bienniumin
which licensure originates if the pharmacist becomes
licensed during the biennium. However, a pharmacist
who becomes newly licensed for the first time in any
state in the last six (6) months of the biennium shall
not be required to complete any continuing education
for the biennium.
(5) Continuing education hours may be transferred
from another state to Indiana if the transfer state
recognizes Indiana continuing education hours.
(g) Failure to comply with any one (1) or al of the
provisions of thisrule while continuing to hold alicense
as a pharmacist in Indiana shall constitute professional
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incompetence by failing to keep abreast of current
professional theory or practice under IC 25-1-9-
3(a)(4)(B) and the pharmacist is subject to discipline
under IC 25-1-9. (Indiana Board of Pharmacy; Reg 29;
filed Mar 1, 1974, 3:05 p.m.: Rules and Regs. 1975, p.
516; filed Oct 26, 1984, 3:26 p.m.: 8 IR 212; filed Jan
21,1994, 3:00 p.m.: 17 IR 1096, eff Jan 1, 1994 [IC 4-
22-2-36 suspendsthe effectiveness of aruledocument for
thirty (30) days after filing with the secretary of state.
LSA Document #93-152 was filed Jan 21, 1994];
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1335)

Rule 27. Fee Structure
856 IAC 1-27-1 Fees

856 IAC 1-27-1 Fees
Authority: IC 25-1-8-2; |C 25-26-13-4
Affected: IC 25-26-13

Sec. 1. (a) The fee for licensure by examination as a
pharmacist shall be an administrative fee of one hundred
dollars ($100).

(b) Thefeefor licensure as a pharmacist from another
state by reciprocity (also known as license transfer) and
without a full examination shall be one hundred dollars
($100).

(c) The fee for taking or retaking the state jurispru-
dence examination or the practical examination shall be
twenty-five dollars ($25).

(d) Thefeefor therenewal of alicense asaregistered
pharmacist shall be seventy-five dollars ($75) per year.
Theboard shall collect an additional five dollars ($5) per
year from each individua who renews a pharmacist
licenseto fund aprogramto assist impaired pharmacists.

(e) Thefeefor alicense as a pharmacist intern/extern
shall be ten dollars ($10). The renewal fee for such a
license shall be ten dollars ($10).

(f) The feefor both an initial application and renewal
to operate an in-state pharmacy shall be one hundred
dollars ($100) per year. When there is a change of
ownership, a new permit must be obtained, and the fee
shall be fifty dollars ($50). When there is a change of
location, the current permit is updated and the feeisfifty
dollars ($50).

(9) The fee for certificate of qualifications, registra-
tion, and grades in any application for reciprocity to
another state shall be ten dollars ($10).

(h) There will be no fee for a duplicate pharmacy
license or duplicate pharmacist pocket license.

(i) Thefeefor aduplicate pharmacist’ swall certificate
shall be ten dollars ($10).

(i) Thefeefor acompl ete compilation of the pharmacy
laws shall be ten dollars ($10).
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(k) The feefor both an initia registration and renewal
registration of a nonresident pharmacy shall be one
hundred dollars ($100) per year. (Indiana Board of
Pharmacy; Reg 29; filed Aug 30, 1977, 8:25a.m.: Rules
and Regs. 1978, p. 660; filed Mar 5, 1985, 2:42 p.m.: 8
IR 802; filed Nov 13, 1985, 3:08 p.m.: 9 IR 772; filed
Apr 30, 1986, 9:43 am.: 9 IR 2204; filed Sep 8, 1987,
2:30p.m.: 111R95; filed Jul 24, 1991, 2:45p.m.: 14 IR
2238; filed Jun 6, 1996, 9:00 a.m.: 19 1R 3106; filed May
29, 1998, 11:56 a.m.: 21 IR 3931; filed Aug 5, 1998,
3:48 p.m.; 21 IR 4535; filed Apr 16, 2002, 9:03 a.m.: 25
IR 2739) NOTE: Renumbered Reg 30 by 1978 Amend-
ment.

Rule 28. I nstitutional Phar macies (Repealed)
(Repealed by Indiana Board of Pharmacy; filed Dec 26,
2001, 2:44 p.m.: 25 IR 1643)

Rule 28.1. I nstitutional Phar macies and Phar -

macy Services

856 IAC 1-28.1-1 Definitions

856 IAC 1-28.1-2 Purpose

856 IAC 1-28.1-3 Applicability

856 IAC 1-28.1-4 Pharmacist in charge; responsibilities

856 IAC 1-28.1-5 Palicies and procedures manual

856 IAC 1-28.1-6 Personnel

856 IAC 1-28.1-7 Pharmacist’s duties

856 IAC 1-28.1-8 Absence of pharmacist

856 IAC 1-28.1-9 Emergency drug kits from Typelll and

Type VI pharmacies

856 IAC 1-28.1-10  Security

856 IAC 1-28.1-11 Performance improvement events, senti-
nel events, corrective and avoidance
measures, review, records, and documen-
tation

856 IAC 1-28.1-12 Drug distribution, storage, and account-
ability

856 IAC 1-28.1-13 Drug self-administration

856 IAC 1-28.1-14 Patient’s own medication

856 IAC 1-28.1-15 Inspections

856 IAC 1-28.1-1 Definitions
Authority: IC 25-26-13-4
Affected: |1C 16-42-19-5; |C 25-6-3-7; I1C 25-26-13

Sec. 1. In addition to the definitionsin IC 25-26-13-2
and for purposes of this rule, the following definitions
apply throughout thisrule:

(1) “ Cabinet” includesamechanical storagedevicefor

dispensing drugs. The term means alocked or secured

enclosure located outside the pharmacy licensed area:
(A) to which only specifically authorized personnel
may obtain access by key or combination available
only to those authorized persons by:
(i) security code;
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(ii) password; or
(iif) other method of positively identifying an
individual; and
(B) that is sufficiently secure to deny access to
unauthorized persons.
(2) “ Cognitive services’ means those acts and opera-
tions related to a patient’ s drug therapy that are judg-
mental in nature, based on knowledge, and derived
from empirical factual information.
(3) “Consultant pharmacist” means a pharmacist
licensed pursuant to 1C 25-26-13-11 and who engages
in the practice of pharmacy in or for long term care
facility or other residential patients, other than as a
supplying pharmacist.
(4) “Consulting” means the provision of nonsupply
related cognitive services that include, but are not
necessarily limited to, the following:
(A) Drug regimen review asdefined in IC 25-26-13-2.
(B) Provision of advice and counsel on drugs, the
selection and use thereof to the facility, the patients
therein, the health care providers of the facility
regarding the appropriateness, use, storage, handling,
administration, and disposal of drugs within the
facility.
(C) Participation in the devel opment of policiesand
procedures for drug therapy within the institution,
including storage, handling, administration, and
disposing of drugs and devices.
(D) Assuring the compliance with all applicable
laws, rules, and regulations.
(E) Provision of educational and drug information
sources for the education and training of thefacility
health care professionals.
(F) Accepting responsibility for the implementation
and performance of review of quality-related or
sentinel events as defined in thisrule.
(5) “Emergency drugs’ means those drugs that:
(A) may berequired to meet theimmediate therapeu-
tic needs of patients; and
(B) are not available from any other authorized
source in sufficient time to prevent risk of harm to
patientsby delay resulting from obtai ning such drugs
from other sources.
(6) “Institutional facility” means any health care
facility whose primary purposeisto provideaphysical
environment for patientsto obtain health care services,
except those places where practitioners, as defined by
IC 16-42-19-5, who are duly licensed, engage in
private practice and pharmacies licensed under |C 25-
26-13-17.
(7) “Indtitutional pharmacy” means that portion of an
ingtitutional facility where pharmecy is practiced and is:
(A) the location of the selection, compounding,
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production, sale, storage, and distribution of drugs,
devices, and investigational or new drugsused inthe
diagnosis and treatment of injury, illness, and dis-
ease pursuant to drug orders and prescriptions by
practitioners; and
(B) licensed with the board under 1C 25-6-3-7.
(8) “Performance improvement program” means a
continuous, systematic review of key medication use
processes to identify, evaluate, and improve medica-
tion use and patient care.
(9) “Pharmacist in charge” (by whatever title, for
example, “ pharmacy manager”, “ pharmacy director”,
or “director of pharmacy”) means the pharmacist who
directs the activities of the institutional pharmacy and
whois, as such, responsible for:
(A) all activities of the institutional pharmacy; and
(B) meeting the requirements of ;
(i) 1C 25-26-13;
(i) the rules of the board; and
(iii) any federal requirements pertaining to institu-
tional pharmacies.
The qualifying pharmacist may, depending on the
circumstances, also be the pharmacist in charge,
though the pharmacist in charge is not required to be
the qualifying pharmacist.
(20) “Policy and procedure manual” means a written
document containing the agreed-to institutional rules
of operation and methodology for the effective deliv-
ery of pharmacy services.
(11) “Qualifying pharmacist” means the pharmacist
who accepts responsibility for the operation of a
pharmacy asdefinedin | C 25-26-13-2 and whose name
islisted on the pharmacy permit granted under IC 25-
26-13-17.
(12) “Quality-related event” means the inappropriate
provision of pharmaceutical services whether or not
resulting in an adverse health incident, including the
following:
(A) A variationfromthe practitioner’ sorder, includ-
ing, but not limited to, the following:
(i) Dispensing an incorrect drug.
(i) Dispensing an incorrect drug strength.
(iii) Dispensing an incorrect dosage form.
(iv) Dispensing a drug to awrong patient.
(v) Providing inadequate or incorrect packaging,
labeling, or directions.
(vi) Failing to provide an ordered drug.
(B) A failure to identify and manage:
(i) overutilization or underutilization;
(i) therapeutic duplication;
(iii) drug-disease contraindications;
(iv) drug-drug interactions;
(v) incorrect drug dosage or duration of therapy;
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(vi) drug-alergy interactions; or
(vii) clinical abuse and/or misuse.
(13) “Reversible condition” means a condition that
requires intervention to resolve in areasonable time.
(14) “ Sentinel event” means an unexpected occurrence
involving seriousadverseeffect, such asdisability, life
threatening condition, prolonged hospitalization, or
death in a patient resulting from medication use.
(15) “Supplying pharmacist” means that pharmacist
licensed in the state where the pharmacist is practicing
and who is practicing in a supplying pharmacy (as
defined inthisrule) and who acceptsresponsibility for
all aspectsthedrugsand devicessold (asdefined in IC
25-26-13-2) or dispensed to afacility.
(16) “Supplying pharmacy” means a pharmacy li-
censed in the state where the pharmacy is located and
which provides drugs and devices to patients in long
term care or other facilities where patients reside.
(17) “Temporary condition” means a condition that
resolvesin areasonable time without intervention.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-1; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1636)

856 |AC 1-28.1-2 Purpose
Authority: |C 25-26-13-4
Affected: |C 25-26-13-17

Sec. 2. The purpose of this rule is to set forth the
responsibilities of pharmacists and pharmacies serving
ingtitutional and home health care patients. (Indiana
Board of Pharmacy; 856 IAC 1-28.1-2; filed Dec 26,
2001, 2:44 p.m.: 25 R 1637)

856 IAC 1-28.1-3 Applicability
Authority: IC 25-26-13-4
Affected: |1C 25-26-13-17

Sec. 3. Thisruleis applicable to pharmacies located:
(1) within institutional facilities as defined in section
1 of thisrule and classified as Type Il pharmaciesin
IC 25-26-13-17; and
(2) outsideinstitutional facilitiesthat serveinstitution-
aized patientswho are classified as Typelll and Type
VI pharmaciesasin IC 25-26-13-17.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-3; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

8561 AC 1-28.1-4 Pharmacigtin charge; responsibil-
ities
Authority: |C 25-26-13-4
Affected: |C 25-26-13-17

Sec. 4. The pharmacist in charge or an appropriate
designee shall:
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(1) beresponsible for establishing and carrying out a
performance improvement program as defined in
section 1 of thisrule; and
(2) develop or be responsible for development of a
policies and procedures manual that shall be of suffi-
cient scopeand detail that pharmacistspracticinginthe
institutional pharmacy will be able to practice effec-
tively and safely.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-4; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

856 |AC 1-28.1-5 Policiesand procedures manual
Authority: |C 25-26-13-4
Affected: |C 25-26-13-17

Sec. 5. (@) The pharmacist in charge shall develop or
be responsible for the development of a policies and
procedures manual that shall be of sufficient scope and
detail that pharmacists practicing in the institutional
pharmacy will be able to practice effectively and safely.

(b) The manual required in this section shall be avail-
able for inspection by a member of the board or its
representative.

(c) The policies and procedures manual shall contain,
at aminimum, the following:

(1) Provisions for a continuous quality improvement

committee that shall be comprised of staff members of

the pharmacy, including, but not necessarily limitedto,
the following:

(A) Pharmacists.

(B) Pharmacist interns or externs.

(C) Pharmacy technicians.

(D) Clerical or support staff.

(E) Other persons deemed necessary by the qualify-

ing pharmacist.

(2) Provisionsfor the pharmacist in charge or designee

to ensure that the committee conducts a review of

quality related events at least every three (3) months.

(3) A processto record, measure, assess, and improve

quality of patient care.

(4) The procedure for reviewing quality related or

sentinel events.

(Indiana Board of Pharmacy; 856 IAC 1-28.1-5; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1637)

856 IAC 1-28.1-6 Personnel
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-17

Sec. 6. The qualifying pharmacist and/or the pharma-
cistinchargeshall develop andimplement, or causeto be
developed andimplemented, policiesand proceduresthat
specify duties to be performed by pharmacy technicians

856 IAC 1-28.1-7

and other ancillary personnel. (Indiana Board of Phar-
macy; 856 IAC 1-28.1-6; filed Dec 26, 2001, 2:44 p.m.:
251R 1638)

856 | AC 1-28.1-7 Pharmacist’s duties
Authority: IC 25-26-13-4
Affected: 1C 16-42-19-3; IC 25-26-13-2; |C 25-26-13-31; IC
25-26-16

Sec. 7. (@) Pursuant to authority granted in 1C 25-26-
13-2 and IC 25-26-13-31, the duties of the pharmacists
practicing in the ingtitutional pharmacy include, but are
not limited to, the requirements in this section.

(b) The pharmacist practicing in an institutional
pharmacy shall, at a minimum, do the following:

(1) Obtain and maintain patient drug historiesand drug
profiles.
(2) Perform drug evaluations, drug utilization review,
drug regimen review, and drug therapy management
under protocol approved by the medical staff of the
institution and authorized by 1C 25-26-16.
(3) Interpret the drug order written by a practitioner in
or transmitted to an institutional facility and either
received in or subsequently transmitted to the phar-
macy.
(4) Beresponsiblefor checking al drug orderswithin
amaximum of twenty-four (24) hours, including those
written during periods when the pharmacy is closed
and orders are filled from sources, including emer-
gency kits, drug cabinets, or the pharmacy as autho-
rized under section 8(c) of thisrule.

(5) Be responsible for drug product selection of the

itemthat will be used to fill the drug order that may be

established either by policy or formulary pursuant to
theinstitution’ s pharmacy and therapeutics committee
or related committee.

(6) Be responsible for determining the legality, com-

pleteness, and appropriateness of the drug order and

product pursuant to IC 16-42-19-3.

(7) Participate in drug or drug-related research.

(8) Provide counseling, advising, and education of

patients, patients’ care givers, and health care provid-

ersand professionalsonissuesregarding drugsor drug
therapy.

(9) Compound, label, administer, and dispense drugs

or devices.

(10) Assess, record, and report quality related events

asdefined inthisrule.

(11) Be responsible for storage and distribution of

drugs and devices.

(12) Provide documentation in the medical record of

the recommendations made related to the patient’s

therapeutic response to medication.
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(13) Any other duties that shall from time to time be
necessary for the proper operation of the institutional
pharmacy.

(c) The consultant pharmacist shall, in addition to the
duties in subsection (b), provide cognitive services as
defined in thisrule, including, at aminimum, the follow-
ing:

(1) Drug regimenreviewsasdefinedin|C 25-26-13-2.

(2) Offer advice and counsel to other headth care

providersasdeemed appropriateregarding thepharma:

ceutical care of the patient.

(3) Develop or assist in the development of policies

and proceduresfor thelegal, saf e, and effective means

of handling, storing, and disposing of drugs and
devices.

(4) Beresponsible for assuring the safe and appropri-

ate receipt, labeling, storage, and disposal of all drugs

placed outside the pharmacy licensed area in emer-
gency drug kits or other storage devices as authorized
by law or rule.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-7; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1638)

856 |AC 1-28.1-8 Absence of phar macist
Authority: |C 25-26-13-4
Affected: |C 25-26-13-17

Sec. 8. (@) During such times as an institutional
pharmacy is closed and unattended by a pharmacist, the
drugs may be obtained for patient use as outlined in this
section.

(b) Cabinets, including mechanical storage devicesfor
dispensing drugs, are locked or secured enclosures
located outsidethe pharmacy licensed area, towhichonly
specifically authorized personnel may obtain access by
key, combination, or security code, password, or other
method of positively identifying an individual, and are
sufficiently secure to deny access to unauthorized
persons. The qualifying pharmacist and/or pharmacist in
chargeshall, in conjunctionwith the appropriate commit-
tee of theingtitutional facility, develop inventory listings
of the drugs to be included in such cabinets and shall
ensure the following:

(1) Such listed drugs, properly labeled, are available

therein.

(2) Only prepackaged drugs (meaning that no repack-

agingisrequired at thetime of removal for anindivid-

ua patient’s use) are available therein, in amounts
sufficient for immediate therapeutic requirements for
aperiod not to exceed twenty-four (24) hours.

(3) When drugs are used, arecord is made to include

awritten physician’s order or accountability record.

(4) All drugs therein are reviewed by a pharmacist
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upon return to duty, not to exceed twenty-four (24)

hours.

(5) There are written palicies, procedures, and forms

established to implement the requirements of this

subsection.

(c) Whenever any drug is not available from floor
supplies or cabinets, as defined in this section, and such
drugisrequired to treat theimmediate needs of apatient,
such drug may be obtained from the pharmacy in accor-
dance with the requirements of this subsection. One (1)
supervisory licensed nurse in any given shift may have
access to the pharmacy and may remove drugs there
from. The qualifying pharmacist shall require that the
removal of any drug from the pharmacy by an authorized
nurse be recorded on a suitable form, which includesthe
name of the drug, strength, amount, date, time, and
signature of nurse, and that a copy of the order shall be
left with the form.

(d) Requirements for hospital emergency drug boxes,
drug carts, emergency kits, emergency drug kits, crash
carts, drug kits, or other storage method for emergency
drugs are as follows:

(1) Pharmacy policy and procedures shall assure the:

(A) availability;
(B) control; and
(C) security;

of emergency drug carts, drug kits, or drug boxes in

the pharmacy and patient care areas.

(2) Procedures shall include the following:

(A) Determination of drugs and quantities of drugs
to be included.
(B) Labeling for expiration date.
(C) Process for restocking the cart, kit, or box.
(D) Security measures to prevent unauthorized
access.
(Indiana Board of Pharmacy; 856 IAC 1-28.1-8; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1638)

856 IAC 1-28.1-9 Emergency drug kitsfrom Type

11 and Type VI pharmacies
Authority: IC 25-26-13-4
Affected: |C 25-26-13-17; IC 35-38

Sec. 9. (a) Emergency drug kits supplied by pharma-
cieswithaTypelll or TypeVI permit shal bein compli-
ance with this section.

(b) All drugs in the emergency kit shall be provided
and owned by a single supplying pharmacy.

(c) All drugs in the emergency drug kit shall be se-
lected and approved by a committee whose membership
includes, at a minimum, the following:

(1) Thefacility’s consultant pharmacist.

(2) A licensed nurse.
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(3) A physician (medical doctor or doctor of osteopa

thy).

(4) Thefacility administrator.

(d) The selection process must identify drugs and
guantities thereof in the emergency drug kit.

(e) The lists of drugs and quantities included in the
emergency drug kit shall bereviewed asrequired periodi-
cally, but no less often than yearly.

(f) Labeling asfollows:

(1) The exterior labeling of the emergency drug kit as

described in this subsection shall contain, at a mini-

mum, the following:
(A) Drug name (trade name, generic name, or active
ingredients).
(B) Drug strength or size, if any.
(C) Quantity included therein.
(D) Expiration date of the kit as defined in this
section.

(2) All drugs contained in the emergency drug kit as

described in this section shall be labeled, at a mini-

mum, with the following:
(A) Drug name (trade name, generic name, or active
ingredients).
(B) Drug strength or size, if applicable.
(C) Nameof themanufacturer, packer, or distributor.
(D) Lot number.
(E) Expiration date.

(g) The expiration date of the emergency drug kit, as
required in subsection (f)(1)(D) shall bethe earliest date
of expiration of any of thedrugsincluded inthekit at any
time.

(h) All emergency kits subject to this subsection:
(1) shall be stored in a secure area, suitable for the
prevention of unauthorized access to or diversion of
the drugs therein;
(2) if controlled substances, asdefinedin |C 35-38, are
stored in such a manner asto facilitate periodic recon-
ciliation by thefacility nursing staff, that reconciliation
shall be recorded in an appropriate manner as deter-
mined by the committee described under this section;
and

(3) al controlled substances contained in emergency

drug kits shall remain the property of the supplying

pharmacy and as such shall be included in the phar-
macy’s biennial inventory as required by 21 CFR

1303.04 and 21 CFR 1301.11.

(i) The nurse responsible for removing drugs from an
emergency drug kit shall record or cause to be recorded,
in a manner designated under subsection (h)(2), the
following minimum information:

(1) Name of the patient.

(2) Name of the drug.

(3) Strength of the drug.
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(4) Quantity removed.

(5) Date of removal.

(6) Time of removal.

(1) Removal of a controlled substance in Schedule Il
pursuant to an oral authorization fromapractitioner shall
be documented, and the nurse accepting such authoriza-
tion is responsible for compliance with 856 IAC 2-6-7
regarding prescription requirements for controlled
substancesin Schedule 1.

(k) Removal of acontrolled substancein Schedulelll,
IV, or V, pursuant to an oral authorization from a practi-
tioner, shall bedocumented, and the nurseaccepting such
authorizationisresponsiblefor compliancewith856 |AC
2-6-12.

() Whenever an emergency kit is opened, for any
reason, the supplying pharmacy shall be notified in a
timely manner, and the pharmacy shall restock, if neces-
sary, and reseal the kit promptly so as to prevent risk of
harm to patients of the facility. (Indiana Board of Phar-
macy; 856 IAC 1-28.1-9; filed Dec 26, 2001, 2:44 p.m.:
251R 1639)

856 IAC 1-28.1-10  Security
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-17

Sec. 10. The pharmacy shall be capable of being
secured against entry by key, combination, code, pass-
word, or other method developed that can positively
identify anindividual so asto prevent access by unautho-
rized personnel. (Indiana Board of Pharmacy; 856 IAC
1-28.1-10; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1640)
856 IAC 1-28.1-11  Performance improvement

events, sentinel events,
corrective and avoidance
measures, review, re-

cor ds, and documentation
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-17

Sec. 11. (a) The pharmacist in charge shall, asa part of
the pharmacy’s performance improvement program,
assure or be responsible for assuring that data are col-
lected to:

(1) monitor the stability of existing medication use

processes,

(2) identify opportunities for improvement; and

(3) identify changes that will lead to and sustain

improvement.

(b) Identification of quality related or sentinel event as
defined in section 1 of thisrule shall be cause for:

(1) anintensive analysis of causal factorsinvolved in
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the event; and

(2) plansfor corrective actions.

(c) Records of all processes, analysis, and corrective
measures instituted involving such pharmacy quality
related or sentinel event shall be maintained for aperiod
of not less than two (2) years.

(d) The committee created under section 5(c)(1) of this
rule shal, at aminimum, consider the effects on quality
of the pharmacy system due to the following:

(1) Staffing levels of both professional and technical

personnel.

(2) Workflow.

(3) Use of technology.

(e) Requirements for documentation of performance
improvement monitoring of medication use processes,
confidentiality of records, summarization, and examina-
tion by the board shall be as follows:

(1) Each quality related or sentinel event that occurs,

or isalleged to have occurred, astheresult of activities

involving pharmacy operations, shall bedocumentedin
awritten or el ectronic storagerecord created solely for
that purpose.

(2) The quality related or sentinel event shall be:

(A) initially documented by the pharmacist to whom
it isfirst described; and

(B) recorded on the same day of its having been so
described to the pharmacist.

(3) Documentation shall include a description of the

event that is of sufficient detail to permit analysis of

the event.

(4) The pharmacistin charge shall summarize, or cause

to be summarized, efforts to improve the medication

use process on a semiannual basis.

(5) No patient names or employee names shall be

included in this summary report.

(6) Thisreport shall be maintained for a period of not

less than two (2) years.

(7) Therecords created and maintai ned asacomponent

of apharmacy performanceimprovement program are

confidential to the extent law permits. However, to
assure compliance, the board or its representative may

review the policies and procedures manual and a

summarization of events described in subsection (b).
(Indiana Board of Pharmacy; 856 IAC 1-28.1-11; filed
Dec 26, 2001, 2:44 p.m.: 25 IR 1640)

856 IAC 1-28.1-12  Drugdistribution, storage,
and accountability

Authority: IC 25-26-13-4

Affected: |C 25-26-13-17

Sec. 12. (@) All drugs and devices in pharmacies
located within institutions shall be obtained and used in
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accordance with written policies and procedures that
have been prepared or approved by the qualifying
pharmacist or pharmacist in charge and the medical staff
who explain the:

(1) selection;

(2) distribution;

(3) storage; and

(4) safe and effective use of:

(A) drugs;

(B) new drugs,

(C) investigational new drugs; and
(D) devices;

in the facility.

(b) The pharmacist in charge of the pharmacy located
within an institution shall be responsible for the follow-
ing:

(1) The safe and efficient:

(A) distribution;
(B) contral;

(C) storage; and
(D) accountahility;

for al drugs and devices.

(2) The compliance with al applicable Indiana and

federal laws and rules.

(c) Labeling requirements are as follows:

(1) All drugs, other than unit-of-use packages, dis-

pensed by an institutional pharmacy, intended for use

within the facility, shall be distributed in appropriate
containers and adequately labeled so as to identify, at
aminimum, the following:

(A) Patient identification.

(B) Brand name or generic name, or both.

(C) Strength, if applicable.

(D) Route of administration.

(E) Quantity.

(F) Pharmacist’sinitials.

(G) Location of the patient within the institution.

(2) Unit-of-use packages shall contain information to

adequately label them, at a minimum, as follows:

(A) Drug name (brand or generic, or both).
(B) Strength, if applicable.
(C) Control number and/or expiration date.

(3) All drugsdispensed by aninstitutional pharmacy to

patients about to be discharged, or temporarily dis-

charged, from institutions with Type IIl or Type IV

permits, shall be [abeled with the following minimum

information:
(A) Name, address, and telephone number of the
institutional pharmacy.
(B) Date and identifying serial number.
(C) Name of patient.
(D) Name of drug and strength, if applicable.
(E) Directions for use by the patient and route of
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administration.

(F) Name of prescribing practitioner.

(G) Precautionary information if any contained in
the prescription.

(d) Requirementsfor the disposition of discontinued or
recalled drugs are as follows:

(1) The qualifying pharmacist or pharmacist in charge

shall be responsible for the development and imple-

mentation of policiesand procedures for the return to
the pharmacy of drugs and containers that are:
(A) discontinued, outdated, or recalled; or
(B) in containers with worn, illegible, or missing
labels;

for proper disposition.

(2) The qualifying pharmacist or pharmacist in charge

or hisor her designee shall make proper disposition of

such drugs at the storage site.

(e) The qualifying pharmacist or pharmacist in charge
shall ensure that drugs are dispensed from the institu-
tional pharmacy only upon authorized practitioner’s:

(1) written orders,

(2) direct copies,

(3) facsimiles thereof; or

(4) eectronically transmitted by other means and

printed or displayed appropriately.

(f) Accountability requirements are as follows:

(1) The quaifying pharmacist or pharmacist in charge

of an institutional pharmacy shall ensure that policies

and procedures documenting the trail of:
(A) controlled substances; and
(B) such other drugs as may be specified by the
appropriate committee of the institutional facility,
from ordering and receiving by the pharmacy
through administration or wastage of drug at the
patient level.

(2) The qualifying pharmacist or pharmacist in charge

shall be responsible for review of this process on a

continual basis by review of:

(A) proofs-of -use documentation; or

(B) other electronic documentation methodol ogy.
(3) At aminimum, the documentation process shall be
able to identify the following:

(A) The name of the drug.

(B) The dose.

(C) The patient’s name.

(D) The date and time of administration to the

patient.

(E) The identification of the individual administer-

ing.

(F) The record of aiquot portion destroyed, if any,

and identification of witness.

(g) All records and reports that are required for phar-
macy functions shall be maintained accordingto policies

856 IAC 1-28.1-14

and procedures devel oped within the institution with the
approval of the pharmacist in charge for a period of not
less than two (2) years. (Indiana Board of Pharmacy;
856 IAC 1-28.1-12; filed Dec 26, 2001, 2:44 p.m.; 25 IR
1641)

856 IAC 1-28.1-13  Drug self-administration
Authority: IC 25-26-13-4
Affected: |C 25-26-13-17

Sec. 13. Self-administration of drugs by patients of an
institutional facility shall be permitted only if such useis
specifically authorized by the treating or ordering physi-
cian and:

(1) the patient’ s knowledge of self-administration has

been evaluated; or

(2) the patient has received training in the proper

manner of self-administration:

(A) by apharmacist; or

(B) according to hospital policy; and
thereisno risk of harmto the patient. (Indiana Board of
Pharmacy; 856 IAC 1-28.1-13; filed Dec 26, 2001, 2:44
p.m.: 25|R 1642)

856 |AC 1-28.1-14  Patient’s own medication
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13-17

Sec. 14. (a) An ingtitutional pharmacy is prohibited
fromaccepting and dispensing drugsthat arebrought into
the institution by the patient, even if intended for use by
that same patient. However, use of the patient’s own
medication may be permitted if:

(1) the patient or the patient’s representative may

maintain the patient’s own medication:

(A) at the bedside; or

(B) for drugs with special storage requirements,
including, but not limited to, refrigeration in an
appropriate storage area in the patient care area
under control of nursing personnel for appropriate
administration to that patient only; and

(2) the nurses in charge of that patient’s care shall

witness the administration and maintain records of

such use.

(b) If the patient or the patient’ s representative brings
in medication part or all of which isstill present at such
time a patient expires, those drugs shall be delivered to
the institutional pharmacy for appropriate destruction.
Such drugs may not be turned over to the patient’'s
representatives. This rule shall be made clear to the
parties involved prior to the permission to use such
medication. Patients who are discharged shall take with
them their own medications brought to the institution
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under the terms of this section.

(c) In the event the patient is discharged and leaves
drugs brought in under this section, either deliberately or
inadvertently, such drugsshall be documented and stored
at the appropriate nursing location for a maximum of
seven (7) calendar days. If not claimed by the patient or
the patient’ s agent within those seven (7) calendar days,
the drugs so stored shall be destroyed as described in
subsection (b). (Indiana Board of Pharmacy; 856 | AC 1-
28.1-14; filed Dec 26, 2001, 2:44 p.m.: 25 IR 1642)

856 IAC 1-28.1-15  Inspections
Authority: |C 25-26-13-4
Affected: |C 16-42-3-3; |C 25-26-13-17

Sec. 15. The qualifying pharmacist or pharmacist in
charge shall be responsible for the timely inspection of
all areas where drugs are stored, used, or administered.
The inspection can be carried out by qualified designee
and appropriaterecordskept. Theinspection shall verify,
at a minimum, the following:

(1) Disinfectants and drugs solely for nontherapeutic

external useare stored separately and apart from drugs

for internal use or injection.

(2) Drugs requiring specia storage conditions are

appropriately stored to assurethedrugsare not adulter-

ated as described in 1C 16-42-3-3.

(3) Drugs subject to deterioration are removed from

any accessible location prior to the expiration date

(manufacturer’s or other such as required under 856

IAC 1-21) and disposed of appropriately.

(4) Emergency drugs designated by the institution are

in adequate supply and are properly stored in the

institution.

(5) All necessary and required security and storage

standards are met.

(6) All pharmacy-related policiesand proceduresof the

institution are complied with.

(Indiana Board of Pharmacy; 856 IAC 1-28.1-15; filed
Dec 26, 2001, 2:44 p.m.: 25 R 1642)

Rule 29. Electronic Data Processing of Prescriptions
856 IAC1-29-1 Approval of electronic data processing
system

On-line retrieval and printout capabilities;
datarequirements; discontinuanceof system
Hard-copy of daily dispensing; verification
and retention; back-up capability
Auxiliary system

Safeguards

Data entry; supervision

Exigting systems; compliance date (Repeal ed)
Transfer of prescriptions between pharma-
cies (Repealed)

856 IAC 1-29-2

856 IAC 1-29-3

856 IAC 1-29-4
856 IAC 1-29-5
856 IAC 1-29-6
856 IAC 1-29-7
856 IAC 1-29-8
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856 IAC 1-29-9  Applicability of rule

8561 AC 1-29-1 Approval of electronic data process-

ing system
Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 1. (a) No electronic data processing system may
be used by a pharmacist pursuant to a Type |, Type lll,
and Type VI pharmacy permit as an alternative to hisor
her recordation of prescription information unless that
system has been approved by the Indiana board of
pharmacy (board).

(b) No electronic data processing system may be used
by a pharmacist as an alternative to his recordation of
information directly ontheoriginal prescription pursuant
to 1C 25-26-13-25(c), without the approval of the board,
and such an electronic data processing system does not
qualify for approval unlessit satisfies at a minimum the
requirementsfound in thisrule. Any such system must be
approved by the board before initial installation in
Indiana. Any pharmacy installing such a system must
make a written request to the board for approval. Ap-
prova is subject to withdrawa for cause so that the
pharmacist must in such a case discontinue use of the
system as an alternative. (Indiana Board of Pharmacy;,
856 IAC 1-29-1; filed Aug 16, 1984, 3:55 p.m.: 7 IR
2543; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR
1337)

856 |AC 1-29-2 On-lineretrieval and printout capa-
bilities; data requirements; dis-
continuance of system

Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 2. (a) Any such proposed computerized system
must provide on-line retrieval (viavisual display device
or hard-copy printout) of original prescription order
information for those prescription orders which are
currently authorized for refilling. This shall include:

(1) prescription number;

(2) date of issuance of the original prescription order

by the prescriber;

(3) full name and address of the patient;

(4) name and address of prescriber;

(5) DEA number of prescriber when drug prescribedis

controlled substance;

(6) thename, strength (if applicable), dosageform, and

quantity of medication originally dispensed;

(7) total number of refills authorized by prescriber.

(b) In addition to the information contained in subsec-
tion (a) above, the following information shall be main-
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tained for each filling:

(1) date dispensed;

(2) quantity dispensed, if different from the quantity

prescribed;

(3) identification of dispensing pharmacist;

(4) adeguate information to determine the number of

authorized refills remaining.

(c) The system shall be able to produce a complete
printout of current prescription statusthat would provide
all necessary refill information for use in the event that
the pharmacy wishes to discontinue use of the computer
system. The report shall list al currently refillable
prescriptions in sequence by prescription number. The
following information shall be included:

(1) prescription number;

(2) date dispensed, quantity, and pharmacist'sidentifi-

cation;

(3) the number of refills presently remaining and the

amount owed, if any, from any partia refills.
(Indiana Board of Pharmacy; 856 |AC 1-29-2; filed Aug
16, 1984, 3:55 pm: 7 IR 2544; readopted filed Nov 13,
2001, 3:55 p.m.: 25 R 1330)

856 | AC 1-29-3 Hard-copy of daily dispensing; veri-
fication and retention; back-up

capability
Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 3. (a) A pharmacy using an electronic data pro-
cessing system must provide a separate hard-copy
printout of prescription order and refill data for each
day's dispensing or other board approved uniformly
maintained readily retrievable system. This hard-copy
printout or other board approved systemshall includethe
following:

(2) prescription number;

(2) date of dispensing;

(3) patient name;

(4) drug and strength (if applicable);

(5) quantity dispensed;

(6) prescriber identification;

(7) pharmacist identification;

(8) refill status;

(9) controlled drug schedule identification.

(b) Thedispensing pharmacist must verify that the data
is correct to the best of his knowledge and date and sign
the document or log book in the same manner as he
would sign acheck or legal document.

(c) This documentation shall be maintained for a
period of five (5) years from the dispensing date. The
daily hard-copy printout may be replaced with amonthly
printout or other permanent documentation containing

856 IAC 1-29-7

the same information.

(d) Each system must have the capability of informa
tional back-up and such documentation must be storedin
asecurelocation. (Indiana Board of Pharmacy; 856 |AC
1-29-3; filed Aug 16, 1984, 3:55 pm: 7 IR 2544,
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 |AC 1-29-4 Auxiliary system
Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 4. In the event that a pharmacy which employs
such an electronic data processing system experiences
system down time, the pharmacy must have an auxiliary
procedurewhichwill beused for documentation of refills
of prescription orders. This auxiliary procedure must
insure that refills are authorized by the original prescrip-
tion order, that the maximum number of refills has not
been exceeded, and that al of the appropriate data is
retained for on-line service. However, nothing in this
section shall preclude a pharmacist from using his
professional judgment to benefit the health of the patient.
(Indiana Board of Pharmacy; 856 | AC 1-29-4; filed Aug
16, 1984, 3:55 pm: 7 IR 2544; readopted filed Nov 13,
2001, 3:55 p.m.: 25 R 1330)

856 |AC 1-29-5 Safeguards
Authority: 1C 25-26-13-4
Affected: 1C 25-26-13-15; IC 25-26-13-25

Sec. 5. When utilizing electronic data processing
systems, pharmacists shall comply with 1C 25-26-13-15.
(Indiana Board of Pharmacy; 856 | AC 1-29-5; filed Aug
16, 1984, 3:55 pm: 7 IR 2545; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-29-6 Data entry; supervision
Authority: IC 25-26-13-4
Affected: |C 25-26-13-25

Sec. 6. When electronic data processing equipment is
utilized in any pharmacy, input of drug information shall
be performed by apharmacist or under theimmediateand
persona supervision of a pharmacist. The pharmacist
must certify the accuracy of the information entered and
verify the prescription order. (Indiana Board of Phar-
macy; 856 |AC 1-29-6; filed Aug 16, 1984, 3:55pm: 7 IR
2545; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

856 |AC 1-29-7 Existing systems, compliance date
(Repealed)

Sec. 7. (Repeal ed by | ndiana Boar d of Phar macy; filed
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Dec 2, 2001, 12:35 p.m.: 25 IR 1340)

856 IAC 1-29-8 Transfer of prescriptions between
phar macies (Repeal ed)

Sec. 8. (Repeal ed by Indiana Boar d of Phar macy; filed
Jun 8, 1992, 5:00 p.m.: 15 IR 2249)

856 | AC 1-29-9 Applicability of rule
Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 9. This rule applies to pharmacies with Type I,
Typelll, TypelV, and Type VI permits. (Indiana Board
of Pharmacy; 856 |AC 1-29-9; filed Aug 16, 1984, 3:55
p.m.. 7 IR 2545; filed Mar 8, 1989, 10:00 am.: 12 IR
1634; filed Jun 8, 1992, 5:00 p.m.: 15 1R 2248; filed Sep
21,1992, 9:00 a.m.: 16 IR 724; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

Rule 30. Sterile Phar maceuticals; Preparation

and Dispensing
856 IAC 1-30-1 Purpose
856 IAC 1-30-2 “Biological safety cabinet” defined
856 IAC 1-30-3  “Class 100 environment” defined
856 IAC 1-30-4 “Cytotoxic” defined
856 IAC 1-30-5 “Quadlified pharmacist” defined
856 IAC 1-30-6  “Sterile pharmaceutical” defined
856 IAC 1-30-7 Policy and procedure manual
856 IAC 1-30-8 Physical requirements
856 IAC 1-30-9  Personnel

856 IAC 1-30-10
856 IAC 1-30-11
856 IAC 1-30-12
856 IAC 1-30-13
856 IAC 1-30-14
856 IAC 1-30-15
856 IAC 1-30-16
856 IAC 1-30-17
856 IAC 1-30-18

Support personnel

Staffing

Profile or medication record system
Labeling

Records and reports

Disposal of infectious waste
Emergency kit

Cytotoxic drugs

Quiality assurance

856 IAC 1-30-1 Purpose
Authority: |C 25-26-13-4
Affected: 1C 25-26-13-18

Sec. 1. The purpose of thisruleisto provide standards
for the preparation, labeling, and distribution of sterile
pharmaceutical products by licensed pharmacists, pursu-
ant to a drug order or prescription. (Indiana Board of
Pharmacy; 856 IAC 1-30-1; filed Jan 28, 1992, 5:00
p.m.: 151R 1017, eff Jan 1, 1992 [ | C 4-22-2-36 suspends
the effectiveness of a rule document for thirty (30) days
after filing with the secretary of state. LSA Document
#91-6 wasfiled Jan 28, 1992.] ; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

INDIANA BOARD OF PHARMACY 910

856 IAC 1-30-2 “Biological safety cabinet” defined
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 2. Asusedinthisrule, “biological safety cabinet”
means a containment unit suitable for the preparation of
low to moderate risk agents where there is a need for
protection of the product, personnel, and environment.
(Indiana Board of Pharmacy; 856 |AC 1-30-2; filed Jan
28,1992, 5:00 p.m.: 151R 1017, eff Jan 1, 1992 [IC 4-
22-2-36 suspendsthe effectiveness of aruledocument for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992];
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 | AC 1-30-3 “ Class 100 environment” defined
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-18

Sec. 3. Asused in thisrule, “Class 100 environment”
means an atmospheric environment which contains less
than one hundred (100) particles five-tenths (0.5) mi-
cronsin diameter per cubic foot of air. (Indiana Board of
Pharmacy; 856 IAC 1-30-3; filed Jan 28, 1992, 5:00
p.m.: 151R1017, eff Jan 1, 1992 [ C 4-22-2-36 suspends
the effectiveness of a rule document for thirty (30) days
after filing with the secretary of state. LSA Document
#91-6 wasfiled Jan 28, 1992.]; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-30-4 “ Cytotoxic” defined
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 4. As used in this rule, “cytotoxic” means a
pharmaceutical that has the capability of killing living
human cells. (Indiana Board of Pharmacy; 856 IAC 1-
30-4; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1017, eff Jan
1, 1992 [IC 4-22-2-36 suspends the effectiveness of a
rule document for thirty (30) days after filing with the
secretary of state. L SA Document #91-6 wasfiled Jan 28,
1992]; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

856 |AC 1-30-5 “ Qualified pharmacist” defined
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 5. As used in this rule, “qualifying pharmacist”
means alicensed pharmacist, identified in the policy and
procedure manual, required by section 7 of thisrule, as
responsible for the preparation of the sterile
pharmaceuticals, in compliance with the policy and
procedure manual and the applicable laws governing the
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practice of pharmacy in Indiana. (Indiana Board of
Pharmacy; 856 IAC 1-30-5; filed Jan 28, 1992, 5:00
p.m.: 151R1017, eff Jan 1, 1992 [ |1 C 4-22-2-36 suspends
the effectiveness of a rule document for thirty (30) days
after filing with the secretary of state. LSA Document
#91-6 was filed Jan 28, 1992.] ; readopted filed Dec 2,
2001, 12:35 p.m.: 251R 1337)

856 IAC 1-30-6 “ Sterile pharmaceutical” defined
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 6. As used in this rule, “sterile pharmaceutical”
means a dosage form of a drug, free from living micro-
organisms. (Indiana Board of Pharmacy; 856 IAC 1-30-
6; filed Jan 28, 1992, 5:00 p.m.: 15 R 1017, eff Jan 1,
1992 [1C 4-22-2-36 suspends the effectiveness of arule
document for thirty (30) days after filing with the secre-
tary of state. LSA Document #91-6 was filed Jan 28,
1992.]; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

856 | AC 1-30-7 Palicy and procedure manual
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 7. Each pharmacy preparing and dispensing sterile
pharmaceuticals shall maintain a policy and procedure
manua relating to sterile products as part of the phar-
macy policy and procedure manual or asaseparatepolicy
and procedure manual. This manual shall be available at
the pharmacy for inspection by the board or its desig-
nated inspector. The manual shall be reviewed annually
by the pharmacist-in-charge and revised if needed. The
manua shall include the name of the pharmacist-in-
charge of the preparation of sterile pharmaceuticals and
policies and procedures for the following:

() Clinical services provided.

(2) The handling, storage, disposal, and clean-up of

accidental spills of cytotoxic drugs, if they are pre-

pared.

(3) Disposal of unused supplies and drugs.

(4) Drug destruction and returns.

(5) Drug dispensing.

(6) Drug labeling and relabeling.

(7) Drug storage.

(8) Duties and qualifications for professiona and

nonprofessional staff.

(9) Equipment.

(10) Handling of infectiouswastes, if drug productsor

administration devices are returned to the pharmacy

after administrationinthe case of homeadministration.

(11) Infusion devices and drug delivery systems, if

856 IAC 1-30-8

utilized.
(12) Investigational drugs, if dispensed.
(13) Quality assurance procedures to include the
following:
(A) Recall procedures.
(B) Storage and expiration dating.
(C) Educational procedures for professiona staff,
nonprofessional staff, and patient, if needed, in the
case of home administration.
(D) Sterile procedures to include monitoring the
temperature of therefrigerator, routine maintenance,
and report of hood certification.
(E) Sterility testing or monitoring, if employed, in
the case of routine bulk compounding from
nonsterile chemicals.
(14) Reference manuals.
(15) Sterile product preparation procedures.
(Indiana Board of Pharmacy; 856 |AC 1-30-7; filed Jan
28,1992, 5:00 p.m.: 15 IR 1018, eff Jan 1, 1992 [IC 4-
22-2-36 suspendstheeffectivenessof aruledocument for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992];
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 |AC 1-30-8 Physical requirements
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 8. (@) A licensed pharmacy preparing sterile
pharmaceuticals shall have a designated areafor prepar-
ing compounded, sterilepharmaceuticals. Thedesignated
areashall berestrictedto only those personnel authorized
for the preparation of sterile pharmaceuticals. This area
may be in a separate room or in a portion of a larger
room. The area cannot be a warehouse or stockroom
setting, and must be free of dust and dirt.

(b) The designated preparation area shall be used only
for the preparation of sterilepharmaceutical productsand
related functions.

(c) The licensed pharmacy preparing sterile pharma:
ceutical products shall have the following equipment:

(1) An environmental control device capable of main-
taining at least a Class 100 environment in the work
space where critical objects are exposed and critical
activities are performed. Examples of appropriate
devices include laminar airflow hood and zona lami-
nar flow of high efficiency particulate air (HEPA)
filtered air.

(2) A sink with hot and cold running water which is

convenient to the compounding areafor the purpose of

hand scrubs prior to compounding.

(3) Disposal containers for used needles, syringes,

gowns, gloves, etc., and, if applicable, cytotoxic waste
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from the preparation of chemotherapy agents and

infectious wastes from patients.

(4) Environmental controls including biohazard

cabinetry when cytotoxic drug products are prepared.

(5) A refrigerator with athermometer.

(d) The licensed pharmacy preparing sterile
pharmaceuticals shall include the following supplies:

(1) Disposable needles, syringes, and other supplies

needed for aseptic admixture.

(2) Disinfectant cleaning solutions.

(3) Hand washing agent with antibacterial action.

(4) Disposable towels or wipes.

(5) Filters and filtration equipment, if utilized.

(6) A cytotoxic drug spill kit shall be availablein the

facility, if cytotoxic drugs are prepared.

(7) Disposable gowns and gloves.

(e) No one may have access to the pharmacy in the
absence of the pharmacist, except asstated in 856 IAC 1-
28-7.

(f) A pharmacy preparing sterile pharmaceutical sshall
haveinitsreference library:

(2) the Handbook on Injectable Drugs, published by

the American Society of Hospital Pharmacists

(ASHP), 4630 Montgomery Avenue, Bethesda, Mary-

land 20814;

(2) the King's Guide to Parenteral Admixtures, pub-

lished by Pacemarq Inc., 11701 Borman Drive, St.

Louis, Missouri 63146; or

(3) other electronic data base for determining mixing

and administration guidelines and drug incompatibili-

ties,
in addition to other publications as required in 856 IAC
1-6-2.

(9) If the pharmacy is handling or preparing cytotoxic
drugs, the pharmacy shall have a copy of Occupational
Safety and Health Administration requirements for
handling cytotoxic drugs as published in Occupational
Safety and Health Administration Publication 8-1.1,
Office of Occupational Medicine, Directorate of Techni-
cal Support, Occupational Safety and Health Administra-
tion, U.S. Department of Labor. (Indiana Board of
Pharmacy; 856 IAC 1-30-8; filed Jan 28, 1992, 5:00
p.m.: 151R 1018, eff Jan 1, 1992 [ | C 4-22-2-36 suspends
the effectiveness of a rule document for thirty (30) days
after filing with the secretary of state. LSA Document
#91-6 was filed Jan 28, 1992]; errata filed Mar 17,
1992, 10:20 a.m.: 15 IR 1394; readopted filed Nov 13,
2001, 3:55 p.m.: 25 1R 1330)

856 | AC 1-30-9 Personnel
Authority: |C 25-26-13-4
Affected: IC 25-26-13-18
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Sec. 9. (a) Each pharmacist engaged in preparing
sterile pharmaceuticalsmust betrained in the specialized
functions of preparing and dispensing compounded,
sterile pharmaceuticals, including the principles of
aseptic technique and quality assurance. Documentation
of suchtraining or experience shall be made availablefor
inspection by the board or its representatives.

(b) The qualifying pharmacist shall be responsiblefor
the purchasing, storage, compounding, repackaging,
dispensing, and distribution of all sterilepharmaceuticals.

(c) Thequalifying pharmacist shall also beresponsible
for the devel opment and continuing review of all policies
and procedures, training manuals, and quality assurance
programs. (Indiana Board of Phar macy; 856 | AC 1-30-9;
filed Jan 28, 1992, 5:00 p.m.: 151R 1019, eff Jan 1, 1992
[IC 4-22-2-36 suspends the effectiveness of a rule
document for thirty (30) days after filing with the secre-
tary of state. LSA Document #91-6 was filed Jan 28,
1992]; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR
1337)

856 |AC 1-30-10 Support personnel
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 10. (a) The pharmacist may be assisted by support
personnel incompliancewith | C 25-26-13-18(a)(4). Such
personnel shall have specialized training in the prepara-
tion of sterile pharmaceuticals and shall work under the
supervision of a licensed pharmacist. The training
provided to these personnel shall be described inwriting.
The duties and responsibilities of supportive personnel
must be consistent with their training and experience.

(b) Thissectionisnot to preclude other licensed health
care professionals, as allowed by law, may also prepare
sterile pharmaceuticalswhen thereisanimmediate need,
or when the preparation in a pharmacy is not practical.
(Indiana Boar d of Pharmacy; 856 | AC 1-30-10; filed Jan
28, 1992, 5:00 p.m.: 15 IR 1019, eff Jan 1, 1992 [IC 4-
22-2-36 suspendsthe effectiveness of a rule document for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992];
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-30-11 Staffing
Authority: 1C 25-26-13-4
Affected: |1C 25-26-13-18

Sec. 11. A pharmacist shall be accessibleat al timesto
respond to patients and other health professionas
guestions and needs. (Indiana Board of Pharmacy; 856
IAC 1-30-11; filed Jan 28, 1992, 5:00 p.m.: 151R 1019,
eff Jan 1, 1992 [ 1C 4-22-2-36 suspends the effectiveness
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of a rule document for thirty (30) days after filing with
the secretary of state. L SA Document #91-6 wasfiled Jan
28,1992 ; readopted filed Nov 13, 2001, 3:55 p.m.; 25
IR 1330)

856 IAC 1-30-12 Profile or medication record sys-

tem
Authority: 1C 25-26-13-4
Affected: |1C 25-26-13-18

Sec. 12. A pharmacy-generated profile or medication
record systemfor sterile pharmaceutical sadministered to
patients, except for those inpatients in an institutional
facility, asdefinedin 856 1A C 1-28-1(a), holding a Type
Il pharmacy permit, shall be maintained separately from
the prescription file. The patient profile or medication
record system shall contain at a minimum the following:

(1) Patient's name, date of birth or age, weight, and

SEX.

(2) Sterile pharmaceutical products dispensed.

(3) Drug content and quantity.

(4) Directions for the patient, if administered outside

the facility.

(5) Identification of the dispensing pharmacist and

other authorized personnel responsible for preparing

the sterile pharmaceutical.

(6) Other drug therapy information, if applicable.

(7) Known or suspected drug sensitivitiesand allergies

of the patient to drugs and foods, if applicable.

(8) Primary diagnosis and chronic conditions if the

sterile pharmaceutical is administered outside the

facility.
(Indiana Board of Pharmacy; 856 | AC 1-30-12; filed Jan
28, 1992, 5:00 p.m.: 15 1R 1019, eff Jan 1, 1992 [IC 4-
22-2-36 suspendstheeffectivenessof a ruledocument for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992];
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-30-13 Labeling
Authority: 1C 25-26-13-4
Affected: |1C 25-26-13-18

Sec. 13. (a) Each sterile pharmaceutical product
dispensed to apatient shall belabeled with thefollowing:

(1) Date of preparation by the pharmacy.

(2) Patient name and bed number, if an institutional -

ized patient.

(3) Name of each drugin the preparation, strength, and

amount.

(4) Expiration date of the preparation, including time,

if applicable.

(5) ldentity of the pharmacist compounding and

856 IAC 1-30-15

dispensing the sterile pharmaceutical, and identity of

other authorized personnel preparing the product, if

applicable.

(6) Other information required by the dispensing

pharmacy regarding storage requirements or special

warnings.

(b) In addition, if the patient residing at home or
outside the facility where the sterile pharmaceutical is
prepared, the following labeling requirements apply:

(2) Identifying prescription number.

(2) Prescriber’sfull name.

(3) Name, address, and telephone number of the

licensed pharmacy.

(4) Directions for use shall be provided, either on the

label or by other written instructions, including infu-

sion rate and date and time of administration.

(Indiana Board of Pharmacy; 856 | AC 1-30-13; filed Jan
28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-
22-2-36 suspendsthe effectiveness of a rule document for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992.]; errata
filed Mar 17, 1992, 10:20 a.m.: 15 IR 1394; readopted
filed Dec 2, 2001, 12:35 p.m.: 25 R 1337)

856 IAC 1-30-14 Recordsand reports
Authority: IC 25-26-13-4
Affected: |C 25-26-13-15; IC 25-26-13-18

Sec. 14. (a) Thequalifying pharmacist shall berespon-
sible for such records and reports as required to ensure
the patient’s health, safety, and welfare. Such records
shall be readily available and maintained for two (2)
years from the date of issuance of the prescription or
drug order and be subject to inspection by the Indiana
board of pharmacy or its designated inspector. These
records shall include the following:

(1) Patient profile or medication record system.

(2) Policy and procedure manual.

(3) Training manuals.

(4) Policies and procedures for disposal of cytotoxic

waste, when applicable.

(b) Information regarding individual patients shall be
maintained in a manner to assure confidentiality of the
patient’s record. Release of thisinformation shall bein
accordance with 1C 25-26-13-15. (Indiana Board of
Pharmacy; 856 IAC 1-30-14; filed Jan 28, 1992, 5:00
p.m.: 151R 1020, eff Jan 1, 1992 [ | C 4-22-2-36 suspends
the effectiveness of a rule document for thirty (30) days
after filing with the secretary of state. LSA Document
#91-6 was filed Jan 28, 1992.] ; readopted filed Dec 2,
2001, 12:35 p.m.: 25 1R 1338)

856 |AC 1-30-15 Disposal of infectious waste
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Authority: IC 25-26-13-4
Affected: |1C 25-26-13-18

Sec. 15. The qualifying pharmacist is responsible for
assuring that there is a system for the disposal of infec-
tiouswaste returned from outside thefacility in amanner
consistent with the protection of the public’s health and
safety and in compliance with applicable state and
federal law. (Indiana Board of Pharmacy; 856 | AC 1-30-
15; filed Jan 28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1,
1992 [1C 4-22-2-36 suspends the effectiveness of arule
document for thirty (30) days after filing with the secre-
tary of state. LSA Document #91-6 was filed Jan 28,
1992.]; readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR
1338)

856 IAC 1-30-16 Emergency kit
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 16. When sterile pharmaceuticals are provided to
home care patients, the dispensing pharmacy may supply
the nurse with emergency drugs, if the treating physician
has authorized the use of such drugs by a protocol, for
use in an emergency situation, e.g., anaphylactic shock.
(Indiana Board of Pharmacy; 856 | AC 1-30-16; filed Jan
28,1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-
22-2-36 suspendstheeffectivenessof aruledocument for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992];
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 |AC 1-30-17 Cytotoxic drugs
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 17. The following additional requirements are
necessary to ensure the protection of the personnel
involved in those licensed pharmacies that prepare
cytotoxic drugs:

(1) All cytotoxic drugs shall be compounded in a

vertical flow, Class |1, biological safety cabinet.

(2) Protective apparel shall be worn by personnel

compounding cytotoxic drugs. This shall include

disposable gloves and gowns with tight cuffs.

(3) Appropriate saf ety and special handling techniques

for compounding cytotoxic drugs shall be used in

conjunction with the aseptic techniques required for
preparing sterile products.

(4) Proceduresfor disposal of cytotoxic waste shall be

specified within the policy and procedure manual as

required by section 7 of thisrule.

(5) Written procedures for handling both major and

minor spillsof cytotoxic agents must be developed and
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included in the policy and procedure manual.

(6) Cytotoxic agents shall be properly labeled to

identify the need for caution in handling, eg.,

“ Chemotherapy-Dispose of Properly”. If shipped, the

outer container must also be properly labeled with the

same cautionary statement.
(Indiana Board of Phar macy; 856 | AC 1-30-17; filed Jan
28, 1992, 5:00 p.m.: 15 IR 1020, eff Jan 1, 1992 [IC 4-
22-2-36 suspendstheeffectivenessof a ruledocument for
thirty (30) days after filing with the secretary of state.
LSA Document #91-6 was filed Jan 28, 1992];
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 |AC 1-30-18 Quality assurance
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 18. (a) Thedesignated qualifying pharmacist shall
conduct a documented, ongoing quality assurance
program that monitors personnel performance, equip-
ment, and facilities. Samples of finished products shall
be examined, or other continuous monitoring methods
shall be used to assure that the pharmacy is capable of
consistently preparing sterile pharmaceuticals meeting
their specifications. Quality assurance procedures shall
include the following:

(1) Recal procedures for compounded sterile

pharmaceuticals.

(2) Storage and dating for compounded sterile

pharmaceuticals.

(3) Sterile procedures, including the following:

(A) Monitoring the temperature of the refrigerator.
(B) Routine maintenance.
(C) Report of laminar flow hood certification.

(4) Written documentation of periodic hood cleaning.

(b) All biologica safety cabinets and Class 100
environments shall be certified by an independent
contractor or facility specialist as meeting Federa
Standard 209B or National Sanitation Foundation
Standard 49, as referenced in section 2 of thisrule, for
operational efficiency. Such certification shall be per-
formed at |east annually. Records documenting certifica-
tion shall be maintained for aperiod of not less than two
(2) years.

(c) Prefiltersfor the clean air source shall be replaced
or cleaned as applicable on a regular basis and the
replacement or cleaning date documented.

(d) A vertical flow Class Il biological safety cabinet
may be used to compound any sterile pharmaceutical
product; however, it must be thoroughly cleaned between
each usefor cytotoxic and noncytotoxic drug compound-
ing.

(e) If manufacturing of parenteral solutions is per-
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formed utilizing nonsterile chemicals, extensive end
product testing, as referenced in Remington’s Pharma-
ceutical Sciences, published by Mack Publishing Com-
pany, Easton, Pennsylvania18042, or other Federal Drug
Administration approved testing methods, must be
documented prior to the release of the product from
guarantine. This process must include appropriate tests
for particulate matter, microbial contamination, and
testing for pyrogens. Thisdoesnot precludethe extempo-
raneous compounding of certain sterile pharmaceuticals.

(f) There shall be written justification of the chosen
expiration dates for compounded parenteral products
documented in the policy and procedure manual.

(g) There shall be documentation of quality assurance
audits at planned intervals, including infection control
and sterile technique audits. (Indiana Board of Phar-
macy; 856 IAC 1-30-18; filed Jan 28, 1992, 5:00 p.m.:
151R 1021, eff Jan 1, 1992 [1C 4-22-2-36 suspends the
effectiveness of aruledocument for thirty (30) days after
filing with the secretary of state. LSA Document #91-6
was filed Jan 28, 1992.]; readopted filed Dec 2, 2001,
12:35 p.m.: 25 1R 1338)

Rule 31. Facsimile Machines
856 IAC 1-31-1 “Facsimile machine” defined
8561AC1-31-2 Useof afacsimilemachine to electronically
transmit a prescription or drug order

856 | AC 1-31-1 “ Facsimile machine” defined
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-2

Sec. 1. Asusedinthisrule, “facsimilemachine’” means
a machine that electronicaly transmits exact images
through connection with a telephone network. (Indiana
Board of Pharmacy; 856 IAC 1-31-1; filed Mar 31,
1992, 5:00 p.m.: 15 IR 1390; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-31-2 Use of a facsimile machineto elec-
tronically transmit a prescription

or drug order
Authority: IC 25-26-13-4
Affected: IC 25-1-9; IC 25-26-13

Sec. 2. Prescription or drug orders for legend drugs
may be transmitted by facsimile machine from an autho-
rized prescribing practitioner to a pharmacy under the
following restrictions:

(1) The original prescription or order transmitted by

facsimile machine contains:

(A) al information required under 1C 25-26-13-2;
(B) the name and address of the pharmacy to whichthe
prescription or drug order is being transmitted; and

856 IAC 1-31-2

(C) the name of the person transmitting the prescrip-

tion or drug order.
(2) A statement that the prescription is valid only if
transmitted by facsimile machine is included on the
face of the original prescription or drug order.
(3) Actual transmission is done by or under the direct
supervision of the authorized prescribing practitioner
or by an authorized agent.
(4) A prescription for a Schedule 11 controlled sub-
stance may be transmitted by the practitioner or the
practitioner’s authorized agent to a pharmacy via
facsimile equipment, provided the original written,
signed prescription is presented to the pharmacist for
review prior to the actual dispensing of the controlled
substance, except as noted in subdivision (5) or (6).
(5) A prescription prepared in accordance with 856
IAC 2-6-4 written for aSchedule Il narcotic substance
to be compounded for the direct administration to a
patient inaprivateresidence, longterm carefacility, or
hospice setting by means of parenteral, intravenous,
intramuscular, subcutaneous, or intraspina infusion
may be transmitted by the practitioner or the practitio-
ner's agent by facsimile. The facsimile serves as the
original written prescription, andit shall bemaintained
in accordance with | C 25-26-13-25.
(6) A prescription prepared in accordance with 856
IAC 2-6-4 written for a Schedule 11 substance for a
resident of along term carefacility licensed under 410
IAC 16.2-3.1 may betransmitted by the practitioner or
the practitioner’s authorized agent to the dispensing
pharmacy by facsimile. The facsimile serves as the
original written prescription for the purpose of this
subdivision, and it shall be maintained in accordance
with 1C 25-26-13-25.
(7) A prescription prepared in accordance with 856
IAC 2-6-4 written for a Schedule 1 narcotic substance
for apatient enrolled in ahospice program, inpatient or
outpatient, certified by Medicare under Title XVI1I or
licensed by Indiana may be transmitted by the practi-
tioner or the practitioner’s agent to the dispensing
pharmacy by facsimile. Thepractitioner or thepractitio-
ner’ sagent will note on the prescription that the patient
is a hospice patient. The facsimile serves as the origina
written prescription for purposes of this subdivision and
maintained in accordance with |C 25-26-13-25.
(8) A controlled substance prescription or drug order
for aSchedulellll, IV, or V controlled substance may
be sent by facsimile machine and must be sent by the
prescribing practitioner or an authorized agent.
(9) A facsimilemachinetransmitted copy of aprescrip-
tion or drug order must produce a nonfading copy or
be reduced to writing, either manually or via other
processes, for example, photocopying, that producesa
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nonfading document. Proper notation on the file copy
shall indicate that the prescription order was initially
received via facsimile machine transmission.
(20) The receiving facsimile machine must be located
in the prescription department of the pharmacy or in
another nonpublic area of the pharmacy to protect
patient/pharmaci st/authorizing prescribing practitioner
confidentiality and security as required by 1C 25-26-
13-15.
(11) Using facsimile equipment to circumvent docu-
mentation, authenticity, verification, or other standards
of the profession of pharmacy will be considered
professional incompetence under 1C 25-1-9.
(Indiana Board of Pharmacy; 856 |AC 1-31-2; filed Mar
31, 1992, 5:00 p.m.; 15 IR 1390; filed Aug 17, 1995,
8:30 a.m.: 19 IR 39; filed May 26, 2000, 8:52 a.m.: 23
IR 2502; filed May 10, 2001, 9:22 a.m.: 24 IR 3067;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

Rule 32. Transfer of Prescriptions Between Phar-
macies

Applicability of rule

Noncontrolled and controlled substance

prescription transfers

Patient’ s right to transfer prescriptions

Pharmacists' responsibilities

856 IAC 1-32-1
856 IAC 1-32-2

856 IAC 1-32-3
856 IAC 1-32-4

856 IAC 1-32-1 Applicability of rule
Authority: IC 25-26-13-4
Affected: |C 25-26-13-25

Sec. 1. This rule governs the transfer of prescription
information, either originally filled or previously
refilled, by one (1) pharmacy to another pharmacy for
refills. (Indiana Board of Pharmacy; 856 IAC 1-32-1;
filed Jun 8, 1992, 5:00 p.m.: 151R 2248; readopted filed
Dec 2, 2001, 12:35 p.m.: 25 IR 1339)

856 | AC 1-32-2 Noncontrolled and controlled sub-

stance prescription transfers
Authority: IC 25-26-13-4
Affected: |C 25-26-13-25

Sec. 2. (a) Prescription information for legend drugs
that are not controlled substances may be transferred at
any time during the lifetime of the prescription up to one
(1) year after the date of the original filling, or when the
original number of authorized refills expires, whichever
comes first.

(b) Except aslimited by the requirement of subsection
(a), prescriptionsfor legend drugs that are not controlled
substances may be transferred any number of times.

(c) If any authorized refills remain, prescriptions for
Schedule 111, Schedule 1V, and Schedule V controlled
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substances may be transferred only once within six (6)
months from the date the prescription was issued.
However, pharmacies electronically sharing area-time,
on-line database may transfer up to the maximum refills
permitted by law and the prescriber’ s authorization.

(d) Prescriptionsfor Schedulell controlled substances
may not be transferred. (Indiana Board of Pharmacy;
856 IAC 1-32-2; filed Jun 8, 1992, 5:00 p.m.: 15 IR
2248; filed May 26, 2000, 8:52 a.m.. 23 IR 2503;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1339)

856 |AC 1-32-3 Patient’sright to transfer prescrip-

tions
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13-16; IC 25-26-13-25

Sec. 3. A pharmacist may not legally refuseto transfer
a patient’s prescription or prescription information
except when to do so would be against the professional
judgment of the pharmacist in the manner provided for
under 1C 25-26-13-16. (Indiana Boar d of Pharmacy; 856
IAC 1-32-3; filed Jun 8, 1992, 5:00 p.m.: 15 IR 2248;
errata filed Jul 10, 1992, 9:00 am.: 15 IR 2465;
readopted filed Dec 2, 2001, 12:35 p.m.: 25 IR 1339)

856 | AC 1-32-4 Pharmacists responsibilities
Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 4. Transfer of prescription information under this
rule must meet the following requirements:
(1) Thetransfer iscommunicated directly betweentwo
(2) licensed pharmacists or by suitable electronic
device approved by the Indiana board of pharmacy,
and the transferring pharmacist records the following
information:
(A) Write the word “VOID” on the face of the
invalidated prescription.
(B) Record on the reverse of the invalidated pre-
scription, the name, address, and Drug Enforcement
Administration registration number of the pharmacy
to which it was transferred and the name of the
pharmacist receiving the prescription.
(C) Record the date of the transfer and the name of
the pharmacist transferring the information.
(2) The pharmacist receiving the transferred prescrip-
tion shall reduce to writing the following:
(A) Writetheword“ TRANSFER” onthefaceof the
transferred prescription.
(B) Provide al information required to be on a
prescription and include the following:
(i) Date of issuance of original prescription.
(ii) Original number of refills authorized on origi-
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nal prescriptions.
(iii) Date of original dispensing.
(iv) Number of valid refills remaining and date of
last refill, and, in the event the transfer is for the
second or subsequent transfer of asubstancethatis
a Schedule 111, Schedule 1V, or Schedule V con-
trolled substance, the date and location of the
previous refill.
(v) Pharmacy’ s name, address, Drug Enforcement
Administration registration number, and original
prescription number from which the prescription
information was transferred.
(vi) Name of the transferor pharmacist.
(C) Both the original and transferred prescription must
be maintained as required under IC 25-26-13-25.
(3) Pnarmaciesel ectronically accessingthesameprescrip-
tion record must satisfy al information requirements of a
manual mode for prescription transferral.
(Indiana Board of Pharmacy; 856 |AC 1-32-4; filed Jun
8,1992,5:00 p.m.: 151R2248; erratafiled Jul 10, 1992,
9:00a.m.: 151R 2465; filed May 26, 2000, 8:52 a.m.: 23
IR 2503; readopted filed Dec 2, 2001, 12:35 p.m.: 25IR
1339)

Rule 33. Counseling
“Counseling” defined

Patient counseling requirements
Patient profile requirements
Ingtitutional patient exception

856 IAC 1-33-1
856 IAC 1-33-2
856 IAC 1-33-3
856 IAC 1-33-4

856 |AC 1-33-1“Counseling” defined
Authority: |C 25-26-13-4
Affected: |C 25-26-13-4

Sec. 1. As used in this rule, “counsding” means
effectivecommunication, by apharmaci<t, of information
inorder to improve therapeuti c outcomes by maximizing
the proper use of prescription medications and devices.
(Indiana Board of Pharmacy; 856 |AC 1-33-1; filed Dec
1, 1992, 5:00 p.m.: 16 IR 1176; readopted filed Nov 13,
2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-33-2 Patient counseling requirements
Authority: IC 25-26-13-4
Affected: IC 25-26-13-16

Sec. 2. (a) Upon the receipt of a prescription or upon
the subsequent refilling of a prescription, and following
areview of the patient's prescription medication profile,
the pharmacist shall beresponsiblefor theinitiation of an
offer to discuss matters (counsel) which, in the pharma-
cist'sprofessional judgment, aresignificant to optimizing
drugtherapy. Depending upon thesituation, these matters
may include, but are not necessarily limited to, the

856 IAC 1-33-3

following:

(1) The name and description of the medicine.

(2) The route, dosage form, dosage, route of adminis-

tration, and duration of drug therapy.

(3) Special directions and precautions.

(4) Common adverse effects or interactions and

therapeuti c contraindicationsthat may beencountered,

including their avoidance and the action required if

they occur.

(5) Techniques for self-monitoring drug therapy.

(6) Proper storage.

(7) Prescription refill information.

(8) Action to be taken in the event of amissed dose.

(b) Counseling shall be in person, whenever practica-
ble, or through accessto atelephone servicewhichistoll
freefor long distance calls, and be held with the patient,
the patient's caregiver, or the patient's representative.

(c) Alternative forms of patient information may be
used to supplement verbal counseling when appropriate.
Examplesinclude, writteninformation leafl ets, pictogram
labels, and video programs. Nothing in this subsection
shall be construed to mean that supplements may be a
substitute for verbal counseling when verbal counseling
is practicable.

(d) Nothing inthis rule shall be construed asrequiring
a pharmacist to provide counseling when a patient
refuses the offer to counsel. (Indiana Board of Phar-
macy; 856 IAC 1-33-2; filed Dec 1, 1992, 5:00 p.m.: 16
IR 1176; readopted filed Nov 13, 2001, 3:55 p.m.: 251R
1330)

856 | AC 1-33-3 Patient profile requirements
Authority: |C 25-26-13-4
Affected: |C 25-26-13-25

Sec. 3. The pharmacist shall assure that prescription
medication profiles are maintained for al patients
receiving pharmaceutical care at that pharmacy. Within
limits of reasonably availableinformation, the pharmacy
medication profile shall include the following:

(1) Name, address, telephone number, age or date of

birth, and gender.

(2) Known drug allergies and adverse reactions.

(3) A list of current medications and relevant devices,

either of which may relateto the patient's drug therapy.

(4) Known disease states.

(5) Any other information that, inthe pharmacist's profes-

siona judgment, the pharmacist deems appropriate.

(6) Pharmacist's comments relevant to theindividual's

drug therapy.

(Indiana Board of Pharmacy; 856 |AC 1-33-3; filed Dec
1, 1992, 5:00 p.m.: 16 IR 1176; readopted filed Nov 13,
2001, 3:55 p.m.: 25 1R 1330)



856 IAC 1-33-4

856 IAC 1-33-4 Institutional patient exception
Authority: IC 25-26-13-4
Affected: |C 25-26-13-4

Sec. 4. The requirements for patient counseling, as
described inthisrule, shall not apply to patientsresiding
ininstitutional facilitiesin Indiana as defined under 856
IAC 1-28-1(a). (Indiana Board of Pharmacy; 856 IAC 1-
33-4; filed Dec 1, 1992, 5:00 p.m.: 16 IR 1177,
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

Rule 34. Security Featuresfor Prescriptions
856 IAC 1-34-1  Applicability
856 IAC 1-34-2  Security feature requirements
8561AC1-34-3  Preprinted controlled substance prohibition
856 IAC 1-34-4 Exemption
856 IAC 1-34-5 Approval

856 | AC 1-34-1 Applicability
Authority: IC 35-48-7-8
Affected: [C 16-42-19-5

Sec. 1. This rule establishes minimum standards for
security featuresfor prescriptionsissued by practitioners
as described in 1C 16-42-19-5. Practitioners licensed in
Indiana must comply with this rule in order for their
prescriptionstobeacceptedfor fillinginlicensed Indiana
pharmacies. (Indiana Board of Pharmacy; 856 | AC 1-34-
1; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2782, eff Jan 1,
1996; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

856 IAC 1-34-2 Security featurerequirements
Authority: IC 35-48-7-8
Affected: |C 16-42-19-5

Sec. 2. (a) All controlled substance prescriptions
written by licensed Indiana practitioners, as defined by
IC 16-42-19-5, must contain the following security
features:

(1) A latent, repetitive “void” pattern screened at five

percent (5%) in reflex blue must appear across the

entire face of the document when the prescription is
photocopied.

(2) Thereshall beacustomartificial watermark printed

on the back side of the base paper so that it may only

be seen at a forty-five (45) degree angle. The water-
mark shall consist of the words “Indiana Security

Prescription”, appearing horizontally in a step-and-

repeated format in five (5) lines on the back of the

document using 12-point Helvetica bold type style.

(3) An opaque RX symbol must appear in the upper

right-hand corner, one-eighth (c) of an inch fromthe

top of the pad and five-sixteenths (°/,) of aninch from
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the right side of the pad. The symbol must be three-

fourths (%) inch in size and must disappear if the

prescription copy is lightened.

(4) Six (6) quantity check-off boxes must be printed on

the form and the following quantities must appear and

the appropriate box be checked off for the prescription
to bevalid:

(A) 1-24

(B) 2549

(C) 50-74

(D) 75-100

(E) 101-150

(F) 151 and over.

(5) No advertisements may appear on thefront or back
of the prescription blank.
(6) Logos, defined as a symbol utilized by an individ-
ual, professional practice, professional association, or
hospital, may appear on the prescription blank. The
upper left one (1) inch square of the prescription blank
is reserved for the purpose of logos. Only logos, as
defined by this subdivision, may appear on the pre-
scription blank.

(7) Only one (1) prescription may be written per

prescription blank. The following statement must be

printed on the bottom of the pad: “ Prescriptionisvoid
if morethan one (1) prescriptioniswritten per blank.”.

(8) Refill options that can be circled by the prescriber

must appear below any logos and above the signature

lines on the left side of the prescription blank in the
following order:
Refill NR 12 345 Void after .

(9) Practitioner name and state issued professional

license number must be preprinted, stamped, or manu-

ally printed on the prescription.

(10) All prescription blanks printed under this rule

shall befour and one-fourth (4%4) inches high and five

and one-half (5%2) inches wide.

(b) Nothing in thisrule shall prevent licensed Indiana
practitioners from utilizing security paper prescriptions
for the prescribing of any legend drug. (Indiana Board of
Pharmacy; 856 |AC 1-34-2; filed Jul 5, 1995, 9:45a.m.:
181R 2782, eff Jan 1, 1996; readopted filed Dec 2, 2001,
12:35 p.m.: 25 IR 1340)

856 IAC 1-34-3 Preprinted controlled substance
prohibition
Authority: IC 35-48-7-8
Affected: |C 35-48-2; |C 35-48-7

Sec. 3. The name of any controlled substance, as
defined by IC 35-48-2, may not be preprinted on any
prescription forms at any time before the prescription is
being prepared and executed for presentation to the
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patient or the patient's agent. That includes, but is not
limited to, such activities as typing prescriptions in
anticipation of their need, and using a rubber stamp or
other similar means which would accomplish the same
end. Commercially printed forms containing names of
controlled substancesarea so prohibited. (IndianaBoard
of Pharmacy; 856 IAC 1-34-3; filed Jul 5, 1995, 9:45
a.m.: 18 IR 2783, eff Jan 1, 1996; readopted filed Nov
13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-34-4 Exemption
Authority: IC 35-48-7-8
Affected: |1C 35-48-7

Sec. 4. Prescriptions utilized by pharmacists to record
call-in prescriptions, transf erred prescriptions, or facsim-
ile prescriptions do not need to comply with this rule.
(Indiana Board of Pharmacy; 856 IAC 1-34-4; filed Jul
5, 1995, 9:45 am.. 18 IR 2783, eff Jan 1, 1996;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-34-5 Approval
Authority: IC 35-48-7-8
Affected: |1C 35-48-7

Sec. 5. Printers wishing to supply prescription blanks
to authorized recipients must obtain a template design
from the board to use as a layout guide. Printers must
also submit a preprint proof to the board for approval
prior to any production of prescription blanks governed
by thisrule. (Indiana Board of Pharmacy; 856 |AC 1-34-
5; filed Jul 5, 1995, 9:45 a.m.: 18 IR 2783, &ff Jan 1,
1996; readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR
1330)

Rule 35. Pharmacy Technicians
856 IAC 1-35-1 Purpose and scope
856 IAC 1-35-2 “Unlicensed person” defined
856 IAC 1-35-3  “Pharmaceutical care” defined
856 IAC 1-35-4 Quadlifications
856 IAC 1-35-5 Duties that a pharmacy technician may not
perform
Provision of quality assurance; duties (Re-
pealed)
Identification

856 IAC 1-35-6

856 IAC 1-35-7

856 |AC 1-35-1 Pur pose and scope
Authority: IC 25-26-13-4
Affected: |C 25-26-13

Sec. 1. (a) The board is responsible for establishing
standards for the competent practice of pharmacy.

(b) The use of pharmacy technicians to assist the
pharmacist with nondiscretionary functions associated
with the practice of pharmacy enables the pharmacist to

856 IAC 1-35-3

provide pharmaceutical care to the patient.

(c) Evolved pharmacy practice demands additional
time for pharmacists to counsel individual patients
regarding the proper use of drugs.

(d) Only pharmacists(licensed under |C 25-26-13-11),
pharmacy internsand externs (asdefined in | C 25-26-13-
2 and registered under IC 25-26-13-10), and pharmacy
technicians asdescribed in this section shall be permitted
to participateintheactivitiesassociated with adrug order
Or prescription preparation.

(e) A pharmacist shall not permit a pharmacy techni-
cian to participate in the activities associated with adrug
order or prescription preparation unless the pharmacy
technician meets the qualifications of this section.

(f) The pharmacist is responsible for the work per-
formed by the pharmacy technician under the pharma-
cist’ ssupervision. (Indiana Board of Phar macy; 856 |AC
1-35-1; filed Aug 17, 1995, 8:30 am.. 19 IR 39;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330;
filed Dec 20, 2002, 12:17 p.m.: 26 IR 1561)

856 |AC 1-35-2 “Unlicensed person” defined
Authority: |C 25-26-13-4
Affected: |C 25-26-13-18

Sec. 2. () As used in this rule, “unlicensed person”
means a pharmacy technician who, under the immediate
and direct supervision of the pharmacist, assists the
pharmacist in thetechnical and nonjudgmental functions
related to the practice of pharmacy in the processing of
prescriptions and drug orders.

(b) As used in subsection (@), “ pharmacy technician”
shall not include pharmacy intern/externs or other
ancillary persons which include, but are not limited to:

(D) clerks;

(2) secretaries,

(3) cashiers; or

(4) delivery persons;
who may be present in the pharmacy. (Indiana Board of
Pharmacy; 856 IAC 1-35-2; filed Aug 17, 1995, 8:30
a.m.: 19 1R 40; readopted filed Nov 13, 2001, 3:55 p.m.:
25 1R 1330)

856 | AC 1-35-3 “Phar maceutical care” defined
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 3. As used in this rule, “pharmaceutical care”
means the responsible provision of drug therapy for the
purpose of achieving definite outcomes that improve a
patient's quality of life. (Indiana Board of Pharmacy;
856 | AC 1-35-3; filed Aug 17, 1995, 8:30 a.m.; 19 IR 40;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)
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856 | AC 1-35-4 Qualifications
Authority: IC 25-26-13-4
Affected: 1C 25-26-13-18

Sec. 4. To be eligible to perform the functions and
duties of a pharmacy technician, an individual must
possess the following qudifications, which shall be
ascertained and documented in a reasonably retrievable
manner by the pharmacist that qualifies the pharmacy
permit;

(1) The individual has not been convicted of a crime

that has a direct bearing on the individua’s ability to

work with legend drugs or controlled substances.

(2) The individual must be a high school graduate or

have successfully completed a General Education

Development program or have been judged to be

competent by the qualifying pharmacist.

(3) The individual must have successfully completed

or be enrolled in and successfully complete within

twelve (12) months of being hired as a technician one

(2) of the following board-approved programs:

(A) A comprehensivecurricular-based educationand
training program conducted by apharmacy or educa-
tional organization.
(B) A technician training program utilized by the
employer that includes specific training in the duties
required to assist the pharmacist in the technical
functions associated with the practice of pharmacy.
Thecontentsof thetraining program shall include, at
aminimum, the following:
() Understanding of the dutiesand responsibilities
of the technician and the pharmacist, including the
standards of patient confidentiality and ethics
governing pharmacy practice.
(if) Tasks and technical skills, policies, and proce-
dures related to the technician’ s position.
(iii) Working knowledge of pharmaceutical-medi-
cal terminology, abbreviations, and symbols com-
monly used in prescriptions and drug orders.
(iv) Working knowledge of the genera storage,
packaging, and labeling requirements of drugs,
prescriptions, or drug orders.
(v) Ability to perform the arithmetic calculations
required for the usual dosage determinations.
(vi) Working knowledge and understanding of the
essential functions related to drug purchasing and
inventory control.
(vii) Therecord keeping functions associated with
prescriptions or drug orders.

(4) Inlieu of the requirements in subdivision (3), the

successful completion of a board-approved certifica-

tion examination may satisfy the requirements of this
section.
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(5) A record of the pharmacy technician training and
education must be maintained in the pharmacy where
the technician is employed and shall include the
following:
(A) The name of the pharmacy technician.
(B) The starting date of employment as a pharmacy
technician.
(C) The starting date of the technician training
program.
(D) The date of completion of the training program
or proof of passing the board-approved examination
if subdivision (4) applies.
(E) A copy of the training manual, if on-the-job
training is used by the employer, or certificate of
successful compl etion of another approved program,
or other training program compl eted prior to empl oy-
ment.
(Indiana Board of Pharmacy; 856 | AC 1-35-4; filed Aug
17, 1995, 8:30 a.m.: 19 IR 40; readopted filed Nov 13,
2001, 3:55 p.m.: 25 1R 1330; filed Dec 20, 2002, 12:17
p.m.: 26 IR 1562)

856 IAC 1-35-5 Duties that a pharmacy technician

may not perform
Authority: IC 25-26-13-4
Affected: |C 25-26-13-18

Sec. 5. A pharmacy technician may perform many
technical functions associated with the practice of
pharmacy. However, even under theimmediateand direct
supervision of a pharmacist, the pharmacy technician is
prohibited from performing the following functions:

(1) Any duty required by law, regulation, or rule to be

performed by a pharmacist.

(2) The provision of advice or consultation with the

prescriber or other licensed health care provider

regarding the patient or the interpretation and applica
tion of information contained in the prescription or
drug order, medical record, or patient profile.

(3) The provision of advice or consultation with the

patient regarding the interpretation of the prescription

or the application of information contained in the
patient profile or medical record.

(4) Dispensing of prescription drug information to the

patient as required in I1C 25-26-13-4.

(5) Receipt of averbal prescription, other than arefill

approval or denial, from a prescriber.

(6) Final check on all aspects of the completed pre-

scription and assumption of the responsibility for the

filled prescription, including, but not limited to,
accuracy of the:

(A) drug;

(B) strength; and
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(C) labeling.
(Indiana Board of Pharmacy; 856 | AC 1-35-5; filed Aug
17,1995, 8:30 a.m.: 19 IR 41; readopted filed Nov 13,
2001, 3:55 p.m.: 25 R 1330)

856 | AC 1-35-6 Provision of quality assurance; du-
ties (Repeal ed)

Sec. 6. (Repealed by Indiana Board of Pharmacy; filed
Dec 20, 2002, 12:17 p.m.: 26 IR 1562)

856 |AC 1-35-7 | dentification
Authority: IC 25-26-13-4
Affected: IC 25-26-13-18

Sec. 7. (8) The public shall be able to identify a
pharmacist fromapharmacy technician whileengagedin
the provision of pharmaceutical care.

(b) A pharmacy technician shall:

(1) wear identification clearly stating that the personis

a pharmacy technician while on duty; and

(2) identify himself or herself verbaly in any tele-

phonic or eectronic communication as a pharmacy

technician.

(c) No person, other than a person who has met the
qualifications established in section 4 of thisrule, will be
permitted to wear identification using the words “ phar-
macy technician” or similar wording that may confuse or
deceive another person. (Indiana Board of Pharmacy;
856 IAC 1-35-7; filed Aug 17, 1995, 8:30a.m.: 191R 41;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

Rule 36. Temporary Variances
856 IAC 1-36-1 Exceptions
856 IAC1-36-2 Submission of a request for temporary
variance
Positiveimpact ondelivery of pharmaceuti-
cal care
Period of time
Renewal
Revocation
Public notice
Justification of denial
Copies of requests

8561AC1-36-3

856 IAC 1-36-4
856 IAC 1-36-5
856 IAC 1-36-6
856 IAC 1-36-7
856 IAC 1-36-8
856 IAC 1-36-9

856 | AC 1-36-1 Exceptions
Authority: |C 25-26-13-4
Affected: |C 25-26-13

Sec. 1. A person subject to the regul ations of the board
may request that the board grant a temporary variance
from any rule adopted by the board, except rules con-
cerning examinations, experience hours, and require-
ments for licensure. (Indiana Board of Pharmacy; 856
IAC 1-36-1; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4534;

856 IAC 1-36-4

readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 | AC 1-36-2 Submission of a request for tempo-

rary variance
Authority: IC 25-26-13-4
Affected: |C 25-26-13

Sec. 2. A request for a temporary variance must be
submitted to the board in writing. Each request must
contain the following information:

(1) Thename, address, and license or permit number of

the applicant.

(2) The name of the responsible pharmacist and the

specific location at which activities will be conducted

under the temporary variance.

(3) The citation to the specific rule from which the

applicant seeks a temporary variance.

(4) A detailed explanation of the purpose of the tem-

porary variance.

(5) An assessment of the impact on the public if the

variance is granted.

(6) A statement of the conditions which would cause

the applicant to apply for renewa of the temporary

variance.

(7) The beginning, midpoint, and ending dates of the

proposed demonstration project.

(Indiana Board of Pharmacy; 856 IAC 1-36-2; filed Jul
23,1998, 4:43 p.m.: 21 1R 4534; readopted filed Nov 13,
2001, 3:55 p.m.: 25 R 1330)

856 | AC 1-36-3 Positiveimpact on delivery of phar-

maceutical care
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 3. Temporary variances shall only be granted for
demonstration projects which are expected to have a
positive impact on the delivery of pharmaceutical care.
Justification for that expectation shall befully explained.
The board shall not grant any temporary variance which
threatens public health, safety, or welfare. (Indiana
Board of Pharmacy; 856 |AC 1-36-3; filed Jul 23, 1998,
4:43 p.m.: 21 IR 4535; readopted filed Nov 13, 2001,
3:55 p.m.: 25 IR 1330)

856 | AC 1-36-4 Period of time
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13

Sec. 4. The board shall grant atemporary variance for
aperiod of no morethan six (6) months. Any personwho
receives a temporary variance shall submit to the board
a written report of the effects of the demonstration
project at the midpoint and at the conclusion of the
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temporary variance. (Indiana Board of Pharmacy; 856
IAC 1-36-4; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 IAC 1-36-5 Renewal
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 5. A temporary variance may be renewed by the
Indiana board of pharmacy (board) for an additional six
(6) months. A temporary variance shall not be renewed
more than five (5) times. Requests for renewal of a
variance shall be submitted in writing to the board not
less than thirty (30) days prior to the expiration of the
variance and shall contain at least the information
required by section 2 of this rule. (Indiana Board of
Pharmacy; 856 IAC 1-36-5; filed Jul 23, 1998, 4:43
p.m.: 21 IR 4535; readopted filed Dec 2, 2001, 12:35
p.m.: 25 IR 1340)

856 | AC 1-36-6 Revocation
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13

Sec. 6. The board may revoke any temporary variance
for cause, including, but not limited to, afinding that the
temporary variance poses or may pose athreat to public
health, safety, or welfare. The person requesting the
temporary variance has the obligation to report any such
potential threat to the board immediately upon the
discovery of such potential threat, or as soon as possible
after such discovery. (Indiana Board of Pharmacy; 856
IAC 1-36-6; filed Jul 23, 1998, 4:43 p.m.: 21 IR 4535;
readopted filed Nov 13, 2001, 3:55 p.m.: 25 IR 1330)

856 | AC 1-36-7 Public notice
Authority: |1C 25-26-13-4
Affected: 1C 25-26-13

Sec. 7. The board shall give public notice of requests
for temporary variances at not lessthan two (2) consecu-
tive regular meetings before voting to grant or deny a
request for a temporary variance. (Indiana Board of
Pharmacy; 856 IAC 1-36-7; filed Jul 23, 1998, 4:43
p.m.: 21 IR 4535; readopted filed Nov 13, 2001, 3:55
p.m.: 25 IR 1330)

856 | AC 1-36-8 Justification of denial
Authority: IC 25-26-13-4
Affected: 1C 25-26-13

Sec. 8. The board shall set forth in writing its reasons
for granting or denying a temporary variance. (Indiana
Board of Pharmacy; 856 |AC 1-36-8; filed Jul 23, 1998,
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4:43 p.m.: 21 IR 4535; readopted filed Nov 13, 2001,
3:55 p.m.: 25 1R 1330)

856 | AC 1-36-9 Copies of requests
Authority: |C 25-26-13-4
Affected: |C 25-26-13-5

Sec. 9. The executive director shall retain copies of al
requestsfor temporary variances and the board's reasons
for granting or denying requests as part of the record of
it proceedings maintained under 1C 25-26-13-5. (Indiana
Board of Pharmacy; 856 |AC 1-36-9; filed Jul 23, 1998,
4:43 p.m.; 21 IR 4535; readopted filed Nov 13, 2001,
3:55 p.m.: 25 1R 1330)

ARTICLE 2. CONTROLLED SUBSTANCES

Rulel. Definitions

Rule2. Controlled Substances Code Number—Schedules|
through 1V

Rule 3. Registration Information—Special Instructions

Rule4. Records and Inventories of Registrants

Rule5. Order Forms

Rule 6. Issuance, Filling and Filing Prescriptions

Rule 1. Definitions

856 IAC 2-1-1  Definitions

856 IAC2-1-2  Controlled substances advisory committee;
function; hearings

856 IAC 2-1-3  Mestings; organization

856 IAC 2-1-4  Duties of officers

856 IAC 2-1-5  Rulemaking powers

856 IAC2-1-6  Recommendations and findings

856 IAC 2-1-1 Definitions
Authority: IC 35-48-3-1
Affected: 1C4-21.5; IC 35-48-2-1

Sec. 1. Definitions. As used herein, the following
terms shall have the meanings specified:
(a) Theterm “Act” means the Indiana Uniform Con-
trolled Substances Act of 1973. IC 1971, 35-24.1
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See IC 35-48] as
amended.
(b) The term “basic class’ means, as to controlled
substanceslisted in Schedules| and I1 [856 |AC 2-2-2
and 856 IAC 2-2-3]:
(1) Each of the opiates, including itsisomers, esters,
ethers, salts, and salts of isomers, esters, and ethers
whenever the existence of such isomers, esters,
ethers, and sdts is possible within the specific
chemical designation, listed in Section 2.11(b) [ 856
IAC 2-2-2(b)] of this chapter;
(2) Each of the opium derivatives, including itssalts,
isomers, and saltsof isomerswhenever the existence
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of such salts, isomers, and salts of isomersis possi-
blewithinthespecific chemical designation, listedin
Section 2.11(c) [856 IAC 2-2-2(c)] of this part;
(3) Each of the hallucinogenic substances, including
its salts, isomers, and salts of isomers whenever the
existence of such salts, isomers, and salts of isomers
is possible within the specific chemical designation,
listed in Section 2.11(d) [856 IAC 2-2-2(d)] of this
part;
(4) Each of the following substances whether pro-
duced directly or indirectly by extraction from
substances of vegetable origin, or independently by
means of chemical synthesis, or by acombination of
extraction and chemical synthesis:
(i) Opium, including raw opium, opium extracts,
opium fluid extracts, powdered opium, granulated
opium, deodorized opium and tincture of opium;
(if) Apomorphine;
(iii) Codeine;
(iv) Ethylmorphine;
(v) Hydrocodone;
(vi) Hydromorphone;
(vii) Metopon;
(viii) Morphine;
(ix) Oxycodone;
(x) Oxymorphone;
(xi) Thebaine;
(xii) Mixed akaloids of opium listed in Section
2.12(b)(2) [856 IAC 2-2-3(b)(2)] of this part;
(xiit) Cocaine; and
(xiv) Ecgonine;
(5) Each of the opiates, including itsisomers, esters,
ethers, salts, and salts of isomers, esters, and ethers
whenever the existence of such isomers, esters,
ethersand saltsis possiblewithin the specific chemi-
cal designation, listedin Section 2.12(c) [ 856 |AC 2-
2-3(c)] asamended, of this part;
(6) Methamphetamine, including salts, isomers, and
salts of isomers.
(7) Amphetamine, its salts, optical isomers and salts
of its optical isomers;
(8) Phenmetrazine and its salts; and
(9) Methylphenidate.
(c) The term “Administration” means the Drug En-
forcement Administration, formerly the Bureau of
Narcotics and Dangerous Drugs.
(d) Theterm “agent” means an authorized person who
actson behalf of or at the direction of a manufacturer,
distributor, or dispenser. It doesnot includeacommon
or contract carrier, public warehouseman, or employee
of the carrier or warehouseman.
(e) The term * controlled premises’” means—
(1) Places where original or other records or docu-
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ments required under the Act [1C 35-48] are kept or
required to be kept, and
(2) Places including factories, warehouses, or other
establishments, conveyances, where persons regis-
tered under the Act [IC 35-48] or exempted from
registration under the Act [IC 35-48] may lawfully
hold, manufacture, or distribute, dispense, adminis-
ter, or otherwise dispose of controlled substances.
(f) Theterm* Administrator” meansthe Director of the
Federal Drug Enforcement Administration who has
been delegated authority under the Controlled Sub-
stances Act of 1970 (84 Stat. 1242; 21 U.S.C. 801) by
the Attorney General of the United States (28 C.F.R.
0.100), as amended.
(g) Theterm “hearing” means any hearing held pursu-
ant to the provisions of 1C 1971, 4-22-1 through 4-22-
1-30 [Repealed by P.L.18-1986, SECTION 2. See IC
4-21.5.] as amended and 4-22-2, for the purpose of
granting, denying, or revoking, or suspending aregis-
trant or application for registrant or a hearing amend-
ingtheserulespursuantto|C 1971, 35-24.1 [ Repealed
by Acts 1976, P.L.148, SECTION 24; Acts 1977,
P.L.26, SECTION 25. See IC 35-48.] as amended.
(h) Theterm “individual practitioner” means a physi-
cian, dentist, veterinarian, or other individual licensed,
registered or otherwise permitted by the State of
Indiana or the United States, to dispense a controlled
substance in the course of professional practice, but
does not include a pharmacist, a pharmacy, or an
institutional practitioner.
(i) The term “institutional practitioner” means a
hospital or other person (other than an individual)
licensed, registered, or otherwise permitted by the state
of Indiana or the United States, to dispense a con-
trolled substanceinthe course of practice, but doesnot
include a pharmacy.
(i) Theterm* person” includesany individual, corpora-
tion, government or governmental subdivision or
agency, business, trust partnership, association or other
legal entity.
(k) The term “pharmacist” means any practitioner
licensed as a pharmacist by the State of Indiana to
dispense controlled substances and shall include
pharmacist interns licensed by the State of Indiana, to
dispense controlled substances under the supervision
of apharmacist licensed by the State of Indiana.
() Theterm*“ prescription” meansan order for medica-
tion which is dispensed to or for an ultimate user but
does not include an order for medication which is
dispensed for immediate administration to the ultimate
user. (e.g., an order to dispense adrug to a bed patient
for immediate administration in a hospital is not a
prescription).
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(m) Theterms*“register” and “registration” refersonly
to registration required and permitted by IC 1971, 35-
24.1-3-2 [Repealed by Acts 1976, P.L.148, SECTION
24; Acts1977,P.L.26, SECTION 25. SeelC35-48] as
amended.
(n) The term “registrant” means any person who is
registered or exempted fromregistration pursuantto|C
1971, 35-24.1-3-2 [ Repealed by Acts 1976, P.L.148,
SECTION 24; Acts1977,P.L.26, SECTION 25. SeelC
35-48.] asamended.
(o) Any term not defined in this section shall have the
definition set forthin IC 1971, 35-24.1-1-1 [ Repealed
by Acts 1976, P.L.148, SECTION 24; Acts 1977,
P.L.26, SECTION 25. See IC 35-48.] as amended.
(Indiana Board of Pharmacy; Reg 28,Ch1,Sec 1.01; filed
Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov
14, 2001, 2:45 p.m.: 251R 1341)

856 IAC 2-1-2 Controlled substances advisory

committee; function; hearings
Authority: IC 35-48-3-1
Affected: IC 4-21.5; IC 35-48-2-1

Sec. 2. Function. The Controlled Substances Advisory
Committee shall serve as a consultative and advisory
body to the Board in all matters relative to additions,
deletions and transfers of substancesto or among sched-
ules of control established by IC 1971, 35-24.1 [Re-
pealed by Acts 1976, P.L.148, SECTION 24; Acts 1977,
P.L.26, SECTION 25. See IC 35-48.] as amended.

In addition, theadvisory committeemay, asrepresenta-
tives of the Board, conduct hearings regarding control of
substances, and it shall, as representatives of the Board,
conduct hearings and make recommended findings in
mattersaffecting the denial, suspension, or revocation of
registrations. All adjudicatory hearings shall be con-
ducted in a manner consistent with the provision of IC
1971, 35-24.1-3-4 through IC 1971, 35-24.1-3-5 [Re-
pealed by Acts 1976, P.L.148, SECTION 24; Acts 1977,
P.L.26, SECTION 25. SeelC 35-48], and IC 1971, 4-22-
1 [Repealed by P.L.18-1986, SECTION 2. See IC 4-
21.5.] as amended. (Indiana Board of Pharmacy; Reg
28,Ch 1,Sec 1.11; filed Jul 9, 1974, 9:29 am: Unpub-
lished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)

856 IAC 2-1-3 Meetings; organization
Authority: IC 35-48-3-1
Affected: |C 35-48-2-1

Sec. 3. Meetings and Organization. The controlled
substances advisory committee shall meet not later than
sixty (60) days after the appointment of their entire
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membership and thereafter shall meet upontherequest of
theBoard. The committees shall select, fromamongtheir
members, a chairman, vice-chairman, and secretary who
shall serve terms of one year from the date of selection.
In any casein which acommittee officer shall be unable
to serve afull term, the committee shall select another to
serve in his own right a full term. (Indiana Board of
Pharmacy; Reg 28,Ch |,Sec 1.12; filed Jul 9, 1974, 9:29
am: Unpublished; readopted filed Nov 14, 2001, 2:45
p.m.: 25 1R 1341)

856 |AC 2-1-4 Duties of officers
Authority: |1C 35-48-3-1
Affected: 1C 35-48-2-1

Sec. 4. Duties of Officers. The chairman of the com-
mittee, or the vice-chairman in the absence of the chair-
man, shall preside at all meetings of the committee. In
addition, the chairman or his designee shall preside over
all hearings conducted by the committee on behalf of the
Board.

The secretary of the committee shall beresponsiblefor
keeping the minutes of al meetings and he shall further
be charged with the responsibility of assuring that a
complete and accurate record is made of al hearings
conducted before the committee. To this end, he may,
with the consent of the Board, arrange for the attendance
of such stenographers or court reporters as are necessary
for the recording of such hearings. (Indiana Board of
Pharmacy; Reg 28,Ch 1,Sec 1.13; filed Jul 9, 1974, 9:29
am: Unpublished; readopted filed Nov 14, 2001, 2:45
p.m.: 25 1R 1341)

856 IAC 2-1-5 Rulemaking powers
Authority: IC 35-48-3-1
Affected: |C 4-22-2; IC 35-48-2-1

Sec. 5. Rules of Conduct. The advisory committee
may, with the approva of the Board, make such other
rules regulating its conduct and procedure as are neces-
sary and proper for the orderly conduct of its business.

All such rules, when they may affect procedure or
substance of matters which may come before the Board
for adjudication, after promulgation in accordance with
IC 1971, 4-22-2 asamended, shall beinwriting and shall
be made available upon request to parties appearing
before the committee. (Indiana Board of Pharmacy; Reg
28,Ch |,Sec 1.14; filed Jul 9, 1974, 9:29 am: Unpub-
lished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)

856 IAC 2-1-6 Recommendations and findings
Authority: |C 35-48-3-1
Affected: |C 35-48-2-1



925 INDIANA BOARD OF PHARMACY

Sec. 6. Recommendati onsand findings. Recommenda-
tions and findings to be in writing. Whenever, in the
discharge of its duties, the advisory committee shall be
required to make recommendations or findings upon
meatters heard before the committee, such recommenda-
tionsto the Board shall bein writing and shall include a
summary of relevant evidence, opinions, and laws upon
which such recommendations or findings are based.
(Indiana Board of Pharmacy; Reg 28,Ch1,Sec 1.15; filed
Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov
14, 2001, 2:45 p.m.: 251R 1341)

Rule 2. Controlled Substances Code Num-
ber—Schedules| through IV

856 IAC 2-2-1  Controlled substances code numbers

856 IAC 2-2-2  Schedulel

856 IAC 2-2-3  Schedulell

856 IAC 2-2-4  Schedulelll

856 IAC2-2-5  Schedule IV

856 IAC2-2-6  ScheduleV

856 IAC 2-2-7  Application for exception of stimulant or
depression compound; revocation

856 IAC 2-2-8  Excepted stimulant or depressant com-
pounds

856 IAC 2-2-9  Application for exclusion of stimulant or
depression compound; revocation

8561AC2-2-10 Excluded nonnarcotic substances, stimulant
or depressant compounds

856 IAC 2-2-11 Exempt chemical preparations

856 IAC 2-2-12  Rulemaking hearings

856 IAC 2-2-13  Purpose of public hearings

856 IAC 2-2-14 Exempt anabolic steroid products

8561AC2-2-1 Controlled substances code numbers

Authority: 1C 35-48-3-1
Affected: [C 35-48-3-1

Sec. 1. Controlled Substances Code Number. (a) Each
controlled substance, or basic class thereof, listed in
Schedules| through 1V [856 |AC 2-2-2—-856 | AC 2-2-5]
has been assigned a“ Controlled Substances Code Num-
ber” for purposes of identification of the substances or
classon certain Certificates of Registration issued by the
Indiana State Board of Pharmacy pursuant to Section
3.42[8561AC 2-3-19] of the Chapter. Certain applicants
for registration must include the appropriate numberson
the application as required in Section 3.32(d) [856 IAC
2-3-13(d)] of this Chapter.

(b) Except as stated in paragraph (a) of thissection, no
applicant or registrant is required to use the Controlled
Substances Code Number for any purpose. (Indiana
Board of Pharmacy; Reg 28,Ch I1,Sec 2.01; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 1R 1341)

856 IAC 2-2-2

856 IAC 2-2-2 Schedulel
Authority: 1C 35-48-2-14; IC 35-48-3-1
Affected: |1C 35-48-2-4

Sec. 2. (a) Schedule | shall consist of the drugs and
other substances, by whatever official name, common or
usua name, chemical name, or brand name designated,
listed in this section. Each drug or substance has been
assigned the controlled substances code number set forth
opposite it.

(b) Opiates. Unless specifically excepted or unless
listed in another schedule, any of the following opiates,
including its isomers, esters, ethers, salts, and salts of
isomers, esters, and ethers whenever the existence of
such isomers, esters, ethers, and saltsis possible within
the specific chemical designation:

(D) Acetylmethadol ...................... 9601

(2) Allylprodine ..................... ... 9602

(3) Alphacetylmethadol (except levo-al phalmethadol also

known as levo-aphaacetylmethadol, levomethadyl
acgtate, or LAAM) ..o 9603
(4) Alphameprodine ..................... 9604
(5) Alphamethadol ...................... 9605
(6) Benzethidine ........................ 9606
(7) Betacetylmethadol . ................... 9607
(8) Betameprodine ............. ... ..., 9608
(9) Betamethadol ....................... 9609
(10) Betaprodine . . ... 9611
(1) Clonitazene . ..........ccoviviennn.. 9612
(12) Dextromoramide . ................... 9613
(13) Dextrorphan . ...................... 9614
(14) Diampromide ............ ... ... 9615
(15) Diethylthiambutene ... ............... 9616
(16) Difenoxin .......... .. i 9168
(17) Dimenoxadol . ...................... 9617
(18) Dimepheptanol ..................... 9618
(19) Dimethylthiambutene ................ 9619
(20) Dioxaphetyl butyrate . .. .............. 9621
(21) Dipipanone . ..........c.coiiiiiainn.. 9622
(22) Ethylmethylthiambutene .............. 9623
(23) Etonitazene . ....... ..o 9624
(24) Etoxeridine ......... ... il 9625
(25) Furethidine ........................ 9626
(26) Hydroxypethidine ................... 9627
(27) Ketobemidone ... ........... ... 9628
(28) Levomoramide ..................... 9629
(29) Levophenacylmorphan ............... 9631
(30) Morpheridine ...................... 9632
(31) Noracymethadol . ................... 9633
(32) Norlevorphanol ..................... 9634
(33) Normethadone . .. ................... 9635
(34) Norpipanone . ............ccovviennn. 9636

(35) Phenadoxone . .......... ..o oL 9637
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(36) Phenampromide . ................... 9638
(37) Phenomorphan ..................... 9647
(38) Phenoperidine ...................... 9641
(39) Piritramide .. .......... .. ... ..., 9642
(40) Proheptazine . ............ ...l 9643
(41) Properidine ............ .ot 9644
(42) Propiram . ........coviiiiiii i 9649
(43) Racemoramide ..................... 9645
(44) Trimeperidine ...................... 9646

(c) Opium derivatives. Unless specifically excepted or
unless listed in another schedule, any of the following
opium derivatives, its salts, isomers, and salts of isomers
whenever the existence of such salts, isomers, and salts
of isomers is possible within the specific chemical
designation:

() Acetrophine. . ... 9319
(2) Acetyldihydrocodeine ................. 9051
(3) Benzylmorphine ..................... 9052
(4) Codeine methylbromide ............... 9070
(5) Codeine-N-Oxide . ................... 9053
(6) Cyprenorphine ...................... 9054
(7) Desomorphine . ..., 9055
(8) Dihydromorphine .................... 9145
(9) Drotebanol ......... ... 9335
(10) Etorphine (Except Hydrochloride Salt) .. 9056
(A Heroin ... 9200
(12) Hydromorphinol .................... 9301
(13) Methyldesorphine . .................. 9302
(14) Methylidihydromorphine ............. 9304
(15) Morphine methylbromide ............. 9305
(16) Morphine methylsufonate .. ........... 9306
(17) Morphine-N-Oxide .................. 9307
(18)Myrophine............... ..o, 9308
(19) Nicocodeine ....................... 9309
(20) Nicomorphine ...................... 9312
(21) Normorphine . .................ou... 9313
(22) Pholcodine .............. ...l 9314
(23) Thebacon . ..., 9315

(d) Hallucinogenic substances. Unless specifically
excepted or unless listed in another schedule, any mate-
rial, compound, mixture, or preparation, which contains
any quantity of thefollowing hallucinogenic substances,
or which contains any of its salts, isomers, and salts of
isomers, whenever the existence of such salts, isomers,
and salts of isomers is possible within the specific
chemical designation (for purposes of this subsection
only, “isomer” includestheoptical, position, and geomet-
ric isomers):

(1) 4-Bromo-2, 5-Dimethoxyamphetamine ... 7391

Some trade or other names:

4-Bromo-2, 5-Dimethoxy-a-methylphenethylamine;
4-Bromo-2, 5-DMA

(2) 2, 5-Dimethoxyamphetamine ........... 7396

Some trade or other names:

2, 5-Dimethoxy-a-methyl phenethylamine; 2,5-DMA
(3) 4-Methoxyamphetamine ............... 7411
Some trade or other names:

4-Methoxy-a-methylphenethylamine:

Paramethoxyamphetamine: PMA
(4) 5-methoxy-3, 4-methylenedioxy amphetamine . 7401
(5) 4-methyl-2, 5-dimethoxyamphetamine . ... 7395
Some trade and other names:

4-methyl-2,5-dimethoxy-amethyl phenethylamine:

“DOM”; and “STP".

(6) 3, 4-methylenedioxy amphetamine . .. .. .. 7400
(7) 3, 4, 5-trimethoxy amphetamine ......... 7390
(8 Bufotenine. ... 7433

Some trade and other names:
3-(B-Dimethylaminoethyl)-5-hydroxyindol; 3-(2-
Dimethylaminoethyl)-5-indolo; N, N-
dimenthylserotonin; 5-hydroxy-N, N-
dimethyltryptamine; mappine.

(9) Diethyltryptamine . ................... 7434

Sometrade and other names: N, N-Diethyltryptamine,

DET.

(10) Dimethyltryptamine ................. 7435
Some trade or other names: DMT
(1) Ibogaine .........cciiiiiiiiiin 7260

Some trade and other names:
7-Ethyl-6, 6a, 7, 8, 9, 10, 12, 13-octahydro-2-
methoxy-6, 9-methano-5H-pyrido (1, 2: 1, 2)
azepino 4, 5-b) indole; tabernanthe iboga.

(12) Lysergic acid diethylamide . ........... 7315
(I3 Marihuana . ..............coivnn.. 7360
(14 Mescdine ... 7381
(A5)Peyote ... 7415

Meaning al parts of the plant presently classified
botanically as Lophophora Williamsii Lemaire,
whether growing or not; the seeds thereof; any extract
from any part of such plant; and every compound,
manufacture, salt, derivative, mixture, or preparation
of such plant, its seeds, or extracts.

(Interprets 21 U.S.C. 812(c), Schedule I(c) (12))

(16) N-ethyl-3-piperidyl benzilate .......... 7482
(17) N-methyl-3-piperidyl benzilate . . ....... 7484
(18) Psilocybin ............ ... L 7437
(A9 Psilocyn ... 7438
(20) Tetrahydrocannabinols ............... 7370

Synthetic equivalents of the substances contained in
plant, or in the resinous extractives of Cannabis, sp.
and/or synthetic substances, derivatives, and their
isomerswith similar chemical structureand pharmaco-
logical activity such as the following:

a*cisor transtetrahydrocannabinol, and their optical

isomers.

A8 cisor transtetrahydrocannabinol and their optical
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isomers. (G) Apomorphine ..................... 9030
2% “cisor transtetrahydrocannabinol, and its optical (H)Codeine............covviinnn.. 9050
isomers. () Ethylmorphine ..................... 9190
(Sincenomenclatureof these substancesisnotinterna- (J) Etorphine hydrochloride ............. 9059
tionally standardized, compounds of these structures, (K)Hydrocodone ..................... 9193
regardlessof numerical designation of atomic positions (L) Hydromorphone ................... 9194
are covered.) (MYMetopon . ... 9260
(21) Thiophene Analog of Phencyclidine. . . .. 7470 (N) Morphine .............. ...t 9300
Some trade or other names: (O)Oxycodone ..........covvvvunnnn. 9143

1-(1-(2-thienyl) cyclohexyl) piperidine); 2-Thienyl (P) Oxymorphone . .................... 9652

Analog of Phencyclidine, TPCP. (Q) Thebaine ......................... 9333

(e) Depressants. Unlessspecifically excepted or unless
listed in another schedule, any material, compound,
mixture, or preparation which contains any quantity of
the following substances having a depressant effect on
the central nervous system, including its salts, isomers,
and salts of isomerswhenever the existence of such salts,
isomers, and salts of isomers is possible within the
specific chemical designation:

(1) Meclogualone . .................o.... 2572
(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.11;
filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed Jun 9,
1977, 8:55 a.m.: Unpublished; filed May 31, 1994, 5:00
p.m.: 17 IR 2335; readopted filed Nov 14, 2001, 2:45
p.m.: 25 1R 1341)

856 IAC 2-2-3 Schedulell
Authority: 1C 35-48-2-14; IC 35-48-3-1
Affected: |C 35-48-2-6

Sec. 3. (a) Schedule Il shall consist of the drugs and
other substances, by whatever official name, common or
usua name, chemical name, or brand name designated,
listed in this section. Each drug or substance has been
assigned the controlled substances code number set forth
oppositeit.

(b) Substances, vegetableorigin, or chemical synthesis.
Unless specifically excepted or unless listed in another
schedule, any of the following substances whether
produced directly or indirectly by extraction from sub-
stancesof vegetableorigin, or independently by meansof
chemical synthesis, or by acombination of extraction and
chemical synthesis:

(1) Opium and opiate, and any salt, compound, deriva

tive, or preparation of opium or opiate, excluding

naloxone and its salts and naltrexone and its salts but
including the following:

(A)Rawopium .............ccovuienn.. 9600
(B) Opiumextracts .................... 9610
(C) Opiumfluidextracts .. .............. 9620
(D) Powderedopium ... ................ 9639
(E) Granulated opium . ................. 9640
(F) Tinctureof opium .................. 9630

(2) Any sdlt, compound, derivative, or preparation
thereof which is chemically equivalent or identical
with any of the substances referred to in subdivision

(1), except that these substances shall not include the

isoquinoline alkaloids of opium.

(3) Opium poppy and poppy straw (9650).

(4) Coca Leaves (9040) and salt, compound, deriva-

tive, or preparation of coca leaves, and any salt,

compound, derivative, or preparation thereof whichis
chemically equivalent or identical with any of these
substances, except that the substances shall not include
decocainized cocaleaves or extraction of cocaleaves,
which extractions do not contain cocaine (9041) or

ecgonine (9180).

(5) Concentrate of poppy straw (the crude extract of

poppy straw in either liquid, solid, or powder form

which contains the phenanthrine alkaloids of the

opium poppy) 9670.

(c) Opiates. Unless specifically excepted or unless
listed in another schedule, any of the following opiates,
including its isomers, esters, ethers, salts, and salts of
isomers, esters, and ethers whenever the existence of
such isomers, esters, ethers, and saltsis possible within
the specific chemical designation:

(1) Alphaprodine ........... ... ... ..., 9010
(2) Anileridine ............ ... ... .. .. 9020
(3 Benzitramide . ........... ... 9800
(4) Dihydrocodeine...................... 9120
(5) Diphenoxylate . ... 9170
B)Fentanyl .............. ... . ..., 9801
(7) Isomethadone . ...................... 9226
(8) Levo-aphacetylmethadol .............. 9648

Some trade and other names:
levo-al pha-acetylmethadol, |levomethady| acetate, or
LAAM.

(9) Levomethorphan ..................... 9210
(10) Levorphanol ............... ... .... 9220
(1) Metazocine ..........ciiviiinannn, 9240
(12) Methadone . ....................... 9250
(13) Methadone-Intermediate, 4-cyano-2-
dimethylamino-4, 4-dyphenyl butane .. ...... 9254

(14) Moramide-Intermediate, 2-methyl-3-morpholino-
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1, 1-diphenyl-propane-carboxylicacid . . . .. .. 9802 preparation that contains any quantity of the following
(15) Pethidine . ............ ... . it 9230 substances having a stimulant effect on the central
(16) Pethidine-Intermediate-A,4-cyano-1- methyl-4- nervous system, including its salts, isomers (whether
phenylpiperidine .. ............ ... ... ... 9232 optical, position, or geometric), and saltsof suchisomers
(17) Pethidine-I ntermediate-B, ethyl-4-phenyl piperidine-4- whenever the existence of such salts, isomers, and salts
caboxylate. ......... ... 9233 of isomers is possible within the specific chemical
(18) Pethidine-Intermediate-C,1-methyl-4- designation:
phenylpiperidine-4-carboxylicacid ......... 9234 (1) Those compounds, mixtures, or preparations in
(19) Phenazocine . .......ociiiiii 9715 dosage unit form containing any stimulant substances
(20) Piminodine . ....... ... ... ... 9730 listed in Schedule 11, which compounds, mixtures, or
(21) Racemethorphan . ................... 9732 preparations were listed on August 25, 1971, as
(22) Racemorphan ...................... 9733 excepted compounds under 1308.32, and any other drug

(d) Stimulants. Unless specifically excepted or unless
listed in another schedule, any material, compound,
mixture, or preparation which contains any quantity of
thefollowing substances having astimulant effect onthe
central nervous system:

(1) Amphetamine, itssalts, optical isomers, and saltsof

itsopticalisomers . ...................... 1100
(2) Methamphetamine, includingitssalts, isomers, and
sdtsof isomers . .......... . oot 1105
(3) Phenmetrazineand itssalts .. ........... 1631
(4) Methylphenidate .. ................... 1724

(e) Depressants. Unlessspecifically excepted or unless
listed in another schedule, any material, compound,
mixture, or preparation which contains any quantity of
the following substances having a depressant effect on
the central nervous system, including its salts, isomers,
and salts of isomerswhenever the existence of such salts,
isomers, and salts of isomers is possible within the
specific chemical designation:

(1) Methagualone . ...................... 2565
(2) Amobarbital .............. ... ... 2125
(3) Secobarbital ... 2315
(4) Pentobarbital ........................ 2270

(Indiana Board of Pharmacy; Reg 28,Ch I1,Sec 2.12;
filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed Jun 9,
1977, 8:55 a.m.: Unpublished; filed May 31, 1994, 5:00
p.m.: 17 IR 2336; readopted filed Nov 14, 2001, 2:45
p.m.: 251R 1341)

856 IAC 2-2-4 Schedulelll
Authority: 1C 35-48-3-1
Affected: |1C 35-48-2-8

Sec. 4. (a) Schedule 111 shall consist of the drugs and
other substances, by whatever official name, common or
usua name, chemical name, or brand name designated
listed in this section. Each drug or substance has been
assigned the Controlled Substances Code Number set
forth oppositeit.

(b) Unless specifically excepted or unless listed in
another schedule, any material, compound, mixture, or

of thequantitative composition showninthat list for those
drugs or that isthe same, except that it contains a lesser

quantity of controlled substances ........... 1405
(2) Benzphetamine ...................... 1228
(3) Chlorphentermine . ................... 1645
(4 Clortermine .. ... 1647
(B)Mazindol ............ ... ... 1605
(6) Phendimetrazine .. ................... 1615

(c) Unless specifically excepted or unless listed in
another schedule, any material, compound, mixture, or
preparation that contains any quantity of the following
substances having a depressant effect on the central
nervous system:

(2) Any compound, mixture, or preparation containing:

(A) Amobarbital ...................... 2125
(B) Secobarbital ...................... 2315
(C) Pentobarbital ...................... 2270

or any salt thereof and one (1) or more other active
medicinal ingredient that arenot listed in any schedul e.
(2) Any suppository dosage form containing:

(A) Amobarbital ...................... 2125
(B) Secobarbital ...................... 2315
(C) Pentobarbital ...................... 2270

or any salt of any of these drugs and approved by the
Food and Drug Administration for marketing only as

asuppository.

(3) Any substance that contains any quantity of aderiva
tive of barbituric acid or any sdlt thereof ....... 2100
(4) Chlorhexadol .. ...................... 2510

(5) Ketaming, its Aits, isomers, and sdts of isomers . 7285
Some other names for ketamine: (-2(2-chlorophenyl)
-2- (methylamino) - cyclohexanone

(6) Lysergicacid . ..., 7300
(7) Lysergicacidamide .................. 7310
(8 Methyprylon ........................ 2575
(9) Sulfondiethylmethane .. ............... 2600
(10) sulfonethylmethane ................. 2605
(11) sulfonmethane ..................... 2610
(d) Nalorphine (anarcoticdrug) ............ 9400

(e) Unless specifically excepted or unless listed in
another schedule, any material, compound, mixture, or
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preparation containing limited quantities of any of the
following narcotic drugs, or any salts thereof:
(1) Not more than one and eight-tenths (1.8) grams of
codeine, per one hundred (100) milliliters or not more
than ninety (90) milligrams per dosage unit, with an
equal or greater quantity of anisoquinoline akaloid of
OPIUM ottt 9803
(2) Not more than one and eight-tenths (1.8) grams of
codeine, per one hundred (100) milliliters or not more
than ninety (90) milligrams per dosage unit, with one
(1) or more active, nonnarcotic ingredients in recog-
nized therapeuticamounts ................ 9804
(3) Not more than three hundred (300) milligrams of
dihydrocodeinone, per one hundred (100) millilitersor
not more than fifteen (15) milligrams per dosage unit,
with afourfold or greater quantity of an isoquinoline
dkaloidof opium ............. ... ... ... 9805
(4) Not more than three hundred (300) milligrams of
dihydrocodeinone, per one hundred (100) millilitersor
not more than fifteen (15) milligrams per dosage unit,
with one (1) or moreactive, nonnarcoticingredients, in
recognized therapeuticamounts ............ 9806
(5) Not more than one and eight-tenths (1.8) grams of
dihydrocodeine, per one hundred (100) milliliters or
not more than ninety (90) milligrams per dosage unit,
with one (1) or more active, nonnarcotic ingredientsin
recognized therapeuticamounts ............ 9807
(6) Not more than three hundred (300) milligrams of
ethylmorphine, per onehundred (100) millilitersor not
morethan fifteen (15) milligramsper dosage unit, with
one (1) or more active, nonnarcotic ingredients in
recognized therapeuticamounts ............ 9808
(7) Not more than five hundred (500) milligrams of
opium per one hundred (100) milliliters or per one
hundred (100) gramsor not morethan twenty-five (25)
milligrams per dosage unit, with one (1) or more
active, nonnarcoticingredientsinrecogni zed therapeu-
ticamounts .......... ... . . i 9809
(8) Not more than fifty (50) milligrams of morphine,
per one hundred (100) milliliters or per one hundred
(100) grams with one (1) or more active, nonnarcotic
ingredients in recognized therapeutic amounts . 9810
(f) Unless specifically excepted or unless listed in
another schedule, any material, compound, mixture, or
preparation containing any quantity of anabolic steroids,
including its salts, isomers, and salts of isomers when-
ever the existence of such salts of isomers is possible
within the specific chemical designation .. ... .. 4000
(g) For halucinogenic substances, dronabinol (syn-
thetic) in sesame oil and encapsulated in a soft gelatin
capsule in a United States Food and Drug
Administration-approved drug product . . ...... 7369
(Some other namesfor dronabinol: (6aR-trans) - 6a, 7, 8,

856 IAC 2-2-5

10a - tetrahydro-6,6,9 - trimethyl - 3-pentyl- 6H -
dibenzo[b,d]pyrano-1-ol, or (1) a° - (trans) -
tetrahydrocan-nabinol.) (Indiana Board of Pharmacy;,
Reg 28, Ch Il, Sec 2.13; filed Jul 9, 1974, 9:29 a.m.:
Unpublished; filed Jun 9, 1977, 8:55 a.m.: Unpublished;
filed May 26, 2000, 8:52 a.m.: 23 IR 2503; readopted
filed Nov 14, 2001, 2:45 p.m.: 251R 1341)

856 IAC 2-2-5 SchedulelV
Authority: IC 35-48-3-1
Affected: |1C 35-48-2-10

Sec. 5. (8) Schedule IV shall consist of the drugs and
other substances, by whatever official name, common or
usua name, chemical name, or brand name designated,
listed in this section. Each drug or substance has been
assigned the Controlled Substances Code Number set
forth oppositeit.

(b) Depressants. Unlessspecifically excepted or unless
listed in another schedule, any material, compound,
mixture, or preparation which contains any quantity of
thefollowing substances, includingitssalts, isomers, and
salts of isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within the
specific chemical designation:

() Barbital ............ 2145
(2) Chloral betaine ...................... 2460
(3 Chlora hydrate ...................... 2465
(4) Chlordiazepoxide . ................... 2744
(B5)Clonazepam ..., 2737
(6)Clorazepate .. ..., 2768
(7)Diazepam ... 2765
(8) Ethchlorvynol . ...................... 2540
(9) Ethinamate ......................... 2545
(10) Hurazepam . ..., 2767
(11) Meébutamate . ............ ... ... 2800
(12) Meprobamate ...................... 2820
(13) Methohexital ....................... 2264
(14) Methylphenobarbital ................. 2250
(15)Oxazepam .......ccovviiiiii i 2835
(16) Paraldehyde . .. ............. ... .. 2585
(17) Petrichloral ........................ 2591
(18) Phenobarbital ...................... 2285

(c) Fenfluramine. Any material, compound, mixture, or
preparation which contains any quantity of thefollowing
substances, including its salts, isomers (whether optical,
position, or geometric), and salts of such isomers,
whenever the existence of such salts, isomers, and salts
of isomersis possible:

(D Fenfluramine .. ............ .ot 1670

(d) Stimulants. Unless specifically excepted or unless
listed in another schedule, any material, compound,
mixture, or preparation which contains any quantity of
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the following substances having a stimulant effect on the
central nervous system, including its salts, isomers
(whether optical, position, or geometric), and salts of
such isomers whenever the existence of such salts,
isomers, and salts of isomers is possible within the
specific chemical designation:

(1) Diethylpropion ...................... 1608
(2) Phentermine ............ .. ..l 1640
(3) Pemoline(including organometal lic complexesand
chelatesthereof) ............. ... ... ... .. 1530

(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.14;
filed Jul 9, 1974, 9:29 am: Unpublished; filed Jun 9,
1977, 8:55 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 IAC 2-2-6 ScheduleV
Authority: 1C 35-48-3-1
Affected: |C 35-48-2-12

Sec. 6. (a) Schedule V shall consist of the drugs and
other substances, by whatever official name, common or
usua name, chemical name, or brand name designated,
listed in this section.

(b) Narcotic drugs containing nonnarcotic active
medicinal ingredients. Any compound, mixture, or
preparation containing any of the following limited
guantities of narcotic drugs or salts thereof, which shall
include one or more nonnarcotic active medicinal ingre-
dients in sufficient proportion to confer upon the com-
pound, mixture, or preparation valuable medicina
qualities other than those possessed by the narcotic drug
alone:

(1) Not more than 200 milligrams of codeine, per 100

milliliters or per 100 grams.

(2) Not more than 100 milligrams of dihydrocodeine,

per 100 milliliters or per 100 grams.

(3) Not more than 100 milligrams of ethylmorphine,

per 100 milliliters or per 100 grams.

(4) Not morethan 2.5 milligrams of diphenoxylateand

not less than 25 micrograms of atropine sulfate per

dosage unit.

(5) Not more than 100 milligrams of opium per 100

milliliters or per 100 grams.

(Indiana Board of Pharmacy; Reg 28,Ch Il,Sec 2.15;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

856 IAC 2-2-7 Application for exception of stimu-
lant or depression compound;

revocation
Authority: IC 35-48-3-1
Affected: 1C 35-48-2-1

INDIANA BOARD OF PHARMACY 930

Sec. 7. Application for exception of a stimulant or
depressant compound. (a) Any person seeking to have
any compound, mixture, or preparation containing any
depressant or stimulant substance listed in Chapter 2,
Section 2.13(b) or (c) [856 IAC 2-2-4(b) or (c)] or in
Section 2.14[856 1 AC 2-2-5] excepted fromthe applica-
tion of al or any part of the Act [1C 35-48] pursuant to
IC 1971, 35-24.1-2-8(e) or 10(c) [Repealed by Acts
1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SEC-
TION 25. See IC 35-48.] as amended, may apply to the
Indiana Board of Pharmacy for such exception.

(b) An application for an exception under this section
shall be approved by the Board, provided that such
application shall contain a copy of the Administration's
approval for such request for an exception from the
Federal Controlled Substances Act.

(c) Within areasonable period of time after the receipt
of an application for an exception under this section, the
Indiana State Board of Pharmacy shall notify the appli-
cant of its acceptance or non-acceptance of the applica-
tion, andif not accepted, thereason therefor. Thelndiana
State Board of Pharmacy need not accept an application
for filing if any of the requirements prescribed in para-
graph (b) of thissectionislacking or isnot set forth so as
to be readily understood. If the applicant desires, he may
amend the application to meet the requirements of
paragraph (b) of this section.

(d) The Indiana Board of Pharmacy may at any time
revoke any exception granted pursuant to IC 1971, 35-
24.1-2-8(e) or 10(c) [Repealed by Acts 1976, P.L.148,
SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC
35-48.], asamended, upon afinding that such exception
from the Federal Controlled Substances Act was termi-
nated, suspended or revoked. The revocation of the
exception granted under this Act [IC 35-48] shall
become effective upon the Board's notifying the person
to whom such exception was granted by certified mail of
such revocation. (Indiana Board of Pharmacy; Reg
28,Ch I1,Sec 2.21; filed Jul 9, 1974, 9:29 am: Unpub-
lished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)

856 IAC 2-2-8 Excepted stimulant or depressant

compounds
Authority: IC 35-48-3-1
Affected: |C 35-48-2-8; | C 35-48-2-10

Sec. 8. The Indiana Board of Pharmacy may except
any compound, mixture, or preparation containing any
depressant or stimulant substance listed in Section
2.13(b) or (c) [856 IAC 2-2-4(b) or (c)], or in Section
2.14[856 IAC 2-2-5] from the application of all or any
part of the Act pursuant to IC 1971, 35-24.1-2-8(e) or
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10(c) [Repealed by Acts 1976, P.L.148, SECTION 24;
Acts 1977, P.L.26, SECTION 25. See IC 35-48] as
amended, the drugs which were excepted by the Bureau
or Administration on April 1, 1973 under section 202(d)
of the Federal Controlled Substances Act (21 U.S.C.
812(d)) have been excepted by theIndiana State Board of
Pharmacy from the application of IC 1971, 25-24.1-3, 6
and 8 [Repealed by Acts 1976, P.L.148, SECTION 24;
Acts 1977, P.L.26, SECTION 25. See IC 35-48] as
amended, and the application of Section 3.74(d) [856
IAC 2-3-33(d)] (rule) for administrative purposes only.

856 IAC 2-2-8

The excepting of these drugs by the Indiana State Board
of Pharmacy should not be construed as an adoption or
rejection of the criteria by which these drugs were
originally excepted. Any deviation from the quantitative
composition of any of the listed drugs shall require a
petition for exception in order for that drug to be ex-
cepted.

The following is a list of the excepted stimulant or
depressant compounds under these regulations[ 856 |AC
2-2].
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Terads name or sther
designation

Composition

Manufacturer or supplier

Alubelap oo

Aludrox BA pensi

Tablet: Amobarbital, 25 mg.; aminopbylline,
120 mg.; ephedrine hydrochloride, 26 mg.
Tablet: Phenobarbital, 16.2 mg.; homatropine
methylbromide, 8.6 mg.; aluminum hydroxide
gel, dried, 734 gr.; magnesium trisilicate,

21, gr.

Tablet : Phenobarbital, 34 gr.: atropine sulfate,
1/5000 gr.; calcium carbonate, 315 gr.: mag-
nesium carbonate, 234 gr.; cerium oxalate,

g,
Tnviet' Butabarbital sodium, 7.5 mg.; aceta-
minophen, 300 mg.

Tablet: Phenobnbiul %4 gr.: aluminum hy-
droxide, § gr.; atropine sulfate, 1/300 gr.
Tablet : Phenobarbital, 8.0 mg.; stropine sul-
fate, 0.08 mg.; kaolin-alumina gel, 600 mg.
Powder (60 gr.): Phenobarbital, 3{ gr.: bella-
donns extract, 3, gr.: calcium carbonate,

24 gr.:; magnesium trisilicate, 15 gr.; mag-
nesium oxide, 10 gr.; sluminum hyroxide
gel, dried. 10 gr.

Tablet: Phenobarbital, 8 mg.: aluminum hy-
droxide gel, dried, 2300 mg.; belladonna ex-
tract, 4 mz.

Aludrox SA tablets
Alu-Mag

Alumszen

Aluminum hydroxide, mag-
nesium  trisilicate, and
kaolin with phenobarbital
and atropine sulfate ___

Aminodrox with phenobar-
bital e ——— -

Aminodrox-forte with phe-
nobarbital

Aminophylline and amytal
Aminophylline with pento-
rbi

Aminophylline -nd pheno-
barbital
0 —cee ...

Aminophylline with pheno-
hl{)bital
o

Do .o e =
Amobdbarbital and PETN __

Ampyrox with butabarbital
sodium (AMPYROX) ..
Ampyrox with butabarbital
sodium, elixir

S 6 cc.): Butabarbital, 3 mg.; sm-
butontum bromlde, 2.6 mg.

‘Tablet : Buubnblul. 8
bromide, 2.5 mg

Tablet : Phenobarbxt.lz :{,

mg.: smbutonium
gr.; aluminum by~
gr.; magnesium tri-
ladonnm leuf extru:t,

% =

Tablet Phenob-rbxul 8 mg.; .tropine—iulfste
0.06 mg.; mlzneaium trigilicate, 500 mg.;
aluminum hydroxide gel, dried, 250 ms.:
saccharin sodium, 0.12 mg.

Tablet: Phenobarbitsl, 34 gr.: aluminum hy-
droxide, 2 gr.; magnesium trisilicate, 4 gr.;

collox)!ul, 2 gr.: stropine sulfate,

droxide gel, dried,

lilicne. 214 gr.:

Tablet. Phenobnrbtul 18 mg. ; aminophylline, .

l gm., nlummum hydroxlde gel, dried, 0.12

Tnble'. Phengbarbital, 15 mg.: aminopbylline,
200 mg.; aluminum hydroxlrle gel, dried,
250 mg.

Capsule : . Amobarbital,
0.1 gm.

Suppository: Pentobarbital sodium, 100 mg.;
aminophylline, 500 mg.

Tnhggt' Phenobarbital, 15 mg.
Tablet. % gr.;

16 mg.;

82 mg.; aminophylline,

aminophylline,

e

et Phenobarb\ul

'l’nblet: Phenobarbital.
100 mg. .

Tablet: Phenobarbital,

aminophylline,
aminophylline,

15 mg.; aminophylline,

100 mg.
Tablet: Phenobarbital,

15 mg.; aminophylline,
200 mg.
Fablet : Phenobarbital, 30 myg.; sminophylline,
200 mg.
Capsule: Amobarbital, 60 mg.; pentserythritol

tetvanitrate, 80 mg,

Tablet: Butabavbital sodium, 16 mg.; scopola-
.mine methylnitrate, 2 mg.

Elixir {5 cc.): Butabarbital sodivm, 10 mg.:
scopolamine methylnitrate, 3 mg.

Haack Laborstories, Ine.
Norgine Laboratories, Inc,

Paul B. Elder Co., Inc.

McNeil Lsboratories, Inc.
Physicians Supply.

P. J. Noyes Co.

Dorsey Laboratories.

Hasack Laboratories, Inc.

Wyeth Lahoratories,
‘Wyeth Laboratories,
Norsal Laboratories, Inc.

The Zemmer Co.

Buffalo Pharmaceutical
Supply Corp.

The S. E. Massengill Co.
The S. E. Massengill Co.

Eli Lilly Co.
G. D, Searle & Co.

The Zemmer Co.
The Blue Line Chemical Co.
H. E. Dubin Laboratories,
G.IB.C Searle & Co.

Do.

Do.
Meyer Laboratories, Inc.
Paul B. Elder Cou., Inc.

Do.
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Trade name or sther
mﬂ.:l Compesition Manufacturer or supplier
Amsed cmmwemme Tablet: Phenobarbital, .; hyocine hydro- North American Pharms-
(NAP37) bmidc 0.0072 nc..%h:; ine sulfate, %m ‘:nl. Ine.
hydrobromide, 0.128 mg.
Amsodyne .. ‘l'lblct' Phenobarbital, X%gr. ; extract lnlladoam Paul B. Elder Co., Ine.
Antacia No. 3 with pheno- Tovke s Plorsarmtiat e o 2t Meyers and Co.
0. O b gr. . & .
barbital and ‘:tovrno - ll'm n"sd'mu;’ carbonate, § gr.; m- -
Antlspasmodic ... 'r.uet (purple) : lemhrbiw, 16.2 mg.; hyo- Hydrex Co., Inc.

Antispasmodic-enzyme .-

ABLroeol ..
Aquslin-plus, children .._

Agualin-plus No. 1 ___... Su

Aqualin-plus No. 2

scysmine su lm, 0.1087 mg.; homatropine
meth:{‘ll:romldc, 0.567 mg.;: hyocine hydro-
Tablet: P’henoblrblhl. 8.1 mg.; hyoscyamine
sulfate, 0.0519 mg. ; homtroplne methylbro-
mide, 0.28585 mg.: hyoscine hydrobromide,

0.0088 mg.; pancreatin, 100 mg.; pepsin, 150

Tlhlet or capsule: Phenobarbital, 16 mg. ; atro-
pine sulfate, 0.32¢ mg. ; colloidal aulfur, 22 mg.
Suppotﬂory Pentobarbital sodium, 3% gr. ; theo-

phylline, 1% gr.
entobarbital sodium, ¥ gr. ; theo-

ppository ¢
barbital sodium, 1% =zr.:

Aqualin-plus No. 2A ...

Asmabar e

A 1

Asperease, modified vdt.h
phenobarbital
tropal

B.rblzro No. 1 oolmmcees
Barbatro No. 2 —cccceene
Barbelofd oo oo .

Barbidonna elixir ...

Barbidonna tablets . _.___ -

Barboma ellxir ..........
Barboma tablets .. ....._.

Bardase - .ccvcemeeocmcmmne

phylline. 3% gr.

Suppository: P
theophylline, 7Y% gr.

sunposltory Pentobarbital sodium, ¥ gr. ; theo-
phylline, 734 gr.

Tablet : Butabarbital, 20 mg. ; ephedrine sulfate,
25 mg.; theophylline hydroxide, 130 mg.

Tablet: Butabarbital, 15 mg.; sminophyiline,
180 mg.: phenylpropanolamine hydrochi oride,
25 mg.; chlorpheniramine maleate,“2 mg.;
aluminum hydroxide xel dried, 60 mg.; mag-
nesium trisilicate, 6

T.blet. l’henob-rbittl 0.008 gm.; acetylaali-
- eylic aeid, 0.5 gm.

Tablet: Phenobarbital, 1§ gr.; atropine sul-
fate, 1/300 gr.: motnesium trhilicne. 21
gr. ; aluminum hydroxide gel, dried, 235 gr.

Tablet: Phenobarbital, 15 mg.; atropine sul-
fate, 0.12 mg.: magnesium trivilicate, 0.5
gm. ; saccharine sodium, 0.12 mg.

Tablet: Pheriobarbital, 16 mg.: mthnnthcline
bromide, 80 mg.

“Tublet: Phenobarbital, 15 mg.; alropine sul-

fute, 0.12 mg.
Tablet: Phenobarbital,
fate, 0.25 mg.
Tahlet: Amobarbital sodium, 20 mg.; hyoscy-
smine suifate, 0.125 mg.; hyoscine hydrobro-
nude. 0.007 mx. ; homatropine methylbromide,

15 mg.; stropine sul-

Ehxir (5 cc.) : Phenobarbital, 16 mg.; hyoscy-
amine sulfate, 0.1286 mg.: atropine sulfate,
0.0250 mg. ; scopolamine hydrobromide, 0.0074

'roblct' Phenobarbital, 16 mg.; hyoscyamine
sulfate, 0.1286 mg.: atropine sulfate, 0.0250
mg. : scopolamine hydrobromide, 0.0074 mg.

Elixir (100 cc.) : Phenobarbital, 0.4 gm.: homa-
tropine methylbromide, 33.8 mg.

Tablet: Phenobarbital, 1§ gr.;
methylbromide, 123 gr,

Tablet or elixir (¢ cec.): Phenobarbital, 16.2
mg. ; hyo-cylmlne sulfate, 0.1 mg.; hyonclne
hydrobromide, 0.007 mg.; atropine, 0.020 mg.;
Taka-Diastase, 162.0 mz.

humatropine

Do.

Wir:‘.e.P. Poythress & Co,,
The Wm. A. Webster Co.
Do.
Do.
Do.
The Blue Line Chemical Co.
The Vale Chemical Co., Ine.

P.J. Noyes Co.

Mallinekrodt Chemical
Works.

‘The Zemmer Co.

G. D. Searle & Co.

The S. E. Massengill Co.
Do.

The Vale Chemical Co., Inc.

Mallinckrodt Chemical
Works.

Do.

The Blue Line Chemleal Co.
Do.

Parke, Dcvh & Co.
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Trode name or other
dasignation

Cempesition

Bar-Dos elixle ... caaa...

Bar-Dos tablets .-

Belap No. & .o
Belap No. 1 e
Belap Ty-Med
" Belladenal

b+ J O —

Beliatol elixly — e
Bellergal

DO e e

Bcple\e with belladonna

Bioxatphen

Bismuth, belladonna, and
barbital -ccececeann
Buffsdyne A-8

Buffadyne with barbiturates

Buren ..........

. Burvisem ... _....._.

Butabsrbital and hyoscy-
lrg::o sulfate ..

Butibel oo

Elixir (30 cc.) : Phenobarbital, 100 mx. ; hyoscy-
amine hydrobromide, 0.60 mg.: byoscine hy-
dmbtmide. 9.042 mg.; atropine lull.te. 0.12

‘l‘-blet' Phenoberbital, “.870 mg.; hﬂﬁxﬂ
hydrobromide, 6.10 mg bro-

mide, 0.007 mg. ; stroﬂno lultau 0.020 mg.
Tablet: Phenobarbital, 8 mg.: belladonna ex.

tract, 8 mg.
Tablet: Phenobarbital, 15 mg.; bellsdonna ex-

50 mg.: bomotropine
methy! me.
'l'.blct. Phenobarbital, §0 mg.; bellafoline, 0.25

Ellxlr (18 cc.) : Phenobarbital, 15.6 mg. ; bella-
0.078

oline, mg.

-hdr (8 ce.): Buhhrmd sodium, 20 mg.:

neture belladonna, 0.83 ce.

Tabliet: Phenobarbital, 20 mg.; ergotamine
:-.u. 0..3 me. ; levorotatory slkaloids of bells-

na, .1

Tablet : Phenobnrbih! 40 mg. ; ergotamine tar-
3?”' oalm .lemohtnry alkalolids cl bells-~

nne, mg.

Elixir (4 c¢): Phenobarbital, 16 mx.: vitamin
B, 1.5 mg.; vitamin By, 1 mg.; vitamin Be,
0.33 mg. ; vitamin Bis, 1.66 mg. ; niscinamide,
10 wmg.: pantothenol, 0.2 mg.; belladonna
alkaloids, 0.2 mg.

Tablet: Phenobarbital, 16 mg.; bomatropi
methyibromide. 10 mg.: hyoscine hydro
mide, 0.0065 mg. ; hyouyom!ne sulfate, 0.1 mg.

Tablet: FPhenobarbital, 14 zr dried ox-bile, 2
. dehydrocholic -eld. s 3 homntropim
methylbromide, 1

Tablet: Buuhurblul todnum. 15.0 mg.: nitro-
-l!(; ;erln. 0.3 mg. ; pentaerythritol tetranitrate,

Tablet : Pheno
0.06 mx. : bi:
oxsalate, 120 mg.

Hhital, 8 mg.: stropine suifate,
subnitrate, 120 mg. :

Capsute: Phenobarbital, 34 gr. : bismuth sub-
maliate, § gr.;'extract belladcuu. leaf, 3 gT.
Tahlet: Amobarbital, 15 mx. ; aspirin, 300 Ilt. H
phenacetin,” 150 mg.: eaffeine, 30 ms.:
uropine methvlbromlde. 2.5 mg. ~~nlumfnum
droxi(k gel, 75 mg. ; magnesium hy. ide,

T‘blﬁ. "Secobarbital sodium, 8 mg.: amobar-
bital, 8 mx. ; aspirin, 300 mg.; phenacetin, 160
m.;.. cn dne. 30 mg.: aluéninum r:ydroxidc

mg.

Tablet : Buhhrbitll sodlum, 10 mg.; hom-
atropine methylbromide, 2.5 mg. ; magnesium
hydrox 00 mg.

Tablet: nunhrblhl 156 mg.; phenazopyridine
hydrochloride, 150 mg.: scopolamine hydro-
bromide, 0.0065 mg. : ltroplne sulfate, 0.0184
mx.: hyoscysmine sulfate, 0.1037 mg.

‘Tablet : Butabarbital sodium, 10 mg. ; reserpine,
0.1 mg.: rutin, 20 mg. ;: mannitol hexanitrate,
30 me.

Tablet or elixir (8 ce.) : Butabaybital,
hyovscyamine sulfate, 0.125 mg.

Capsule: Butabarbital, 46 mg.:
sulfate, 0.3%5 mg.

‘Tablct or elixir (5 ec.) : Butabarbital sodium, 16

mg. : belladonne extnct. 18 mg. (hyoscyamine
suifate, 0.138 mg.: hyoscine hydrobromide,
0.027 mg.: stropine sulfate, 0.067 mg.).

15 mg.:

hyoscyamine

Wyeth Laboratories.

Bexar Pharmaceuticals.
Norgine Laboratories, Ine.
The Vale Chemieal Co., Inc.

The Zemmer Co.

"The Bernard Co.

Lemmon Pharmacal Co.

Do.

M¢Neil Laboratories, Ine.

B. ¥. Ascher & Co., Inc.

'l‘be Zemmer Co.

MeNeil Laboratories, Ine.
Do.

Do.
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Trade name or ether
designation

Compositi

Manufacturer or supplier

Hutlbel R-A .-
Butibel-geel it i .

Tablet: Hutabaibital sodium, 230 mg.;
donna extract, 30 mg.

bella-

“

Butibel-gel tablets _______

Butibel-Zyme __._......_.._

Butigetic . __a .. ____._

Cafergot P-B __.

o

Cal-Ma-Phen .. ... -

Cantil with phenobarbital.

Carbonstes No. 3 with
phenobarbital and atro-
pine ...

Cavdalin-Phen ... . _ ...

Cardilate-1* .

Cholarace _ ...

Co-Elorine 25 - .. _ ...
Co-Elorine 100 . ...

Cold Prepavation, special .

Covadil ... s emeeiaa
Dactil with phenvbarbital.
Dainite ... .. ... .ocan
Dainite-K1 ... ... .C.. ..
Dainite Night .. _._.__._
Daviecon PB .. .. ... ...
Diatraegus .. . .... _..

! (15 e}t Butabarbital sodium, 7.8

my. : belladonna extract. 7.5 my. (total alka-

loids 0.1837 mg.): activated attapulgite, L5
mg.; pectin, 75 mg.

‘Tablet: Butabarbital sodium, 7.5 mg.: bella-

donna extract, 7.5 mg. (total alkaloids 0.0935

- myg.) ; activated attapuigite, 500 mg. ; pectin,

45 mg.

Tablet: Butabarbital sodium, 15 mg.; bella-
donna extract, 15 mg. (total alksloids 0.187
m:.). proteolytic enzyme standardized, 10

mg. ; smylolytic enzyme standardized, 20 mg.;
cellulolytic enzyme standardized, 6 mg. ; lipo-
lytic enzyme standardized, 100 mg.: iron ox
bile (469 cholic acid), 30 mg.

‘Tablet: Butabarbital sodium, 15 mg.; acetami-
nophen, 200 mg.; phenacetin, 150 mg.; caf-
feine, 30 mg.

Tablet: Phenob‘rb{tul sodium, 30 mg.; ergota-
mine tartrate, 1 mg.; cnﬂ'eine, 100 mg. ; levo.
rotatory alkaloids of belladonna, 0.126 mg.

Suppository : Pentobarbitsl, 60 mg.
tartrate, 2 mg.; cafleine, 100 mg.
tory alkeloids of belladonna, 0.25 mg.

Tablet: Phenobarbital, 3 gr.: calcium-carbo-
nate, & gr.; mtmnlum hydroxide. 5 gr.:
atropine -umu. 1/300 gr.

Tablet: Phenobarbital, 16 mg.:
bromide, 25 mg.

‘Tablet: Phenobarbital, 8 me.: atropine sulf-k
0.11 mg.; caleium carbonate, 224 mg.: mag-
nesium carbonate, 160 mg.; bismuth” subcar-
bonate, 32 mg.

Tablet: Phenobarbital, gr.; aminophylline, 5
gr.; aluminum hyd:oxlde gel, dried, 235 gr.;
~ benzocaine, 1 gr.

Tablet: Phenobarbital, 15 mg. ; erythrityl tetra-
nitrate, 10 m

Tablet : Pentobn bital, 27.5 mg. ; oxtriphylline,
200 mg. ; racephedrine, 20 mg.

Capsule : Amobarbital, 8 mg.; trtcyclumol chlo-

de, 25 mg.

Capsule: Amobarbital,
chloride, 100 mg.

lelet. l"henobnrblul‘ 8.1 me.: chlorphenin-

ne t ine hydro-
ehlorndt. 60 mg. nllcyl-mxde. powder, 300me.

Tablet : Buubnrbiul sodium, 20 mg.: penta-
erythrito] tetranitrate, 15 mg.

Tablet: Phenobarbital, 16 mg.: piperidolate
hydrochloride, §0 mg.

Tablet : Pentobarbital sodium, 14 gr. amino-
phyline, 3 gr.; ephedrine hydrochloride, 3§
gr. ;: aluminum hydroxide zel, dried, 245 gr.:
benzocaine, 3 gr.

Tablet : Phenoburbita), 3§ gr.; aminophylline, 3
gr.; epvhedrine hydmchlorlde. 1, gr.; potas-
:ium iodide, § gr.; aluminum hydmxide gel,
dried, 24 gr.; benzocaine, 1§ &r.

Tablet: Phenobarbital, % gr.; pentobnrbitul
souium, Y gr.; sminophylline. ¢ gr.: alumi-
pum hydroxide gel, dried, 2‘,, gr.; benzo-
caine, Y% gr.

Tablet: Phenobarbital, 18 mg.; oxyphencycli-
mine hydrochloride, 6 mg.

Tablet: Dllllylb-rbituric wcid, | gr.; nitro.
glycerine, 1/250 gr. lod:urn mtrn.e, 1 gr.:
tincture cnuexus. 2 minims.

mepenzolate

16 mg.; tricyclamol

Do.
McNeil Lalboratories, Inc.

Do.

Sandoz Pharmaceuticals.
Do.

Physicians Supply Co.

Lakeside Laboratories, Inc.
P. J. Noyes Co.

Maullinckrodt Chemical
Works.

Burroughs Wellcome & Co.
U.S.A.) Inc.
‘Warner-Chilcott Labora-
tories.
Eli Lilly and Co.
Do.

Knight Pharmacal Co.

The Blue Line Chemical Co.

Lakeside Laboratories, Ine.
Mallinckrodt Chemical
Works.

Do.

Do.

Pfizer Laboratories.
Buffington's, Ine.
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Dis-Tiopine ... .. ...

Dilantin with phenobarbital

Dolonil .. .. e

Donabarb

Donaphen, new special
donaphen

Donna.Sed elixir

Donphen . . __

Dormitsl-HM

Dynapin with phenobar-
bital ___. ... . ..
Elmaloin with phenobar-
bital .. ..... . ...
Ephedrine and sodium
phenobarbital __________
Ephedrine suifate and
phenobarbital
Epilledlrine with phenobar-
tal ... ... ...
Ercafital . .. _____. ...

Ethrava-trate

Eu-Phed-Amin

Eu-Phed-Ital _ ... S

Franol

Homechol . . ce-

H t

H-P-A (modified)

Tablet : Diallylbarbituric acid, ¥; gr.: stropine
sulfate, 1/300 gr.; magnesium carbonate,
2314 gr.: calcium carbonate, 334 gr.; bismuth
subcarbonate, 1 gr. .

Capsule: Phenobarbital, 1, gr.; -diphenylhy.
dantoin sodium, 0.1 gm.

Capsule: Phenobarbital, diphenylhy-
dantoin sodium, 0.1 gm.

‘Tablet: Butabarbital, 15 mg.: phenszopyridine
hydrochloride, 150 mg.; hyoscyamine hydro-
bromide, 0.3 mg.

Tablet: Phenotarhital, 1; gv.; powder extract
belladonna, % gr.

Tablet : Phenvherbital, 15 my. ; atropine sulfate,
0.024 mg.; scopolamine hydrobromide, 0.0072
mg. ; hyoseyamine hydrobrumide, 0.128 mg.

Elixir (5 ecc.): Phenobarbital, 16.2 mg.; hyos-

cyamine hydrobromide, 0.1037 mg.;

¥ er.:

Do.

Parke, Davis & Co.
Do.

Warner-Chileott
Laboratories.

Paul B. Eider Co., Inc.

Burt Krone Co.

North American

sulfate, 0.0194 mg.:; hysocine hydrobromide,
0.0U65 mg.

Tablet: Phenobarbital, 8.1 mg.: phenazopyri-
dine hydrochloride, 50.0 mg.: methenamine
maundelate, 500 mg.; hyoscysmine sulfate,
0.0519 mg.: atropine sulfate, 0.0097 mg.;
hyoscine hydrobromide, 0.0033 mg.

Tablet: Phenobarbital, 15 mg.: hyoscyamine
sulfute, 0.1 mg.: atropine sulfate, 0.02 myg.;
scopolamine hydirobromide, 8 ug.

Tablet: Phenobarbital, 3% gr.; homatropine
mcthylbromide, 1/34 gr.; strontium bromide,

1 gr.

Tablet: Phenobarbital, 15 mg.: nitroglyecerin,
0.5 mg. ; pentaerythritol tetranitrate, 15 mg.

Capsule: Phenobarbital, 15 mg.; diphenylhy-
dantoin, 135 gr.

Tablet: Sodium phenobarbital, 3% gr.; ephed-
~rine sulfate, 3% gr. '

Tablet: Phenobarbital, 15 mg.: ephedrine sul-
fate, 25 mg.

Tablet: Phenobarbital, ¥ gr.: ephedrine sul-
fate, ¥ gr. -
Tublet: Phenobarbital, 7.6 mg.; ergotamine

turtrate, 0.5 meg.; caffeine, 60 mg.

Tablet: Mephobarbital, 10 mg.; pentaesrythrityl
tetranitrate, 20 mg.: ethaverine, hydrochlo-
vide, 30 mg.

Tablet: Phenobarbital, 30 mg.: aminophylline,
0.1 gm.; ephedrine sulfate, 30 mg.; extract
euphorbia, 0.1 gm.

Tablet: Ph barbital sodi 30 mg.; ephed-
rine sulfate, 30 mg.; extract euphorbia, 0.12

£m.

Tablet: Phenobarbital, 8.1 mg.: belladons ex-
tract, 2.95 mg.; sluminum hydrochloride gel,
dried, 63 mg.; magnesium trisilicate. 63 mg. ;
bismuth subcarbonate, 32.5 mg.: magnesium
carbonate, 262 mg. ; precipitated calcium car-
bonate, 203.5 mg.: malt diastuse, 12.5 mg.;
peppermint oil, 3 mg.

Tablet: Phenobarbital, 8 mg.; theophylline, 130
mg. ; benzylephedrine hydiuchloride, 32 mg.
Tablet: Pentobarbital sodium, K.0 mg.; homa-
tropine methylbromide, 2.5 mss. ; dehydrocho-
lic acid, 60.0 mg.: ox bile extruct, 150.¢0 mg.

Tablet: Pentobarbital sodium, 16 mg.; homat-
vopine methylbromide, 2.5 mg; magnesium
trisilicate, 300 mg.

Tablet: Phenobarbital, 3% gr.; aspirin, § gr.;
extract hyoscyamus, 3, gr.

Phay 1, Inc.

A. H. Robins Co., Inc.

Lemmon Pharmacat Ca.
Buffington’s Inec.

Key Pharmacal Co.

Paul B. Elder Co., Ine.

The Vale Chemical C
Inc.

The Zemmer Co.

P. J. Noyes Co.

The Blue Line Chemic
Co.

North American
Pharmacal. Inc.

Warren-Teed Pharmace
ticals Ine.

Warren-Teed FPharmace
ticals Inc.

United States Vitamin
Pharmaceutical Corp.

Winthrop Laboratories.

Lemmon Phu;;nncul Co.

Lemmon Phsarmacal Co.

Paine Drug Co.
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Tablet: Phenobarbital, 15 mg.:; hyoscyamine
sulfste, 0.1277 mg.: atropine sulfate, 0.0233
mg.; hyoscine hydrobromide, 0.0094 mg.

Hybephen elixir _._.._..._ Elixir (6 cc.): Phenobarbital, 16 mg.; hyoscy-

amine sulfate, 0.1277 mg.: atropine sulfate,
0.0233 mg. ; hyoscine hydrobromide, 0.0094 mg.

Hydrochol plus __________ Tablet: Amobarbital, 15 mg.; dehydrocholic
scid, 200 mg.: scopolamine methylnitrate,
0.8 mg.; ox bile desiccated, 50 mg.

Elixir (3 cc.): Phenoburbital, 16 mg.; bella-
donna alkaloids, 0.2 mg.

Tablet: Phenobarbital., 16 mg.:; belladonna
alksloids, 0.2 mg.

“Tablet: Methobarbital, 30 mg.: methacopola-
mine nitrate, 2.5 myg.; d-calcium pantothen-

Hybeph

Hytrona sntispasmodic
elixfr ...

° ate, 25 mg.
Isordil with phenobarbital_ Tablet: Phenobarbital, 15 mg; isosorbide dini-
trate, 10 mg.
Isufranol ._..____._._.. <=w== Tablet: Phenobarbital, 8 mg.: theophylline,

130 mg. ; benzylephedrine. 32 mg. ; isoprotere-
. nol hydrochloride, 10 mg.

Isufranol, mild ...o...._. Tablet: Phenobarbital, 8 mg. ;" theophylline, 130
mg.; benzylephedrine, 32 mg.; isopruterenol
hydrochloride, 6 mg.

Elxir (15 cc.) : Phenobarbital, 6 mg.; isopro-
terenol hydrochloride, 2.6 mux.; ephedrine
sulfate, 12 mg.; theophylline, 45 mg.; potas-
sium iudide, 150 mg.

Kaphebel .. .. _______ Tablet: Phenobarbital, 34 gr.: belladonna root,

&Y.; kaolin coilvidal, T34 gr. .

Ka dic Tablet: Phenobarbital, 8 mg.; methscopola-
mine nitrate, 2 mg.; cellulase, 9 mg. ; pan-
cvestin, 500 mg.; glutamic acid hydrochlo-
ride, 200 mg.; ox bile extract, 100 mg.;
pepsin, 150 mg.

Kavatrate ___. . ..cccaeo_ Tablet: Phenobarbital sodium, I gr.; vers.

Isuprel compound elixir _.

trum veride. 1§ gxr.: mistletoe, 3, gr.:
‘hawthorn tincture, 30 iainims;: sodium ni.
trite, 1 gr.

Kie with phenobarbital ___ Tablet: l‘henub?nrbilnl, 16 mg.; potassium

iodide, 400 mg.; ephedrine sulfate, 24 mg.

Kiophyltin _______ ~=emeee— Tablct: Phenobarbitul, 15 mg.; sminophyllin,

150 mg. ; potassium icdide, 125 mg.

Librax oo e oo_.. Capsule: Chlordiazepoxide hydrochloride §
s myg. and clidinium bl‘(i,midz. 2.5bmgl.‘ s
Luftodill suspension ...._.. uspension (5 ec.): henobarbital mg.:
theovhylline, 50 mg.; ephedrine hydrochlo-
. vide, 12 mg.; glycery! gualacolate, 100 mg.
Luftodil tablets _____.._.. Tablet: FPhencbarbital, 16 mg.: theophylline,
. 100 mg.; ephedrine hydrochloride, 24 mg.:
. klyceryl gualacolate, 200 mg.

Lufyllin-EP _______. ... __ Tablet: Phenobarbitel, 16 mg.; lufyllin (dy-
vhylline), 100 mg.: ephedrine hydrochloride ;

- % mg.
Magnerium hydroxide-phe- Tablet: Phenobarbital sodium, 15 mg.: mag-
nobarbital compound _ . nesium hydroxide, $00 mg.; atrupine sulfate
with aromatics, 0.12 mg.
Maiglyn eompound -_...._ Tabklet or suspension (5 cc.): Phenobarbital,
. 16.2 mg.; belladunna alkaloids, 0.162 mg.;
dihydruxy aluminum aminoacetate, 0.5 gm.
‘Tublt: Phencvbarbital, 16 mg.; mannitol hexa-
nitrate, 32 mg.
Msnniphen with rutin ____ . Tallct: Phenobarbital, 16 mg.: mannitol hexa.
nitrate, 32 mg.; rutin, 20 mg.
Mannitol hexanitrate with Tablet: Phenobarbital, 3 gr.: mannitol hexa-
ph barbital e nitrate, b, gr.
DO oo w-= Tablet: Phenobarbital, % gr.: mannito] hexa-
uitrate, 1, gr.
Maxitod - oo Tullet: Phenobarbital, 15 mg. : mannitol hexa-
nitiate, 15 mg.; rutin, 15 mg. ; sscorbic acid,
15 mg.

Manniphen _________.__ -

The S. E. Massengil Co.
Do.
Paut B. Elder Co., Inc.

Pitman-Moore.

Do.
w;l;:::r;Tl::ﬂticuh Ine.
Ives Laboratories, Inc.
Wintluop Laboratories.

Do.

Do,

Paul B. Elder Co., Inc.
Dorsey Laboratories.

Key Pharmacal Co.

Laser Inc.
G. D. Searlc & Co.
Roche Laboratories.

Mallinckrodt Chemical
Works.

Do.
Do.
McNeil Laborstories, Inc.
Brayten Pharmaceutical
Co.

The Vale Chemical Co.,
Inc.
Do.
P. J. Noyes Co.
The Blue Line Co.

Burt Krone Co.
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Menrium §-2 .
Menrium 54 ..o
Menrium 104 ...
Meprane phenobarbital ___
Mesopin-PB

M;pmine with butabar-
Bl cccccccccccarne——
Do

Mexal .
Milprem-200
Milprem-100 .o ... . . _
Milpath-200 .. ... ..
Milpath-100 oo
Miltrate-10
Miltrate.20

amvmne -

Mudrane QG elixir P

Nactisol . .o.ce...

Natrona compound __.___.

Neocholan oacecee-- ———

Oxsorbil-PB

Tablet :  Chlordiazepoxide, 6 mg. and water-
suluble esterfied estrogens, 0.2 mg.

Tablet: Chlordiazepoxide, § mg. and water-
soluble esterficd estrogens, 0.4 mg.

Tablet: Chlordiazcpoxide, 10 mg. and water-
soluble esterfied estrogens, 0.4 mg.

Tablet: Phenobarbital, 16 mg.; prometbestrol
diprupionate, 1 mg.

‘Tablet or clixir (5 cc.) : Phenobarbital, 15 mg. ;
homatropine methylbromide, § mg.

Tablet: Butabarbital, 16.2 mg.; trolnitrate
phosphate, 2 mg.

Tablet: Butabarbital, 48.6 mg.; trolnitrate
phusphate, 10 mg.

Tablet: Phenobarbital, 16 mg.: mannitol hexa-
nitvate, 32 my.

Tablet: Meprobamate, 200 mg. eonjugated es-
trogens—equine, 0.4 my.

Tablet: Meprobamate, 400 mg. conjugated es-
trogens--equine, 0.4 mg.

Tablet: Meprobamate, 200 mg.; tridihexethyl
chioride, 25 mg.

Tablet : Meprobrmate, 490 mg.; tridihexethy)
chloride, 23 my.

Tablet : Meprobamate, 200 mg.; pentaerythritol
tetranitrate, 10 mg.

Tablet: Meprobamate, 200 mg.; pentaerythritol
tetranitrate, 20 mg.

Tablet : Mephobarbital, 32 mg.; penthlienate
bromide, 5 mg.

Tublet: Phenvbarbital, 21 mg.; potassium
fodide, 195 mg.: aminophylline, 130 mg.;
ephedrine hydrochloride, 16 mg. .

Flisir (5 cc.): Phenobarbital, §.4 mx.; theo-
phylline 20 mg.: ephediine hydrochloride, 4
mg.; giyceryl guaiacolate, 20 my.

Taublet : Butabarbital sodium,. 15 mg.; puldine
methvlsulfate. 4 ma.

Tablet: Phcnobn}biul. 15 mg.; extract baw.
thorn berries, 30 mg.: extract mistletoe, 15

mg.; sodium nitrite, 60 mg.; sodium bicar- .

bonate, 0.2 gm.,

Tablet: Phenobarbital, 8 mg.; dehydrocholic
acid, 250 mg.; bile extract, 15 mg.; hom-
atropine methylbromide, 1.2 mg.

Tablet: Phenobarbital, 8 mg.; atrépine sul-
fate, 0.10 mg.; magnesium trisilicate, 0.6

gm.

Tablet: Secobarbital, 15 ms.; nitroglycerin,
0.4 mg.; pentaerythrityl tetranitrate, 15 mg.

Tablet: Phenobarbital, 8 mg.; acetylsalicylic
acid, 300 mg.

Tablet: Phenobarbital, 16 mg.; ephedrine sul-
fate, 24 mg.; potassium iodide, 162 mg.;
calcium lactate, 162 mg.

C le: FPhenobarbital, 7.5 mg.: belladonna

Paminal elixir _ . ..
Pamine PB elixir «caoo.__
Pamine PB, half atrength_

Pediatric piptal anti-
pyretic

extract, 7.6 mg.; dehydrochloric acid, 32

mg.; desoxycholic acid, 32 mg.; ox bile ex-

tract, 66 mg.; sorbitan mono-oleate, 160 mg. ;

__oleic acid, 180 mg.

Elixir (6 ec.) : Phenobarbital, 8 mg.; methsco-
polamine bromide, 1.25 mg.

Elixir (5 cc.): Phenobarbital, 8 mg.;: methsco-

polamine bromide, 1.25 mg.

‘Tablet: Phenobarbital, 8 mg.; methscopola-
mine bromide, 1.25 mg.
cc.}: Phencbarbital, 3 mg.:

Solution (0.6
pi late bromide, 5§ mg.; acetaminophen,

60 mg.

Do.
Do.
Do.
Reed & Carnrick.
Endo Laboratories Ine.
Pfizer Laboratories.
Do.
The S. E. Massengil! Co.
Wallace Pharmaceuticals.
Do. '
Do.
Wallace Pharnaceuticals.
Da.
Da.
Winthrop Laboratoriee.
W;n. P. Poythress & Co.,

<.

Do,

McNeil Laboratories, Inc.
‘The Zemmer Co.

Pitman-Moore.
The 5. E. Massengill Co.

Lemmon Pharmacal Co.
P. J. Noyes Co.
Lemmon Pharmacsl Co.

Ives Laboratories, Inc.

The Upjohn Co.

Deo.
Do.

Lakeside Laboratories, Inc.

938
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Pediatric piptal with Solution (0.5 cc.): Phenobarbital, 8 ma.; Do.
phenobarbital pip bromide, 2 mg.
Pencetylon .cocacceeee Tnblet Phenobarbital, %

Pentaerythrityl tetranitrate
w(]t.)l:’ phenobarbital

Perbuzem

Peribar L-A No. 1

Peritrate with pheno-
b.i"bihl

Peritrate with pheno-
barbital S.

hedort

Phenobarbital and atropine

DO e
Do ..

Phenobarbital with atro-
pine sulfate ___ ...
Phenobarbital with atro-
pine aulfate No. 2 ...
Phenobarbital and atro-
pine sulfate __ ...
Phenobarbital and atro-
pine No. .
Phenobarbital and stro-
pine No. 2 . ____
Phenobarbital and atro-
pi:l\; uble'.l ............

Phencbarbital and atro-"
pine tablets No. 2 __
Phenobarbital and atro

pine tablets No. 8 .__.__
Phencbsrbital and bell

donne .«

DO cvicmmaeees -

Do .- ———— e —m——

Phenobarbita! and bella-
donns No. 2

Phenobarbital with man-
nito] hexanitrate ...

Phenobarbital with man-
nito] hexanitrate .. ...
Phenob-rbxul sodium atro-
pine No.
Phenob-rbiul ‘sodium atro-
pine No. 2 _

gr.; acetylsalicylic
acid, 5 gr.

‘Tablet: Phenobn-biul 16 mg.; pentaerythrityl
tetranitrate, 1

Tablet: Phenoblrblul 18 mg.: pentaerythrityl
tetranitrate, 20 mg.

Tablet: Phenobarbital, 156 mg.; pentaerythrityl
tetranitrate, 10 mg.

Tablet: Butabarbital sodium, 10 mg.; reser-
pine, 0.05 mg.; pentaerythrityl tetranitrate,

10 mg.
Tablet : Butabarbital sodium, 16 mg.; pentaery

Paul B, Elder Co., Inc.
P. J. Noyes Co.
Do.

North American Phar
macal Co.

McNeil Laboratories, Ine,

thrityl tetranitrate, 10 mg.

‘Tablet: Phenobarbital, 48.6 mg.:
thrity]l tetranitrate, 30 mg.

Tablet : Phenolurbiul 15 mg.: pentaerythrityl
tetranitrate, 10 m

Tablet: Phenoblrbiul
tetranitrate, 20 mg.

Tablet: Phenobarbital,
tetranitrate, 80 mg.

Tablet: Diallybarbituric acid, 16 mg.: extract
stramonium, 8 mg. (alkaloids 0.0015 gr.):
ephedrine, 8 mg. : theophyline, 100 mg.

Tablet: Phenobarbital, 3 gr.; atropine sulfate,
1/600 gr.

pentaery-

15 mg.; pentaerythrityl

45 mg.; pentaerythrityl

[ . . O

Tablet: Phenobarbital, 3{ gr.; atropine tnlf-u.
1/250 gr.

Tabiet: Phenobarbital, 8 mg. ;- ltropme sulhtg
0.06 mg.

‘Tablet : Phenobn bital,

fate, 0.12 meg.

Tablet: Phenobajhiu!. 34 gr.: atropine sulfate,
1/200 gr.

Tablet: Phenobarbital, 16 mg. ; atropine sulfate,
0.13 mg. -

‘l’-:};; Phenobarbnul 8 mg.: atropine sulfate,
.65 mg.

Tablet : Phenobnbutn! 8 mg.; atropine sulfate,
1/1000 g

15 mg.; stropine sul-

Tablet : Phenubm bital, 16 mg. ; atropine sulfate,
17500 gr.

Tablet: Phenobarbital, 14 gr.; atropine suifate,
1/200 gr.

'l'llb/lgé :  Phenobarbital, 14 gr.; atropine sulfate,

0 gr.
: Phenobarbital,

Tablet 4 Zr.; belladonna leaves
15 gr. (total mlkaloids 0.0015 gr.).

Tablet: Phenobarbital, i gr.; belladonna ex-
tract, ¥ gr.

Tablet: Phenobarbital, 16 mg.; belladonna ex-
tract, 8 mg

Tablet: Phenoblrblt-l 34 gr.: belladonna ex-

tract, 3% gr. (alkaloids 0. 00166 gr.)

Tablet: Phenobarbital, 7.6 mg., mannitol hexa-
nitrate, 15 mx ;ucorbic scid powder, 25 mg.;
rutin, 26 m

Tablet: Phenobarbxul. 1, gr.: mannitol hexa-
nitrate, 14 ¢

Tablet: Phenobsrhit;l sodium, 8 mg.: atropine
suifate, 60 ug.

Tablet: Phencberbital sodium, 15 mg-; stropine
sulfate, 120 ug.

The Z Co.
Whittier Laboratories, Inc.

‘Warner-Chilcott
Do.

Do.
Buffington’s Inc.

The Blue Line Chemical

O.
Meyers & Co.
Paine Drug Co.
'l‘h]e Vale Chemical
ne.

‘The Zemmer Co.

Co.,

‘The Zemmer Co.
Buffington's Inc.
Pitman-Moore.
Do.
P.J. Noyes Co.
Do.
Do.
Do.
The Vale Chemical Co., Inc.
Paine Drug Co.
Eli Lilly and Co.
The Upjohn Co.

Paul B. Elder Co., Inc.
(Harold M. Harter,
D. V. M)

Meyer Drug & Surgiceal
Supply Co.
McNeil Laboratories

Do.
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Pbenoharbiul sodium atro- Tablet: Phenobarbital sodium, 20 mg. ; stropine Do.
pine No. 8 _ .. oo _-. sulfete, 200 ug.
Phenobubitul and sodium 'r‘lblet: Phenobarbital, 34 gr.; sodium nitrite, P.J. Noyes Co.
nitrite __ .. eeae gr.
Pbembublul theocalcin __ Tablet: Phenobarbital, 16 mg.; theobromine Knoll Pharmaceutical Co.
ealeium salicylate, 0.5 gm.
Phenodonna tablets ..o Tablet: Phenobarbital, 3¢ gr.: tincture bella- Flint Medical & Surgical
donne, 6§ minims. Supply Co.
PhenodroxX ———ceceecenmem Tablet: Phenobarbital, 14 gr.: atropine sulfate, North American Pharmacal
1/500 gr.; mnznulum trinhuk. 4 gr.; alu- Ine.
minum hydroxide gel, dried, 4
Phyldrox —occcrmemcacona-- 'l'-blet Phenobarbital, 15 mg.. neothy!lir.e. 100 Lemmon Pharmacal Co.

Piptal PHB elixir
Piptal PHB tablets . __
Prantal with phenobarbital

Premarin with pheno-
bardbitel .. e

Probanthine with pheno-
barbital

Probital . ...ccvoacaicao

Propenite _. ...

Prydonnal Spansule ... ..

Quintrate with nitro-
glycerin and phenobarbital
Quintrate with pheno-
barbital
Do

Robinul-PH
Robinul-PH forte .. ..._ ..
Ruhexatal

Rutal . . .. - -
Salisil with phenobarbital
Selbella ... _ ...

Sed-Tens

barbital

®%. ; ephedvine sulflte.

Elhir (5ce.) : Phenobuhitll 16 mg.; pipenzo.
late bromide, $ mg.

Tablet : Phenobnbnnl 16 mg. ; pipenzolate bro-
mide, 5 mg.

Tablet: Phenocharbital,
methylsulfate, 100 mg.

Tablet: Phenobarbital 32 mg. ; conjugated estro-
rens-equine, 6.G26 mg.

Tablet : Phenobarbitsl, 15 mg. ; probanthine, 15

Phenobarbital,

16 mg.; diphemanil

mg.

Tablet :
7.6 mg.

Tablet: Phenobarbital sodium, 12 mg. ; sodium
nite u.e. 60 mg.; hawthorn berries extrnct 120
mg. ; mistictoe extluct 60 mg.

C.]mukv Phenobarbital, 66 mg.: belladonna al-
kaloids, 0.4 mg. (hyu-cyomine sulfate, 0.305
mg.: atropine sulfate, 0.06 mg.; scopolamine
hydrobromide, 0.0356 my.).

Tablet : Pher sbarbital, 24 ng.; ephediine hy-
drochloride, 24 mg; theophylline calelum sal-
fcylante, 130 mg. ; potassium jodide, 300 mg.

Suspension (5 cc.): Phenobarbital, 12 mg.:
ephelrine hydrochloride, 12 mg. ; t,heophyllme
culcium salicylate, 66 mg. ; potusium iodide,
160 mg.

Tablet : Phenobajlital, 15 mg.: pentaerythrityl
fetranitvate, 20 mg. : nitroglycerine, 0.4 mg.

‘Table¢t: Phenubarbital, 15 mg.; pentaerythrityl
tetranilrate, 10.mu.

Tablet: Phenolarbital,
tetyanityate, 20 mg.

Tablet: Phenvbairintal,
late, 1.0 mg.

Tablet : Phenabarbital,
Iate, 2.0 mg.

Tablet: Phenobarbital, 15 mg. ; mannitol hexani-
trate, 30 my.; ascorbic acid, 10 mg: rutin,
20 mg.

Tablet : Phencliathital, £ 0 my. ; mannitol hexa-
nitrate, 16 mg.; vutin, 10 mg.

Tablet: Phenobairhital, ¥, gr.;: acetylsulicylic

“acid, § Re.; muguesium trisilicste, 2 gr.

Tablet: Fhenodmrbital, 1, gr.; aluminum hy-
dranide. § v belladonna oxtract, 14 gr.

Tablet (12 heo: Amoharbhital, 50 mg. : homatro-
prive methyibiomide. 5 6 me.

Tablet: Butabarbital sodium, 16 mg.:
cone, 25 mg.; bellndonna extract,
(total alkaloids, 0.20 mg.). 5

Tablet : Phenobarbital sodium, % gr.; sodium
nitrite, 1 gr.; sodium bicarbonate, 2 gr.:
hawthorn bervies, fluid extract, % minim.

Tablet: Phenobarbitsl, 34 gr.; sodium nitrite,

1 gr,
Tablet: FPhenobarbital,
methylbromide, 2.5 mg.

16 mg.: probanthine,

15 mg.; peatue:ythrityl
16.2 mg.: glycapyrro-

16.2 mg.; glycopyrro-

simethi-
16 mg.

15 mg.: homatropine

Lakeside Laboratories, Inc.
Do.

Schering Corp.

Ayerst Laboratories.

G. D. Sesrle & Co.
Do.

The Zemmer Co.

Smith Kline & French
Laboratories.

Knoll Pharmaceutical Co.

Do.

Paul B. Elder Co., Inc.
(Glynn A. Beard).
-Paul B. Elder Co., Inc.
(Glynn A. Beard).

Do.
A. H. Robins Co., Inc.
Do.

Lemmon Pharmacal Co.

Pitman-Moaye.

Paul B. Elder Cao., Inc.
Wyeth Laborstories.
Lemmon Phsrmscal Co.

Plough Laboratories, Inc.
Paine Drug Co.

Buffalo Pharmaccutical
Supply Corp.
Key Pharmaceuticals, Ine.
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L L —— Tablet : Phenobarbital, 8 mg.: atropine sulfate, North American
0.13 mg.: ealcium carbonate, 227 mg.; mag- Pharmacsl, Inc.
nesium hydroxide, 162 mg.
Synirin oo occcemmeaem Tablet: Pentobarbitsl, 8 mg.; aapirin, 324 mg. Wm. P. Poythress & Co.,
. ne.
TCS —oceceoecammwcenan-~ Tablet: Phenobarbital, 16 mg. ; theobromine sal- Dao.
. feylate, 0.4 gm.: esleium sslicylate, 0.06 gm.
Tedrale2b _ o ooceeaee -- Tablet: Butabarbital, 25 mg.: theophylline, 130 Warner-Chileott
mg. ; ephedrine hydrochioride, 24 mg. leon}orlu.
Tedral B.A. ————-..ecoc-— Tablet: Phenobarbital, 26 mg.: thcophylline, Warner-Chilcott
150 mg.; ephedrine hydrochloride, 48 mg. boratories.
Tensodit — ..cc.o-..---<-- Tablet: Phenobarbital, 16 mg. : ethaverine hy- Knoll Pharmaceuticst Co.
drochloride, 30 mg.; theophylline calcium sal-
. ieylate, 200 mg.
Tensophen ..o cooocnaa Tablet: Phenobarbital, 16 mg.; nitroglycerin, P.J. Nouyes Co.
0.26 mg.: sodium nitrite, 32 mg.; podophyl-
lin, 1 mg.; extract beef bile, 16 mg. .
Thedrizem --—cceeeon oo - Tablet: Phenobarbital, 8 mg.; theophylline, hy. '} he Zemmer Co.
drous, 100 mg. ; ephedrine hydrocloride, 25 mg. . .
Theobarb . oo ceam Tl::)zl;t. Phenobarbital, 32 mg.; thcobromine, M"v"“‘:k"“d‘ Chemical
HrKks.
Theobarb-R o _ccvvancn Tablet: Phenoh)blhl. 10 mg.; reserpine, 0.1 Do.
. mg. ; theobromine, 324 mg.
Theobarb special ... T-abzlgt: Phenobarbital, 16 mg.: theobromine, Do.
mg.
'I'h:.obbmine snd pheno- Tnoblaet: Phenobarbital, 16 mg.; theobromine, P.J. Noyes Co.
rbital .. .3 gm.
Theobtotnme-phenobnbiul 'l'aoblset: Phenobarbital, 30 mg.; theobromine, The S. E. Massengill Co.
.3 gm.
DO e Tnabzlet- Phenobarbital, 32 mg.: thcobromine, The Upjohn Co.

Theobromine-phenobarbital
compound

Theobromine with pheno-
barbital No. 1 .. ... ...

Theobromine and sodium
acetate with phenobar-
bital .. ceeaaao

Theobromine sodium
saliciylate with pheno-
barbital _..

‘Theocardone No. 1 .......
Theocsrdone No. 2 ...
Theodide .o

Theoglycinate with pheno-
barbital _ .

Theoglycinate with race-
phedrine and phenobar-
bital ...

Theoplaphen .. .. . ...

Theominsl .. -
Theominal M ..... ...

Theominal R S e
Theophen

Theorate . ... Cee e
Thymudyne -

Trocinate with nhcnu-
barbital ce-

" Tablet:

Tablet ; Phenoblrbxhl 14 gr.: theobromine, 2%
gr.; potassium iodide, 2'/; .} pohssium bi-
carbonate, 2 gr.

Tnhlet. Phenobn bital,

324
Tablet Phenoburhiul
sodium acetate, 3 gr.

15 mg.; theobromine.

14 gy.; theobromine snd

Tablet : Phenobarbital, 15 mz : theobromine so-
dium ulicyla}e, 300 mg.

Tablet : Phenobsrbital,
300 mg..

Tablet: Fhenoba:bital,
300 mg.

Tablet: Phénobarbital, 34 gr.: potassium iodide,

214 gr. ; theobromine sodium salicylate, 214 gr.

Phenobarbital, 16 mg.; theophylline.
sodium glycinate, 324 mg.

Tablet: Phenobaybital, 16 mg.: theophylline.
sodium glycinate, 324 mg.; racephedrine hy-
drochloride, 24 mg.

Tablet: Phenobarbital, 15 mg.: theohromine
sodium salicylate, 0.2 gm.: ealcium lactate,
0.1 mg.

Tallet: Phenoburbital,
320 mg.

Phenoharbital,
320 mg.

Tablet: Phenobarbital, 10 my.;

820 mg. ; -lseroxylon. 1.5 mg.

Tablet: Phenobarbital, % gr.; theohromine so-

15 mg.:; theobromine,

30 mg.; theobromine,

32 mg.: theabromine,

16 mg.: thesliumine,

thevbromine,

gilzm salicylate, 6§ gr.: eslcium carbonate,
Tablet: Phrnobnrbitnl. 16.2 mg.; theokromine,
124 mr.

‘Tablet: Phenubarbitnl, %2 mx. ; theophylline an-
hydrous, 130 mg. ; ephedrine suifate, 24 my.
‘Publet: Pher \barl'utll 16 mg.. thiphenamil

hydrochlaride, 100 mg.

Do.
Buffington’s, Inc.
Pau! B. Elder Co., Inc.

The Zemmer Co.

Hasck Laboratories, Inc.
Hazck Laboratories, Inc.
‘The Vale Chemical Co., Inc.
Brayten Pharmaceutical Co.

Prayten Pharmaccutical Co.
The 8. E. Massengill Co,

Winthrop Laboratories.
Dao.
Do.
The Vale Chemical Co., Inc.

Whittier Lahoratories, Inc,
. 8. Nayes o,

Wm. I
Inc.

Poaythyess & Co.,
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EXCEPTED PRESCRIPTION PRUGS—Continued

Trade name or other

designation Composition Manufacturer or supplier

Tricolold oo meicaaaes Tablet: Phenobarbital, 16 mg.; tricyclamol Burroughs Wellcome & Co.
chloride, 50 mg.

Triophen oo vmmceaeee Tablet: Phenobarbital, 3 gr.: stropine sulfate, The Vale Chemieal Co., Inc.
1/500 gr.; magnesium trisilicate, 7 gr. - .

Valpin-PB __ Tablet or elixir (5 c¢.): Phenobarbital, 8 mg.; Endo Laboratories, Ine.
anisotropine methylbromide, 10 mg.

Vasorutin - - come o Tablet: Disllylbarbituric acid, 3; gr.; nitro- Buffington’s, Inc.

glycerine, 1/250 gr.; sodium nitrite, 1 gr.}
tincture crataegus, 2 minims ; rutin, 20 mg.

Veralzem _..cccccmcmmmean Tablet: Phenobarbital, 156 mg. ; veratrum viride, The Zemmer Co.
60 mg.; sodium nitrite. 60 mg.
Veratrite .cocccmmmanaan Tablet: Phenobarbital, 14 gr.; eryptenamine, Neisler Laboratories, Ine.

40 CSR (carotid sinus reflex) units; sodium
nitrite, 1 gr. '

Veritiz ................. Tablet: Phenobarbital, 16 mg. ; veratrum viride, S.J. Tutag snd Co.
. 40 mg. ; sodium nitrite, 656 mg.
Vertegus .cc.wevocmame= - Tablet: Phenobarbital, 34 gr.; veratrum viride, Burt ¥Y.rone Co.

% gr.:; sodium nitrite, 1 gr.; mistletoe, 3%
g¥. ; huwthorn berries, 35 gr.

Veruphen ..o cae Tablet: Phenobarbital, 16 mg.; rutin, 20 mg.; The Zemmer Co.
veratrum viride, 15 mg. ; sodium nitrite, 60 mg. .
ViritiR oo oo cccc e emmm e Tablet: Phenobarbital, 15 mg. ; mannitol hexa- Lemmon Pharmacal Co.

nitrate, 30 mg.: verstrum viride alkaloids,
) 1.5 mg. ; rutin, 20 mg. . .
W.T ... eemmm——— . Powder (4 gm.): Phenobarbital, 15 mg.: bella-  Warren-Teed Pharmaceuti-
donna extract. 16 mg. (0.12 mg. belladonna cals, Inc.
alksluids) ; benzocaine, 15 mg.; calcium car-
bonate, 1.56 gm.: magnesium oxide, 0.5 gm.;
B aluminum hydroxide gel, dried, 60 mg.
W-T cemmcc—ccmmmmmcmmman Tablet : Phenobarbital, 1/16 gr.: belladonna ex- Do.
tract, 1/24 gr.: benzocaine, 1/16 gr.; calcium
carbonate, 6 gr.; magnesium trisilicate, 3%
sr.: aluminum hydroxide gel, dried, 214 gr.;
. chlorophyll extract, 1. e .
Xaniophen .. _--o-- Tablct: Phenobarbital, 16.2 mg.: theobromine, Fitman-Moore.
162 mg.; cthylenediamine dihydriodide, 32.4

mg.

Zallogen compound . . Tablot: Phenobarbital, 8 mg.; tocamphyl, 76 The S. E. Massengill Co.
mg.; homatropine methylbromide, 2.5 mg. R

Zantrate - ocoeomemme oo Tablet: Cycloyentenylallybarbituric scid, 3% The Upjohn Co.

gr.: ephedrive sulfate, 33 gr.; theophylline
anhydious, 2 gr.
Zem-Dab o eeeeee Tablet : Butabarbital sodium, 10 mg.; dehydro- The Zemmer Co.
chulic acid, 60 mg.; ox bile desiccated, 120 .
mg.; homatropine met.hylln'cmidde= 2.5 mg.

No. 23 o ceicl i Tlahlet: Phefiobarbital, 1% gr.; sminophylline, Stayner Corp.
. gr. -
No. 85 .. ... e .. . .. 'Tablet: Phenvbarbital, ¥, gr.; aminophylline, Do.
. 1.5 gr.; ephedrine sulfate, 35 gr.
No. 36 .. .o———-. .. .--- Tablet: PPentabarbital sodium, #; gr.: ephedrine Do.
S sulfate, 33 gr.: sminophylline, 3 gr.

No. 66 ——.ooevoeouee. --. Tablet: Phenolarbital, 1; gr.; extract bella- Do.
donna, 3% gy,

No. 66 —ooeevveeeeu.ooum- Tablet: Phenobarbital, 14 gr.; extract bells- Do.
donna, 3, gr.

No. 76 woeeeeeenow.-—--= Tablet: Phenobarbital, 1} g1.: belladonna, % gr.  Bariatric Corp.

No. 88 ool roon aren Tﬂ]"‘g’“ Phenobarbital, 13 gr.; aminopbylline, Stayner Corp.

. .5 gr. :

No. 89 o oeecrcccceam 'l‘lll){‘et: Phoenobarbital, 1, gr.: sminophylline, Stayner Corp.
.5 gr.

No. 111 e Tablet: Phenobarbital, 14 gr.: ephedrine sul- Do.
fate, ¥ gr.

No. 186 _ .. oo Tablet: Phenobarbital, 20 mg.; homatropine Do.
methylbromide, 5 mg.

No. 643 _._ __._..-.... -~ Tnublet: Phenoburbital, 14 gr.: theophylline, 2 Do.
gY.; ephedrine hydrochloride, 33 gr.

Rx. No. 4104 _. . ........ Tablet: Phenobarbital, 4 gr.; calcium carbon. The Zemmer Co.

© ate, T34 gr.; magnesium oxide, 4 gr.; atro-
pine sulfate, 1/300 g».
Rx. No. 4105 . . ... ... . Tublet: Phenobaibital, %4 gr.; calcium carbon. Do.
ate, 10 gr.; atiopine suifate, 1/300 gr.
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EXCEPTED PRESCRIPTION DRUGS—Continmed

‘Trade name or other

designation Composition Manufacturer or supplier

Rx. No. 4108 _..._.. __ ... Caprule: Phenulm-biul 14 gr.; atropine sul- Do.
fate, 1/300 gr.: caleium carbonate, 634 gr.;
maunenlum mude heavy, 2 gr.

Rx. No. 4128 - ..coeen Capsule: Phenobarbital, % gr.: bismuth sub- Po.
xalate, & gr.: extract belladonna, % &T.

Rx. No. 4126 .. . Capsule: Pentobnrhiul sodium, 15 mg.; extract Do.
belladonna, 10 mg

Rx. No. 4143 . ___ .. ... Capsule: Phenobnblhl. 14 ®r.; aminophylline, Do.
1.5 gr.;: potassium fodide, 1 xr.

Rx. No. 4152 . . . ... Tallet: Phenubarbital, % gr.: atropine sulfate, Do.
1,200 gr.

Rx. No. 41656 ___._______. Tablet: Phenobarbital, 14 gr.; atropine sulfate, Do.
1/1000 gr.; aluminum hydmxlde gel, 8% gr.: .
kaolin, 8% gr. .

Rx. No, 4170 . Tablet: Phenobarbital, 34 gr.: atropine sulfate, Do.
1/200 gr.; calcium carbonate, 10 gr.

Rx. No. 4184 ___ .. . ____ Capsule: Sodium butabarbital, 15 mg.: bella- Do.

donna extract, 15 mg.

(Indiana Board of Pharmacy; Reg 28,Ch I1,Sec 2.22; filed Jul 9, 1974, 9:29 am: Unpublished; filed Jun 9, 1977, 8:55
am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 |AC 2-2-9 Application for exclusion of stimu-
lant or depression compound;

revocation
Authority: 1C 35-48-3-1
Affected: IC 35-48-2-1

Sec. 9. Application for exclusion of a stimulant or
depressant compound. (a) Any person seeking to have
any non-narcotic substancewhich may, under the Federal
Food, Drug, and Cosmetic Act or state law, be lawfully
sold over-the-counter without a prescription, excluded
from any schedule, pursuant to 1C 1971, 35-24.1-2-1(g)
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See | C 35-48.] asamended,
may apply to the Indiana Board of Pharmacy for such
exclusion.

(b) An application for an exclusion under this section
shall be approved by the Board, provided that such
application shall contain a copy of the Administration's
approval for such request for an exclusion from the
Federal Controlled Substances Act.

(c) Within areasonable period of time after the receipt
of an application for an exclusion under this section, the
Indiana State Board of Pharmacy shall notify the appli-
cant of its acceptance or non-acceptance of the applica-
tion, and if not accepted, thereason therefor. Thelndiana
State Board of Pharmacy need not accept an application
for filing if any of the requirements prescribed in para-
graph (b) of thissectionislacking or isnot set forth so as
to be readily understood. If the applicant desires, he may
amend the application to meet the requirements of
paragraph (b) of this section.

(d) The Indiana State Board of Pharmacy may at any
time revoke any exclusion granted pursuant to IC 1971,
35-24.1-2-1(g) [Repealed by Acts 1976, P.L.148, SEC-

TION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-
48.], as amended, upon a finding that such exclusion
from the Federal Controlled Substances Act was termi-
nated, suspended or revoked. The revocation of the
exclusion granted under this Act [IC 35-48] shall
become effective upon theboard's notifying the personto
whom such exclusion was granted by certified mail of
such revocation. (Indiana Board of Pharmacy; Reg
28,Ch I1,Sec 2.23; filed Jul 9, 1974, 9:29 am: Unpub-
lished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)

856 | AC 2-2-10 Excluded nonnar cotic substances,
stimulant or depressant com-

pounds
Authority: |C 35-48-3-1
Affected: |C 35-48-2-1

Sec. 10. Excluded non-narcotic substances, stimulant,
or depressant compounds. (a) The Indiana Board of
Pharmacy may exclude any non-narcotic substance from
a schedule if such substance may, under the Federa
Food, Drug and Cosmetic Act or state law, be lawfully
sold over-the-counter without a prescription pursuant to
IC 1971, 35-24.1-2-1(g) [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts1977,P.L.26, SECTION 25.
See IC 35-48] as amended, the drugs which were
excluded by the Bureau or Administration on January 1,
1974 under section 201(g)(1) of the Federal Controlled
Substances Act (21 U.S.C. 811(g) (1)) have been ex-
cluded by the Indiana State Board of Pharmacy fromthe
schedules of IC 1971, 35-24.1-2-4, 6, 8, 10, and 12
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977,P.L.26, SECTION 25. See | C 35-48.], asamended.
The exclusion of these drugs by the Indiana State Board
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of Pharmacy should not be construed as an adoption or
rejection of the criteria by which these drugs were
originally excluded. Any deviation from the quantitative
composition of any of the listed drugs shall require a
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petition for exclusion in order for that drug to be ex-
cluded. Thefollowing isalist of the presently excluded
non-narcotic substances under these regulations.

EXCLUDED OVER-THE-COUNTER DRUGS

Trade name or other

designation Composition Manufacturer or supplier
Amodrine . .. -e..weee.. 'Tablet: Phenobarbital, 8 mg.; aminophylline, G.D. Searle & Co.
106 mg.; racephedrine hydrochloride, 26 mg.
Bronkolixir .. ...-...—_._. Elixir (5 ec.): Phenobarbitsl, 4 mg.; ephedrine Breon Laboratories, Inc.
suifate, 12 mg.; glyceryl zuamcolabe, 50 mg.;
theophylline, 16 mg. -
Bronkotabs ... ..... ... Tablet: Phenobarbital, 8 mg.; ephedrine sul- Do.
fate, 24 me.; xlyceryl guaiacolate, 100 mg.;
theophylline, 100 mg.
Primatene ... .. ..._. ... Tablet: Phenobarbital, %4 gr.; ephedrine, 3 gr. Whitehall Laboratories,
Rynal me imemiwi-n - SBolutiom for Spray I-Desoxyephedrine HCL Blaine Co.
0.22// ; antipyrine 0.28% ; pyrilamine maleate
9, 01'/ methyl dodecylbenzyltumethyl am-
monium chloride 0.027% ; glycerine dehydrate
1.50¢%., ,
Tedral vee wn . ... Tablet: Ihenobarbital, 8 mg.; theophylline, Warner-Chilcott
13D mg. ; ephedrine hydrochloride, 24 mg. Laboratories,
Tedral Anti-H .- . .e-.. Tablet: Phenobarbital, 8 mg.; chlorphenira- Do.
mine maleate, 2 mg.; theophylline, 130 mg.;
ephedrine hydrochloride, 24 mg.
Tedral one-half strength _. Tablet: Phenobarbital, 4 mg.; theophylline, 65 Do.
my.; ephedrine hydrochloride, 12 mg.
Tedral Pediatric Suspension Suspension (5 ec.}: Phenobarbital, 4 me.; Da.
ephedrine hydrochloride, 12 mg.; theophyl-
line, 656 mg.
Tedral suppos:(oues double Suppository: Phenobar bntnl 16 mg.; theophyl- Do.
strength .......... ————n line 260 mg.: ephedrine hydruchluride,_ 48 mg.
Tedral suppositories regular Suppository: Phenobarbital, 8 me.; ‘theophyl- Do.

strength
Verequad -.. ...

Verequad -......... ...

iine, 180 mg. ; ephedrine hydrochloride, 24 mg.
Tablet: Phenobarbital, 8 mg.: theopi}ylline cal-
~clum salicylate, 130 mg.; ephedrine hydro-
chloride, 24 mg. ; glyceryl guaiacolate, 100 mg.
Suspension (5 de.) ¢ Phenobarbital, 4 mg, ; theo-
phylline calcium salicylate, 65 mg. ; ephedrine

Knoll Pharmaceutical Co.

Do.

hydrochloride, 12 mg.; glyceryl guamculate

50 mg. ¥

(Indiana Board of Pharmacy; Reg 28,Ch 11,Sec 2.221; filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov 14,

2001, 2:45 p.m.: 25 R 1341)

856 IAC 2-2-11 Exempt chemical preparations
Authority: IC 35-48-3-1
Affected: |C 35-48-2-1

Sec. 11. Exempt Chemical Preparations. (a) The
chemical preparations and mixtures specifically listed in
subparagraph (b) of this Section have been exempted by
the Indiana Board of Pharmacy from the application of
IC 1971, 35-24.1-3-2, 3, 6 and 8 [ Repeal ed by Acts 1976,
P.L.148, SECTION 24; Acts1977,P.L.26, SECTION 25.
Seel C 35-48.] asamended, which preparation or mixture
is intended for laboratory, industrial, educational or
special research purposesand not for general administra-
tion to ahuman being or other animal. The exemption to
be valid must be in strict compliance with the require-
mentsimposed for the preparation or mixture prescribed
in Part 1308, Section 1308.24 of Title 21 of the Code of

Federal Regulations, effective January 1, 1973, and no
exemption granted pursuant to this Section affects the
criminal liability for illegal manufacture, distribution, or
possession of controlled substances contained in the
exempt chemical preparation. Distribution, possession
and use of an exempt chemical preparation arelawful for
registrants and non-registrants only as long as such
distribution, possession or useisintended for laboratory,
industrial or educational purposesand not for immediate
or subsequent administration to a human being or other
animal.

(b) The following preparations and mixtures in the
form and quantity listed in the application submitted
(indicated asthe“ date of application”) are designated as
exempt chemical preparations for the purposes set forth
in this Section.
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= Prbduct‘ name and supplier’s ~ Date of
Manufacturer or supplier catalog number - Form of product application
Abbott Laborstories ..___. CEP Agarose Plates, NDC 0074- Foil Pouch: 414 by 4 Mar. 24, 19756 .
9023-12, NDC 0074-9023-35. hl)lches. 614 by 51 in-
ches.
Barbital-Acetate Buffer Powder Plastic Bag: 16.24 g Deo.
with 1 g Sodium Azide, NDC per bag.
0074-7591-12.
D0 eeeeeeeeeeeeeew... Digoxin I 125 Imusay ¢ diagnostic Kit: 100 units _.___._. June 6, 1974

- R —

DO e

Airwick Industries ...
DO e
Do
Do

DO coceccmemmmmmmems

Americsn Hospital Supply
Corp. (Dade Division).

kit No. 7649.
H'};Eg{‘ RIA disguostic kit No.

Tetrasorb-126 T-4 diagnostic kit
No. 71116,

Irosorb-59 diagmostic kit No. 6764

Quantisorb T-4N diagnostic kit
No, 6719.

Kit: 60 units _.______

Vial: 11 ml _.__. . .

Vial: 10 ml ... ..
Vial: 11 ml . ________

PN
Tube: 7 oz. and 14 oz..

log Nos. B4233-30 and B4233-38.

Airkem Solidaire Green .__......
Airkem Solidaire Gold - ... [ » 7. PR
Airwick Solidsire Citrus . .. Do o -
Airkem Musketeer, Jr. .ceoo.._ Can: § 0z, ...
Airwick Solid N)tunl Do -
Alrwick Solid Floral Do -
Airwick Solid Lemon _._ DO
Airwick Solid Rose oo eeeDO
_Buffered Thrombin (Bovine), Cata- Bottle: 2 ml .o
log No. B4233-40, Eugiobulin -~
Lysis Set
Fibrin Monomer Control, Cata- Bottles 1.6 ml —_._._..

Sept. 25, 1974

Aug.

Feb.

21, 1972

Do.
Do.

5, 1978
Do.
Do.
Do.
Do.
Do.
Do.
Do.

10, 1978

16, 1978
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" Date ot

Product name and mplur’n :
Manufacturer or mpl!a catalog number . Form of product . application
DO e “Moni-Trol 1.X Chemistry Controla LT ' ' ,
- - (Level 1), Catalog Nos.: - A i ‘
B5§106-1 . ’ V‘ml Jan. 20, 1975
i - B5106-5 Vi .
' B5106-8 _ -
PO weimemceemec——ee—e Moni-Trol !l’-lchemfhtry(!ontroll
e .{Level II) Catalog Nos.: . )
o ’ “B56106-2 Vial: 6 ml ... ____. Do.
. B5106-6 Vial: 10 ml oL
B5106-4 Bottle: 28 ml.
. O — men veronal buﬂer No., B4234- Bottle: 1§ ml . ______ Jan. 22, 1973
DO croemmeemme rho-pb-tm substrate N6, BSSIZ- Bottté: 3 me. " Do.
v 1'and No. B5312-5.- pow d.rr
DO s e Serum resgent No. B4233-1 and Bottle: 2 _ml ....... — Do.
LT No. B423s.1
DO e ’l'hromhin mzent (bov!ne) No. Bottle: 1 ml oceee. Do..
Do . DAT‘ L T 125 4. Buffered T Bottle: 65 ml .___. - dJune 11, 1876
yroxine, catalog No. B5664-21.
DO i i i DATAAODCN T 125 4.:Buffered 1. Bottle: 256 ml oo - Do
thyroxine, catalog No. B5644-25. :
DO . DATA-topery T 125 4. Buffered I Bctﬂc: ‘505 ml ——— Do.
A e . : i .. . thyroxine, eatalog No. B5644.29. Lo . .
DO e ceemen DATAtopen CT 125 4. Buffered I Bott.le 55 ml ———— Da.
z « .+ .thyroxine, eatalog: No. B6644-40.
DO —oeeoeeeecececeee DATAZopew CT 125 4. Buffered I nome. 255 Y [ Do.
a . thyroxine, eatalog No, B5G44-48." . .
Do DATA-topers T 125 4. Buffered I Bottle: 506 ml ._...__ Do.
g o8 S ... thyroxine, eatalog No. B6644-35. - - . - e
Americ-n Eooplhl Supply B‘.xbl_m buffer B-1 No. 96772 ——— Vial:©12.12 grams per Sept. 15, 1971
Corp: (Harleco Division). - -~ 7 deam- vial. -
Do . hler instrument buffer B-2 Vial: 36.36 grams .. Do.
' ;I‘oublse ltrm:th. pH 8.6, 0.075 m R : ’
) + 7 I U e Bs{:i;laodium ffer salt, No. Bottle: 250 ml —_.... June 6, 1972
731, T .
o TR T S A "Barbital-acid buffer salt, No. 1178 Bottle: 250 ml ... - Do.
L Buffer salt' mixture Spinco B-1, Vial: 12.12 grams per Sept. 15, 1971
3:;178.8 o.o.rv fonic strength, No. % 29.5 x-80 mm. vial
DO et emcercececeeeea Buffer :salt mixum Spineo 'B-2, v',i.l: 18.18 grams per Do.
pH £8, 0076 ionic strength, No. - 29.5- x 0. mm. vial.
D:; --_:::-_-----_“ Buffer fn;r serum’ proteiu electro. Vi;i} 10 dram ceeeeee iuly 25, 1973

Do . —

Acheln Monitor Corp. ..

Do e m——————————,

- Quamy )i G

phoresis No. 96099,

Clinicard, pueudo-cholmutenae
uulog No. 3230 .

Qualify I __

Clinicard . cuvétle con.

taining. a powder to. .

be reconstituted by
-dding 3 ml wtter.

- Ampule: 110 mm. x 13

. HPL Immunoassay Kit No. IM-63.

Morphine (N—methyl-Cl() Hydro-
chloride No, CFA-363.

Pent.othd—,-sss sodium salt, No.

Codeine (N-methylﬁlt) Hydrm
__chloride No, CFA-421.

‘mm. or Vial: 38.40
mm;'x 11 mil.

‘Bottle: 30.ml ...
e ——

Ampule. 110 mm. x
13 'mm. or Vial:
33.40 mm. x 11 mm.

Ampule: 10 ce. ...

’ Oct.

May 31, 1973

.

9;1 1975
Sepf. 19 15"2

18, 1973
27, 1972
Sept. 19, 1972

- 2%, 1972

946
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Manufacturer or sapplier

Product name and iupplier’l
catalog number

Form of product

Date of
application

Do
Do

Amersham/Searle Corp. __

—---Do

d-(side chain 3H) Amphetamine
Sulfate Number TRK-444.

Lysergic acid di{1—+C] ethyla-
mide, catalog No. C.F.A. 634.

T-8 RIA Kit Catalog No. IM. T4.

Pheno (2—3¢C] bdarbital Catalog
No. C.F.A, 637.

[15, 16(n)-—2H] Etorphine, Cata.
log No. T.R.K. 476.

{2(n)—H] L?!ermc ncid diethyl-
amide, No. T.R.K. 4

15 16(n)—2H]} Etorphme Cata-
t og No. 2Zl‘.ll.K.

(—-)A’——Tetuhydro [8, &—uC]
C;Bnmb!nol Catalog No. C.F.A.

4C} Amphetamine
catalog No. C.F.A.

No,

d-[methylene
Sulphate,
544.

T-4 RIA

3

T-4 RIA Kit,
80

Kit, catalog m

catalog No., IM

T-4 RIA Kit, M
801A.

Al-[G—H | Tetrahydrocnnnabinol
No. T.R.K. 446.

[1(n}—*H] Morphine, No. ‘T.R.K.
4417,

catalog No,

{1(n)—3H] Codeine, No. T.R.K.
448.

Diacetyl [1(n) —*H] mornhine,
No. T.R.K. 449.

[1.7,8(11)—’!{] Dihydromorphine,
No. T.R.K. 450.

Ampoule: § ml

Ampoule:
.1 mg.

0.6 mg. to

Kit ..

Ampoule: §0 micro-
curies.

Ampoule:
curies.

Ampoule:
curies.

Ampouie: 0,008 mg. to
0.04 mg.

Ampoule: 1 millicurfe_

250 mfero-

Ampoule: 10 and 50
_microcuries.

Ampoule: 110 x 13 mm.

Kit containing: 60
tests.

Kit containing: 100

Ampoule: 0.005 mg. to
0.06 mg.
Ampqule: 0.002 mg. to
0.016 mg.
Do .

Ampoule: 0.003 mg. to
0.012 mg.

Ampoule: 0.0008 mg. to
0.008 mg.

Analytical Chemists, Inc. . Sodium Barbital Buffer, Catalog Vial: 208 g ... _
Nos. 1-5100 and 1-5200.
DO e Agarose Universal Electrophoresis Plate: 5 ml __.________
Film, Cataltg No. 1-1000,
Analytical Systems __.____._ Toxi-Diserw A, 121, A-1; 122, A- Disc: 2 in x 0.2 mm..
2; 124, A-4,
DO e Toxi-Disews B, 125, B-1; 126, B-2; - .. DO oo
127, B-3; 128, B-4.
Applied Sciences Mixture 1—opiates ... ________ Vial: 1 ml ...
Laboratories, In¢, ewoen.
Mixture 2-—stimulants _________ Do
Mixture 8—depressants ......._ .__ Do .__._ ... .
Mixture 4—barbiturates - Do el
Mixture 5-~kit of representatives Do e —
Opiates, Mixture, 3 Number 01830 Vial: 10 ml -
Stimulants, Mixture 2 Number -—_.D0O e . _.
01831,
DO e Depressants, Mixture 3 Number Do
01832.
DO e Bus-biturates, Mixture 4 Number Do
Do Alsy" b tylbarbituric ecid, No. Vial: 1ml ____._____.
174
Alphenal, No, 01748 __.__________ DO
Amobarbital, No. 01744 __.______ e DO .
Amphetamine HCL, No. 01746 _._ Do

250 miero- .

Sept. 20, 1973

July

Nov.
Nov.

Nov.
May
Feb,
Mar.

June

Nov.

Feb.

May

Oct.

Z.

-~

3

Aol

r

Do.
19,
22,
17,

5,

11,

25,
Do.

26,

Do.
4,
Do.

Do.
Do.

a~

»

Do.

24,

Do.
Do,
Do,

1974

1974
1974

1974
1974

1975

1975
1978

1976

1974

1972
1975

1972

1973

1973
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Product name and supplier's.

lhmheunr or suppller . . catalog number ..

i Form of product

Date d

:
i

Do

‘Aprobarbital, No.:-01746 s
Barbital, No. 01747

Butubuxbiul No. 01748 me————
Butethal, No. 01749

mememaeme—mem——ea- COCaine, No. 01'150
mmrmrecessvummmans. COdeine, No. 01751
- Diallybarbiturie lcid. No. 01782 .
Ethchloryynol, No. 01753 _...
Ethinanmate, No. 1754 [
Ethylmorphine HCL No. 01755 -
Glutethlmlde. No. 01766
barbital, -No. - 0175? ————- e
Hydrocod Bitartrate, No. 01758

e ‘Meprobamate,. No. - 01761

Meperidine HCL, No. 01759 ._.._ -
. Mephobarbital,. No. 01760 ..:____ - .

.« Mentaline, No. 01762 ...

Methylphenidate, “017174 .l
, Morphine, No. 0 1765 PR
' Nalorphine, No. 01766

" Methadotte HCL, No:- 01763 e’
: Methamphetamine HCL, No. 01764

- Pentobarbital, No. 01767 .. ...
" Phenasocine H Br, No. 01768: ..__

—————— - o b o e

Vial: 1ml ..

Aug.
Apr.

Applied Sciences Labora- Phencyelidine HCL, No. 01769._.
tories, Ine, . .
4 Phenobarbital, No. 01770 s DO e
barbital, No: 01771 ___._0 - -.'-.Db_.:--_..-----..--__
Thebaine, No. 01772 PSSV ¢ . SRR
Thiamylal, No, 01773 Do
Beckman ‘Instruments, Inc. ASO biiffer, pH 7.2 3 ._-__--__-‘-- 'rube 2.1 mm ———
{Spinco ‘Division) _.....
Do . Beckman .buffer B-1 .. __________ Pu:ket- lz.h F < T
aicmccmem—menee-aa -Beckman buffer B.2. Pa 1816 gm ...

Beck llj Inaty

ta, Inc. H t!;yrold -unmhtmz lwr-
(diagn_gnlc D 1abel

tions) . kit,
No. 566185 ...

No.
.. No.- “
Human thyroid lumulning hor-
. mone kit, double label = .
No, 566173 ___. ...
) No. 566174 ___

_-No, -B66181 oo
" No. sssxsz _—
. No, 566183

No.
. nguxin

P

566162 ..

Kit, eonmnint.

Nov.

S

*
E

1973

, 1973
: 1?1 1

1974

948



949

INDIANA BOARD OF PHARMACY 856 IAC 2-2-11
B Prodnet name n&npplier’w ; NI Dats of
Manufsctarer or supplier:. 2+2%  estalog number : - .. Form of produet: - - -application-
Becton, Dickinson and Co. .HepaScreen CEP barbital buﬁer. .Envelope: 3.5”.x.5.5" .. Aug. 11,1972
(Spectra Biologicals Di- . No. K-'ISI. . : . o i
'"'1')‘:’-’ JIIITIITT HepaSiereen CEP plates, Nos. X Pu‘w.' 57 x 36" ...

. 742 and K-743.
lmmmlo-teeR 1 A:mse Phtea -

IEP Bhﬂcr pH 8.2

Behrmz thno:t!u.
American Koechst Corv.
Dv.

'Bnrbxturate stock’ atandn'd. 31308

Mayer's. hematoxylin sol o,
11920 FORS :

Bio-Rad_ electrophorem buﬂer ——

Barbital Buﬂer.Dry Paek ———

Bio-Rad..Laboratories, Inc.
Bio-Rad .Laboratories ..--

Immnnoe!eetronhomis "Barbital
Buffer 1, pH 8.6. oL
Bnrbiul

immunoelectrophoresis 4
. . -Buffer 11, pH 8.6.
—— evenmwme Immunoelectrophoresis Barh!nl
. Buffer 1II-a, pH'8.8."
Prochex No. 700-225 _..accanian

L 89359

Blo-Relgentl &

Diagnosties, Ine. - .-
Do Prochex No. 1, No. 701025 .. _ .
Do .. .- Prochex No. 1" (Alternnte Formnc
: - im) ‘No. 702-025. -
Do ~Proehex No. 2, No. 703-025...___.
Do - mhex No. 8,- No, '
: -iDo st Na. 4, No. 7
Do l’rochex No. 5, No. 706-025
- Do . . . Prochex: Ne, 6, No. 7
Do z . . Prachex.: No, 7, No.
Do Prochex Na, & 'No. !
" Do - Prochex No. 9, No. 710-025 ..
Do Prochex No, 10 No. 711-025° -
Do " Prochéx No. 10 (Alternm Formu-.

“In) No. 712-025)
Bio-Resgents &

Dllgnosz\cs. Ine. . ..o

Prochex No. 13, No. 715-025 .-
Prochex No. 14, No. 716-025 ____.
Prochex: No. 15, No. 717-0256 _.._.
et c———————— Pruchex No. 15, (Altefnlte
- ~: - Formula)? No. 718-025 .
- Prochex No. 16, No. 719-02
Prochex' No. 18,- No. 721-025
Prochex: No. 19, No. 722-025
s Prockiex No. 20, No. 723-025
Toxicvlogy control urine-dried No. ;

trol-dtied No. 6736-25,

%’ g ¥ oeery S’???S’

Brinkmanh Instruments, K Brinknitnn Druz-Skreen Drig
Nne. ca- d-—set [, No. 8505000—1.
> Brinkmann Drug-Skree

T stindard
Buchler Instrnmenh ——

n Dru
—set 11, No. 3505010-8.
© ‘Buffer saititype I, b-rbxtal-sodium.
barbital mlxtnre PH 8 6 No.
- -+ *3.1035:.
o 7 T S 3 ﬂuehlexw}nnttument buﬂer B2 :
. L - -double strenzth. pH 8.6. X 075 m
:Noi 93834,

Prochex No. 11, No. 713-025 ... v
Prochgs No. 12, No. 714025 L is

Tuxlcuiuxy arine proficiency con- *~
Urinie Control {1 No. 695-425 -

Foil pouch 5.35 by 5.25
in.

Foil poueh 5.35 by 5.25

Bottle:" 'ioo ml oo
6" Bo_ttle_:_mo m.l. 500..1!:!. .

1,000 ml., 1 gal.
Bottle: 500 ml o

. Package: 18.21 gm. —__
Package:-12.14 gm. .

.. Package: 6.15 gm. ____
Bottle: 165 ¢ce. ___.____’

Dry-pack: 25.8 gm. __.
ng-guk : ,15.81 . ..
Diy-pack: 15.07 gm. -

Vial: 25 nal cocoiinian

-Bottle: 25 ml. . _._._.

Téxicology control serum.dried No. Bottle: 10.ml. - ocouee
L - GI26:10. ‘. : :
Bgnle:.zs ml. ... ...

Boftle: 25 ml. ..._....

PSR + . S

an 36.36:!!\ I,

Vul 36.36 grams- ...

Mar.

“Dee.

.hn.

16;-1978

Do:.
Dec. 14,.1972
Aug.

6, 1973

B
.g o

3

Y

19‘13

7Y . FRVEHIPEIY BF

June 25, i973
Da.
Do.

2, 1975
14, 1973
Do.

6. 1972

June
Aug.

Sept. 1§, 1971
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Product name and supplier’s Date of
Manufacturer or supplier catalog number Form of product applieation
Burroughs Wellcome Co... Lanoxitest beta digoxin radioim~- Bottle: 126 ml. ... Nov. 16, 1972
munoassay klt with tritiated dig-
oxin No. KT07
California Bionuclear Corp. Amobarbinl-z-c-u catalog No. Screw cap vial: 50 uCl, Jan. 8, 1975
12077, 0.1, 0.5, and 1 mCi.
DO e D-Amphetamme (propyl-1-C-14) DO Do,
. sulfate, eatalog No. 72078. . .
DO o em DL-Amphetamine (propyl-1-C-14) Do ... Do.
sulfate, catalog No. 72079.
DO e Cocaine {methoxy-C-14) catalog DO e Do.
No. 72182.
DO e Meperidine (N-methyl-C-14) hydro- -.--Do e~ Do.
chloride, catalog No. 725608.
DO e —— Mescaline (aminomethylene-C-14) _...Do . o Do.
hydrochloride, catalog No. 72512, .
DO e Methadone (heptanone-2-C-14) hye .. Do ..o Do.
drochloride, catalog No. 72518.
DO e Methamphetamine (propyl-1-C-14) «-~-D0 om0 Do.
sulfate, catalog No. 72517,
DO e Methyl phemdaoe (carbonyl-C-14) __.—.Do .. ... __ Do.
hydrochloride, catalog No. 72550,
DO e Morphine (n-methyl-(.,-u) hydro- ---.Do e Do.
chloride, catalog No. 72660,
DO e Pe;nztgb;rbiml-z-c-u, catalog No. -~-.Do - ___ Do.
18.
Do __- Secobarbital-2-C-14, catalog No, Ampoule: 50 uCi, 0.1, Do.
72676. 0.5, and 1 mCi.
Chemed Corp. (Dearborn Zinc reagent No. 2, No, 704 ______ Pillow: 10 mg. each ___ June 23, 1971

Chemlical Division) .
Collaborative Research, Ine. Kit to include: LSD antiserum No. Bottle: 1 and 2 dram.. Nov. 14, 1972
; 1-125-LSD-Polymer No. Z-
11; LSD standard.

Clarkson Laboratory and Hematoxylin stain, Mayer's No. S- Gallon ... ... Dec. 12, 1972
Supply, Inc. 1302. s '
Coliaborative Research, Ine. Radivimmunoassay of Tetrahydro. Kit containing: Jan. &, 1976
cannabinol. - A%THC antiserum _.

SH—A%THC antigen.
‘ Assay buffer
Dextran coated char-

coal MC A*%.THC stand-
) ard
A Normal rabbit serum
PO oeoieeeeeee. H AWTHC Antigen ..ooooo Vial: 1 ml ooco oo Do.
DO cooeeee #C HAS.THC Standard - ______ N Y R Do.
Cordis Laboratories .._._. Bub:tnl-acetate buffer, powder Package: 20 envelopes July 27, 1972
709-317. —10.65 grams per en-
velope,
0 woooeeecoeewne. CEP V No. 709-308 _.___..______._. Plate: 80 mm. x 100 . Aug. 9, 1973
: mm. x 2.2 mm.
DO woiei-eeemn-—— CEP V No.709-328 _.________.... Plate: 40 mm. x 80 mm. Do.
x 2.6 mm.
Do CEP VII No. 709-323 e o DO e e Do.
Do CEP V No. 709338 __. e ccmemmmm Plate : 40 mm. x 80 mm. Do.
' x 2.6 mm..
Do CEP VI No. 709-309 _ e Plate: 80 mm. x 100 - Do.
mm. x 2.2 mm.
Cordis CEP VI No. 709-329 — - e, Plate: 40 mm, x 80 mm.
x 2.5 mm. Aug. 9, 1973
Do CEP VI No, 709-339 _.__._..... [ » 7 Y Do.
Do CEP plate-amebiasis testing 10 test Plate: 40 mm. x 80 mm. Do.
No. 780-271. x 2.6 mm.
DO e CEP plate-amebiasis testing 40test .- D0 e et Do.
No. 780-274.
DO e Counterelectrophoresis, plates CEP Package: 5 plates—18 Do.
1 709-804. ml. per plate,
P0 —ceweeeen—————em-v Counterelectrophoresis, plates CEP Do Do.
1I 709-305.
DO e Coﬁ!iterelectrophoresis, plates CEP DO o Do.
709,
P emeeeeoeeeeeer— Counterelectrophoresis, plates CEP Do Do.

- 1V 709-307,
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Il-nduum or nnlldr

Lt

Product ut:l-. md-mplm'

[T oc n-ber -

te of

Da
:t spplention

fnow e L p— lodine-128 Trilodothyronine

DO il Coumreteetrqphomh. pluu CEP P-ckm. ‘10 plates—8.5 »**

1 709-324.
— Colnlnqtereleetrophoreﬁl. phtes CEP

Do e ————a e ——a Counurelech-ophomil. plata CEP
IIT 709.326.

Do e o Connureleetronhcruh, plntel CEP
1V 709-327, .

Do e ———————— COUNteTE ketropbnmis (cr:r)

)+ Y

. Plates for Trichinosis etﬂn:.
DO e P, GVm-f lmﬂer. 753087 .._..n e
Do A& ﬂl!'. 75!—03& P,
DO e nccacmmmonen EDTA (0.014 )--GVB hlﬂ
) » L EDTA (Q.DIM)‘—GVB Mer.
Do~ : sx Ix o veronal !mler ....-...2‘

Curtis. Nuclear Corp. .... FeRRONEX Kit No, 00250 ...

Disgnostics, Iné. _o.o..—. DiAgAu Buffer, No. 65. . s vio
DO e ccaeccccamam- DiAgAu Plates, No. 50 i

ml. per plate,

I, S
—ie.Do ----__-___;_--_"

.

" Plastic Plates: 40

mm x 80 mm x 2.5-

Bottle: 60 ml. <ceeue.-

Botﬂe* § mi.
....-Do PRS-,

Bottle: 1,000 ml, ————
“vial: 8wl o

Bottle: 1 gals coeneee ——
Plate: 1&ml. ceeuea.

OIS » . N

emmmmr—aeae—aeeeee DiAgAu Plates, No. it
Diagnostic Produets Corp. _ 'l‘~8 Antiserum Lol el
|+ - l T-§

Do -_-__--...---;..;- 125 1 T4

" Serum Vial: 10 ml. ...

-—— e e o e

. I L.

DO ciomio—omitideo - Goat Anti-Rabbit Gamma' Globulin -

<5 .~ . Lyophilized.: e
Do et ————— Anﬂu-ﬁodothrronine Serum

Lyophilized ... _—coeee-
- Do . l tivated charceal, T3 RIA ......
Pml ‘B. Elder Co. .._-.._-..Fisher body heat indieator _.._.
) 2 1 J—— md it 3382 B Tempilaq e
Electro-Nneleonlu
torl;?. Ine. .-

Mgphim (3#), List No. 4008 ...
LM g‘rpﬁh‘xﬁ Po-luye Control, List

N !
Ensvironmi:::-} Chemlul _ Dextran Coated Chsmﬂ Selution .
peci.llt ne. .

. S, rmmmr TBG Radiothmxim Solutlon —
Flaher Scient:ﬂorco. Bowiidod Ekctrophmtte buffer No. 1, pB

8.60, ionle strength 0.05, e-f.do:

: 2 + “NosE-Ls

~'Elecmphomtle buffer No. 2, vl!
S.GOE. {ic strength 0.075, utaloz

Flow Lnbonhﬁen S ki i DGV No, 3080 «oe.. o oeeememnie
DO oo .CEP Buffer No. 3-083 _—
el -..--...-......;..e..CEP Plate No. 5-076 ____ 3
Do Merthiolate No. 6-088B _..... ..
ot E e -Blrb(tono acetate buffer tor elec-

Do o d trovhomls eodo No. BR 11g.

fon test,. dilu ent
Gelman Iutmmenh Co.

tlbl"ets code No. BR 16, - -

Do rm————— Hl:h Raolutlca. bu!!er—'rrh

tal buffer, No. 51104,

Geneul Dh‘no-tlu wmrnms. fa8 T, No, 36908 .. ...
Grand Xal:nd Blolo:!al Co. Dexmte-Gelnﬂn-ana.l Buffer

tion NDC No. '§15-0666-1 "
lnd No. 815-0566-2.

© Vial: 208 mls ceenieee

BN » 7. SO Y, S

Class bottie: 16 i oxr
Glass vial: S5 ml. ___.__

Glass vial oo

Botﬂc 1,000 ml o

NS

Packet: 12.14 mm' —

. Packet: 18.16 mm -

" Bottles 195 ml. - e

Bottle: 125 mle e
Plate: 20 ml.
Bottle: 20 ml. ceveee
‘Bottle: 100 gms. ..

Bottle.-loo tableta ...

esch. -
aet iﬂtll of so ml.

Drul Standu'd Set. No. 51910 — Sd' ‘S .visls of 2 ml. ~ Apr.

: vu; LI

e
e

vm :105em x.1.3 em ..
: BottIe £ 100 ml. and 500

JAug.._
_ July

55 %, T
Do.
-y
June 18, 1975

Aug. 9, ma

4

7 ¥ ¥5,

Sept. 19, 1973
May 7, 1373

7

June 12, 1978

7g

Do.
v Doas
May 22, 1975

J’uly 20, 1973
July 3, 1975
June 20, 1975

Do.
Mar. 26.‘ 1973
Do..
Oct‘ 27. 1973

B

Do. .

Apr. 16,1973
Do,
Do. .
Do.

- June ;21,1974

8, 1972
Do.’

Dee. 22,1971

26,.1973
5, 1978
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Manufacturer or supplier

Product name ud supplier's
catalog number i

Form of 'rodut

Dats al
application

DO e
S

Gun& Island Blological-Co.

r o2y

Do USRS S SO

Do o

T

Gugol' Sclence Corp. —-

Hach p‘ ical Co.
D@;,:. et e amamancn mo-
b 0 .
A,
e D" = mm e o
DO e i

-t

- “Complement Fixation Buffer Solu-

1tion".’ pK 7.3-7.4, NDC 011815 ..
0247 It
Diseragen, NDC 011815 15481 ____
Diseragen, NDC 031815 1548 2 _ .
Dextmu-Gnhtin—VemAl vnth Bo-
vine Albumin. - .-

Electrophoresis Buffer Solution, pH::
-8.6, NDC 011815 0245 1. . .
LE.P. Buffer Solution, pH 8.2,

. NDC (11815 0246 1.

Gibform Ind:uﬂor Celll. NDC
. 011818 0220. -

Clbform Adsorption Celll. N'DC
011815 0225. .

GIBFORM RBC Dﬂuent' e

. (;uzol concentrate No. 10109 ——

iwpH 8.5 “buﬁer powder pulm. No.
. $20-85.

pl:s%.:’é butfer powdcr pﬂlovn. No.
Zincover XI powder pillows. No.
2917,

"Buffered :uhstute. lyeero hon-
phate, Roe &- Whitmore. pH 9.6,
No. 20060." .

Buffered substiate, glycerophos-
phate, Shinowsara, Junes &
Reinhart, pH 10.9, No. 20063, .

.Do ..---..;-..-------..... Buffered substrate, glycerophos.

R

Helens B VI

DO et e

Doimcin cee coccmcaa

| > S VI

Dol .. .lllioeeeee

. phate, Shmownn. Jones & &
Reinhart—Stock, No. 20061.

Buffered substrate, glycerophos-
phate, Shinowars, “Johes &
Remhart, pH 5.0, No. 20062,

Elec‘t)rl HR Buftdr Catalog No.”
Electn Bx Buffer Clulog No, 6016
Electu BA Buﬂer Cntaloc No. §017

‘rmm 111 Apr Cauloz No. 5023 .
'm-n lV IE Plate (amall)

Titan lV lE Pllte (lme)

Titan lV XE Plne K:t emmcamadaa

n o,

Titan IV TE Plate Kit ...

" Abusercen’ n}lio-‘immunoamr for

- murphine (1251), No. 43021. .
Abuscmn radio-immunoassay for
. morphine (*H), No. 43016. -
Abuureen Badxmmmunomly for

Barbiturates (*H).. .-
Abuscreen munomty for
Barbiturates (31). -
_ Abuscreen . Badxoimmuuouuy !or
Barbiturates (1251).
Auscreentv  Mor-Barb. Radiolm.’

munocassay for Morphine-Barbi- ..

turates.

Bottle "'!. Liter ————

Vial: 50 ml. oo -
Vial+100 ml oo -
..--.Do e e
" Vial: 500 ml. oo

Bott_!u 1 Liter <. —

i DO

Vid 40 Wl e

vm 20ml oo :

Ghu bottle : 500 ml. —
Viala: 20 ml., 90 ml.,
- and 450 ml, _

Pillow 0.5 m each ..

Pmow lmmseh__'

" Vial: 0,855 gram per
100 ml. T
V'iil: ;6.925 gram per

100 l.
vnxuus ttam per
100°'ml,
le- 0.925 gram per
100 ml.-

Packet: 18,1 g, 10
packets per box. .
Packet: 12.14 &, 10,
packets per box.
Packet: 18.21 g, 10
. packets per.box. .
Vial: 2 ml oo ...
Package: plates, 1- by 3
n. oL
Paickm: piates, 3 by ¢
n. -

CKit: 12 small (1 by 3

in.) JE.Piates, 1 box

1 Buffer,
th' 10 large (3 by 4
in.) IE Plates, 1 box

B; Buffer.

Vhl 60 ml,
Vlll 60 ml. Qnd 5 ml.
Vial: 60 ml. and 5 ml..
Vial: 30 “mlL and. 500
Vﬂ: 5 mL, 60 ml., and

100 ml, Bottle: 500

Jan. 28, 1974

Nov. 21, 1973
Do.

Do. .

Do.

28,7 1974
‘Do,

21, 1973
De.

Jan,

Feb.

23, 1975
23, 1972

Jualy
Mar,

Nov. 39._ 1971
. ‘_'Do.’. i

" .Dec. 28, 1973

- Do, .
Dee. 27,1973

952
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Manufacturer or supplier

Product name and unpliar'l
catalog number

Form of product

Date of
applicstion

Hyland Division Travenol
L;ﬁbgrltories, Ine.

Hyland Division Travenol
Laboratories, Inc.

DO e

Abusereentd Radio-immunoassay
for Amphetamine,

Abusereen Radioimmunoassay for
Morphine (%)),

Abuscreen Radioimmunoassay for
Morphine (*H).
Latex tube test kit for morvhine:

TM Abuscreen radloimmunoassay
for Methadone,

" TM Abuscreen ‘radloimmunoassay

for Methaqualone,
Agar gel plates No. 3008

Agar gel plates No. 3016 ...

Agar lates No. 8068

Buﬂer No. 801’1 .................
Buffer No.
Diluting ﬂuid No. 8400 e
Partial thromboplastin liquid No.

PTC reagent dried, No. 3497 ____
Supplemental urine clinical chem-
istry contvol, dried, No. 0402

and No., 0521.
Pnrt;al thromboplastin, dried, No.

Agar gel plates. No, 8794 _

Buffer, No. U

Toxicology serum control, d
No. 0641.

Toxicology urine control,

dried,
No. 7342, P
T.1

T2
T4 J

T-6

T-6

T-8

T-9 <.
T-10 -

T-11

Tl e e

s T-14 ... -

T-15

T-16 -

Indum'hl Biological .
Laboratoyies, Inc.

Instrumentation Labora-
tory, Inec.

0 e

Inolex Corp. Biomedical
Division.

L

" EIQ Intensifier

Tul8 e o e
T-20
TC-1
TC.

25 SR

Diluent 1
DGV solution .o

Tris-Barbital Buffer No, 88205 ...

Barbital Buffer (B-2) No. 33206._.

EDTA-Barbital Bufferr No. 33207...

Barbital-Acetate Buffer No. 33208..

Barbitone Acetate Buffer, Product
Code 73-161-01.

Barbitone Acetate Buffer with Cal-

- clum Lactate, Product Code
71-162-01.

Kit containing Vials of
6 ml., 30 mi., and 100
m}. and Bottle: 500
mlL

Vial:

100. ml. and 500
mi. -

Kit: 30 to 200 tests ._

Kit containing vials of :
5 ml., 30 mi., and 100
mi.. and bottle: §00
ml.

P-ckuze' 8 plates—25
ml. per plate.
P-.cknze' 10 plates—25
mID per plate,
Vial: 260 ml.
Do oo
Vial: 10 ml.
Vial: 0.1 mi.

Vial:1ml. ___________
Vial: 25 ml.

Vial: 1 ml and 5 ml, _
Plate: 25 ml. .
Vial: 2560 ml
Vial: 10 mi. __

--=Do .

Vial: 20 ml.
..Do .. ..
Vial: 60 ml. _
. -Do . ..
Vial: 20 ml.
——=-Do ... ... —
Vial: 50 mi.
Do . _
. --Do __ .
Vial: 20 ml.
..-.Do __ .
Vial: 50 ml.
Do ...

Vial: 20 ml. ..
Vial: 50 mi. .
Do .

Vial: 5 mi. ...
Do .. .. ...

Bottle: 9. G gm.
Vial ¢

Vial: 100 cco wneoo

Bottle: 126 um

weDo Ll L

10 and 26 mi. ___ )

Jan.

Sept.

Deec.

June 17,

Aug.

Avg.

Aug.
Oct.

Jan.

Feb,
Dec.

Feb.

May

14, 1974

21, 1972
Do.

f. 1974
1974

Do.

31, 1871

1, 1972
26, 1972

13, 1976

Do.
Do,

28, 19%4
Do.
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Manufacturer or supplier

Product name and
catelog num

supplier’s
ber

Form of product

Date of
applieation

J.W.S. Delavau,, Inc,, and
thf)o Theta Corp.

Do

Barbltone C‘F 'I'. Dilu
Code 63-168-1

ent, Product

Allobarbital No. FP305 __ ..

Amobarbital No. FP313 __

Amphetamine No. FP

Anileridine No. FP203 ..
Aprobarbital No. ¥FP306.

Barbital No, FP314 . .

Butalbital No. FP307

Chloral Betaine No. FP502
Chloral Hydrate No, FP501
Cocaine No. FP601 ...

Codeine No. FP102 ..

Cyclobarbital No. FP308 _
Diph ylate No. FP203 _____.__

Dyhydrocodeine No. FP108 __.___
Ethchlorvynol No. FP608 ___._.__
Ethylmorphine No. FP106 ____. _

Butabarbital No. FP316

604

tanyl No. FP211 ..._._______ _—

Fe

Glutethimide No. FP404
Heptabarbital No. FP309 ____.._.
Hexobarbital No. FP303

Bottle: 100 tablets _.__
Vial: 2 ml .. ...

Hydrocod No. FP107 ..

J.W.8, Delavau Co., Ine,,
and the Theta Corp,

Hydromorphine No. FP103
Levorphanol No. FP208
Marker Mixture No. FPM-104 ___
Marker Mixture No. FPM-201 ...
Meperidine No. FP201

Mephobarbital No. FP:

Meprobamate No, FP402

Methadone No. FP206

Methamphetamine No. FP6QS ...

Metharbital No. FP30

Methohexital No. FP304 :
Methylphenidate No. F

Montmy Urine Test N

Morphine No. FP101 . _____

Oxycodone No, FP109

Oxymorphone No. FP104

Paraldehyde No. FP§0

Pentobarbital No. FP318 _
Ph eine No. FP213

Phenametl azine No. FP606 .
Ph rbital No. FP320 .__

Piminodine No. FP202 _____

301

P60 ...
o. FPM-108

6 .

Probarbital No. FP319 ______..__

Secobarbital No. FP31

Talbutal No, FP811 _____._______
Thiamylal No. FP322 ..

Thiopental No. FP321

Vinbarbital No. FP812 __________
Weekly urine test {FDA) No. FPM.

101

L/ . —

Weekly urine test (States) No.
FPM-102.

Test mixture TM No.
Test mixture TM No,
Test mixture SM No.
Test mixture SP No.
Test mixture SM No.

Test mixture SM No.
Test mixture SP No.
Test mixture SM No,
Test mixture SP No.

)

O

) R ——

Apr.

Do.
10,

1973

1972

954
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Mandletnrer or supplier

Produz name and. mplier’n
catalog number .

Form of product:

Dats of
application’

Katlextad: Labs, Inc, _. ol

.

b+ 1 SRS ——

Do ..

QOamotect Buffer No. M 101

Buﬂer No. 6135 ——
teéct Agar Gel Plate Kit No.

Loderle Laboratories Divi-

sion of "American Cynn-
amid

S

.

4]

L-horttonel

LKB Insttumenu. Inc, aa.

Mdhn_!. lnc. PR

Mallinckrodt Cheinical
Works.

Ay O ——
e e

Do Ferennanecsenanann

" UDC 8-No. 2966-38 .. -1

M 10 10.
DGY buﬂcr. 5x No. 2606'37

Serum. toxxeolagy cantro} drugs A
No. 2040-69, .

Atgnormxl arine contml. No. 2921-

Urine: wxicology control drua }
No. 2960-61. . ..

Urine- toxiculogy drugs 1
proficiency, No. 2661-81. .
Urine toxicology control drugs
barbiturates, No. 2952-61..".
Urine toxicology cuntrol. drugs 2—

bnrbfmr-m..pruﬁcxency Nu. .
2953-61.. . b
Urine mlcolozy comrol drum 3—-'
amphetamines' No. 2954-61." .-

o

~ Urine toxicology control drugs 83— . _

amphetamines, pmﬁcmucy No.
2655-61.

- Urine toxicoluxy control drugs 4—

alkaloid No. 2956-61. -
Urine toxicology control, dmgs 4—
zlkxlold; proﬁcien‘ey No. 2957-

Urine drug check kit No. 2968-91

to include: UDC 1 No. 2959-38.
UDC 1a No. 2979-38 _.

mz‘

PSIU 3 . S

vial, & vinls per pack-
CAaRe, G

Visl: 7 dram e
Phte 2 ml, € per kit.

Visl:20 mb, ...

“Vial: 10.ml _oooeeee
Vial: 25 mh oo

s DO L

S ) . S .

.

meeDO el
- < 'Do - ST ESeSese
<. Do ————

UDC 2 No, 2960-38

UDC. 8 No. 2961538 .

UDC 4 No. 2962-38

UDC 9 No."2967-38 ..
"UDC 10 No. 2968-38 .
UDC 10a No. 2980-38

UDC 11 No. 2969-38 ..

UDC 15a No. 2981-38 _
uDC 16 No. 2974-38 ..___
UDC 17 No, 2975-38 .
UDC 18 No. 2976-38 .
UDC 19 No. 2977-38 .
UDC 20' No. 2978-38 __
Barbital Buffer pH 8.6, No. LKB-
5104-180. -

High resolution buﬂer-tm
bital buffer No. 51104.

Res-0-Mat T4 solution —..______.
Res-0-Mat ETR Solution ... __._

Rea-0-Mat T4 Solution .

bsr-
Res-0-Mat ETR solution ~....._.

Bottle: 25 ml. ...
Do’

Viali. 1% dram

Vial: 14 drm ---.'.

Do .
Bottle: 16 ‘oz. and im-

perial: gallon,
Do -

Nov.

'Vhl 7 dram, 7.4 g per May ln. W

‘Do,

Do.
19, 1473

Do
Da. .
Du.

li{; 157
Do, .

"

.- De. .

Do,

’ Do.

Apr.

Do, -7
Do,

4, 1973

i

Apr.

Jan.

FF. PRRREFFRREY

979!

; 1978

(=}
P

3, 1974

Déc. 22, 1971
Feb, 17, 1972

Do, -
Aug. 28, 1974

Do:.
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, Product name and supplier’s B Dats of
)(llltm or -vpllcr "7 esatalog number . Form of product-— . * —‘spplicstien
Mallinckrodt . Soiueewaie RIA-MAT Circulating T$ 1125 Kit, ' Kit containing the fol' Jan. 28, 1974

-Cat.: No, 501: lowing :
+._. - . -RIA<-MAT T3 Buffer ... ...--~: , Bottle: 100 mL
RIA-MAT T3 Antiserum _._.._. Vial: 2.5 ml.
“ ¢ - .« *RIAMAT T3 Reaction Vial ... - le' 1 ml,

BIA-MAT T3 Standard. 0 nz/ml " Vial: 1.5 ml.

< - . "RIA-MAT 'T3 ;Standard- 0.6  Vial: 1.5 ml.
i nﬂml . .
e e .- RIAMAT T3 Stendeed 110  Vial:1$ ml.
AN - . ng/mi. i .. B . .
U RIAMAT T3 Standsrd 20 Vil:iSml
ng/m: .
LT o "_mA'mm- T3 “Standard, s. CVial;iSml.
_mA-\mr T4 1125 Kit oo " Kits containing: 100
s T FRE ca. B mu and 250 tests...

Materisis . &.: Technology  Carboxymethylmorphine Sensitxzed Vill 50 ..} PO M—
~y5um.- Ine. ‘REC.

0, - emmmemmereeemmmeem, CArboxymethyl-morphine . ... Vial: 8ml comocann,
R » - SN S, Cnrboxymcthyl-mornhlne bov LT R » 7 R,
.- . . sexum. albumin or rabbit serum

.._ “albumin. . s .

Dn RS — _Ectomne Sensitized RBC S » YRS

R+ S E TN S hﬂ-ﬁ-(l«tbow-ﬂ-nropyn hr- «---Do’ -_----..-_--_.._.‘
.- ‘biturle acid Sensitized C.

) + 1 SR S—ethyl-ﬁ-(l-urboxy-n-propyl) bare . Vial: 8 ml. and 10 mi..

biturie acid.
DO e ,wyl-&(XWku-n-mpyl) bar- Vul ‘s ml. S
. <"bituiic acid bavine “serum. ;
* " bumin or rabbit serum llbumin.

DO .evcccccceccnawas.. Ecgonin€ bovine serum albumin or Do
‘Tabbit serum albumin. )
DO -oooooooeoeeeen Tropinecarboxylic siecld ‘- .. Vid:8 ml. and 10 ml..
Mor phine standard .____ NVial: 100ml .. ___
Morphine-urine- standard - ... __ 'Vhl' 25 Ml oo
Ecgonine-urlne standard | ORI » |, S —————
- T Barbituidte-urine standard - - Do’ _
Benzoyl Ecgonine ..______. . Vial: 25 mz ‘nd 100
el Loaaiy o sanik ) -, mg.

Benzoyl Ecgoniue-Urine Standard Vial: 25 ml. 3 mcc-/ml.
B!EZOY E;md:nine-llrlne Standlrd vw k{3 mcg. PR
-~ Lyophi

b 1 -— Cocaine-Urine ' Standard .. ....._ vm 28 ml. 3 meg./ml.

DO careaea ———— v wa—— Colea::m;-Urme Standard Lzophi- Viul : 75 mcz. ........
At - .- 2 . et —— -
: Méthadone-Urine Sumdml ie viVial: 26ml. 3 meg./ml,
) o T SEUIT S Migzh:ddonecnr{nt Standsrd Lyophi- Vial: 76 meg, —aeeeeee
« H . . RN
Docun. cmmniic, : Phiencbarbital-Urine Standard ... Vial: 25 ml -5-mcg./ml.
Do ......C Phenot 'l‘:’t-tal-barrlm Sundlrd Ly- "Vld 125 meg, —emmeee
ophi SR
Do. Secobn'-bxm-Urin‘e Stwdurd ..... © Vial: 25 ml § meg./ml, -

Sec«}:‘barhxtal-Urine Standard Lyo- Vial: 12 1= A
o)
. Amobarbital.Urine Sundard K

¥

-sDa? . Vial: 25 ml. § meg./ml. -
Do 3 .ocicociceimann- Amobarbital-Urine Shndnd : - Vial: 125 meg.: oo
phihzed. Soe
'.\ICI Biomedical caimemm—nn 1EP buffer; vl{ 8.2, 0.04‘ ionie Plckm 6.510 grams.
W% s T strength.

MEAD Dilxnostics aesmeen  T-3 test lu T, No, L6902 .. .....- de: %7 x 1 313/16” ...
Do cmeeiozmmemne T4 test fus Ti,. No. L6905 _._... Visl: 34" x 1 13/16" _

Medi-Chem. Ine. _

Thymot-Barbital Buffer Coucen- -Vhl' 10ml e
trate pH- 7.55.
trute pH 7.8.7°

Medieal 'Ch;mical Corpe - Seeob-rbital Standard 10 mg: pere - Bottle' 120 [T T
coo -+ 7T cent, Caf. Noi 250, e T RS i

Z, Thymol-Barbital. .Buffer. Ccneen- RIS

Apr. S 19‘(5

. May 3’.2913

Apr.

“Aug. 28, 1972

M‘y DSI. 1972

July 11. 1974
Do. -

Feb. 22, 1974

956
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P Product name and supplier’s . - - Date of
Menufacturer or sapplier . catslog number - .. Form of product . application
Meloy -Laboratories: .. Counterelecty . Plates;, G- Platea: 10 dztemin& Sept. ‘. 1973

301.

tiona.

Urine Shndsrd
3. . o Lyonhmzed.

memmmamremameceeen Cocaine-Urine suudud et
mmammsscacmmaseee . Cocaine-Uring Standard - Lyophl-

Do
Do
lized.
2 DO eemammmcmcemeemeee Methadone.Urine Standard ..._..
Do - Methadone-Urine Standard Lyo-

DO o e ceinceeie Imzuanrnoelectrophomm Platu. G- Plates-‘s per Unit .. Do.
DO e Immunostatm T3 Klt, No. xxao - C-rdboard box 8%” x July 7, 19735
Do oo TmmunostatniiTA. Test ‘Kit, No. Cardbosrd box: 8% x Do.
K140, 5%” x 2%
I.ederle Laboratories ..... UDC 17 No. 2975-38 . ..~ Bottle: 26 ml. ... Apr. 4, 1973
- UDC 18 No. 297638 _ -.Do Do.
Do » UDC 19 No. 2977-38-. Do Do,

) DO e UDC 20 No, 2978-38 . Do.
LKB Innrumu, Ine. .22 anrltg:(}aguﬂer pH 8.8, No. LKB- vm 290 ml e Jan. 3, 1974
Mallard, Tne. — oo . Hieh Yesoliition buffer-trls bar- Vial: 1% dram ... Dec. 22, 1971

tal buffer No. 51104. | ] )
Mq‘lvllnck:rodt’(:hemical ch—O-mt ETR solution .....__. Vial: 1% dram “wie-s Feb. 17, 1972
or . € ’
DO cmeeeccnmancaeiea RénO-Mat T4 solution oo cae.DO e - Dot~
DO oeeneemsencaccaea—  Res-O-Mat ETR Solhﬂon ...... - Bottle: 16 oz. and im- Aug. 28, 1974
peri'll gallon.
DO e -~ Res-O-Mat 'l‘l Solnt!on Do,
Mallinekrodt ..o o wcee= RIA-MAT- Circnlatinx T3 1125 Kit conuminz the fol- Jan. 28, 1974
Kit, Cat. No. 601 lowing: -
RIA-MAT T3 ,Butl'er“.... Bottle: 100 ml
~ RIA-MAT T3 Antiserum ial: 2.5 mi. -
RIA-MAT T3 Rcaction Vial __ Vial: 1 ml
RIA-MAT '!3 Standard 0 ng/ml. Vial:“1.5 ml
RXA-/M?T T3 ,,Stt__udlrd,, .05  Vial: 1.5 mlL
ng/m : -
RIA—/MA}T “T3- Standard 1.0 Vial: 1.5 ml.
‘ng/ml. * L R :
RIA‘-/MA‘:T T3 Standsrd 2.0 . .Visd: 1.5 ml
m D
, m"A‘.}ur T9 Standard 60 Vial: 15 ml.
- mn.s‘,mr T4 13125 kit. . ... Kits containing: 100 Apr. 3, 1975
., 2 - . ... tests .and 250 tests. .
Materials & Téchnology Carb«m«hynéorpmn. Senlmzed Vial: 50 mb —oeeeeeee May 3, 1973
Systems, Inc. | - ’ TR :
DO e Curhowymethyl-morph'ine Cemcems Vial: 8 ml. Do.
DO e . Carboxyméthyl-morphine bov{noA aaeDO el Do.
. serum Albumin or rabbit serum L ’
s Ca L et
) + DN ————— Ecwninc Semitize& RBC ...i.. R © . w = Da.
DO e &etbyl&-(l-«rbow—n—ptopﬂ) ba.r- e DO el Do.
- e ‘bituri¢ acid Sensitized RBC. . . .
DO e kthyl-&-(t—clrbexy-mprowl) bn.r- Vul;: 8 ml and 10 ml. Do.
bituric scid. e
Do. --..-------.....,..-1 S-ethyl-5-(1-carboxy-n-propyl) bare Vialr 8§ mi. ... .. Do..
. bituric. seid . bovine, serum al- | : -
bumin or rabbit serum albumin. S
Do ine. bovine serum albumin _...Do Do.
. or rabbit serum slbumin, ° R .
DO oieceiceeee Tropinecsrboxylic acid ..__...:.. Vial: 8 ml. and 10 ml.. Do.
Do .. . Morphine standard  ..aeniieeo. Visl: 10mb oo, July 17, 1973
Do .. .. Morphine-urine. shndnrd wamcwnam - Vial: .25 ml. .......... Do.
Do . " Eegonine-urine standard ... ... __.. ) o 2 S, Do.
DO« cinremcemenon-n -Barbiturate-urige standard .. ... 13 T . Do.
" Do . i ! jine .o Vhl 25 ;mg. and 100 Apr. 18, 1974
D » 7. S S S Bcnmyl Eczanine-Urine Standard. Vhl: 25 ml. 3 meg./ml.’ Do.
) + [ S, : B Vial: 76 meg. ooooeen Do.

© Vial: 25mlL 3 meg./ml. Do
Vial: 75 MEE: e Do,

Vial: 25 ml 3 meg./ml. . - Do.
Vial:, 75 MeTs ccmcaaaa Do.
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Product neme and supplier's Date of

Manufacturer or supplier catalog number Form of product application
Phenobarbital-Urine Standard __. Vial: 26 mi. 5 meg./ml. Do.
Phenobarbital-Urine Standard Ly- Vial: 126 meg. -aeeeo. Do.
ophilized.
Secobarbital.-Urine Standard —__. Visl: 25 ml. 6 meg./ml. Do.
Secobarbital-Urine Standard Ly- Vial: 126 meg. ~aaeee. Do.
ophilized.
Amobarbital-Urine Stamdard ._.. Vial: 26 ml. 6 meg./ml. Do.
Amobarbital-Urine Standard Ly- Vial :125 meg. -.- Do.
. ophilized.
MCI Biomedical .. _...... IEP buffer; pH 8.2, 0.04 fonic Package: 6.5610 grsms. Aug. 28, 1972
stren
MEAD Diagnostics T-3 test fas T, No. L6902 _______ Vial: 147 x 1 13/16” .. May 81, 1972
U T-4 test fas T, No. L6906 .. _ Vial: 34" x 1 13/16" _ Do,
: Medi Chem, Inc. .. Thymol-Barbital Buﬂer Concen- Vial: 10 ml. . _______ July 11, 1974 ;
trate pH 7.55.
DO «een - Thymol-Barbital Buffer C Do ... Do.
trate pH 7.8. .
Medical Chemical Corp. -- Secobarbital Standard 10 mg. per- Bottle: 120 cc. .. ___ Feb. 2@, 1974

cent, Cat. No.
Meloy Laboratories __.____ Counterelectrophoresis Plates, G- Plates: 10 determina. Sept. §, 1373

01. lons.
Do ol e Imnamnoelectrophoresiu Plates, G- Plates: 6 per Unit __ Do.
1.
Do e Immunostatrv T3 Kit, No. K130__ Cl&l’)&ld box: 8%” x July 17, 1975
5 7. S -- Immunostatns T4 Test Kit, No. Clrdbonrdﬁmx. 8%” x Do,
K140, 634~ x 2147,
Purex Laboratories, Inc. - Cannabis eativa, allergenic ex-- Vial: 2 ece. L Sept. 29, 1971
tract, 1,000 pnu/ce. .
DO ceocet.icecceee Cunnabis sativa, sallergenic ex- Vial: 60 ce. oo __ Do,
tract, 20,000 pnu/cc. . -
Ortho Diagnostica _ _aa_a Aq{t;vg‘t)%d Thromobo FAX No. Bottle: 3.2 ml. ___ Sept. 21, 1971
1
DO e e H%lzlola%ea agsr gel plate, No. Plate: 43 ml. per plate " Do.
DO ooociomio.ooeece. Ortho abnormal plasma coagula- Packet: 96.5 mz. ———_. Sept. 21, 1971
tion control.
DO e Orqtho olo{AA po}mve control No. Vial: 1 mg. —_...__ Mar. 27, 1972
401 '
Ortho Diagnosties ______ ~ Ortho Control Urine I, No. 9040 Vial: 26 ml, Lyophilized Oct. 10, 197¢
Oatord Lahoratories StaT4 Adsorbent] Catalog No. 991. Bottle: 95 mi. _.. Oct. .28, 1974
__________________ StaT4 Adsorbfnt, Catalog No. 992. Bottle: 316 ml. - Do. :
Oxy Meta! Indusatries Corp. Compound N Solution ..cemaea-. Steel drum: §5 sll. wee Oct. 1, 197§ H
Regis Chemical Co. __.__ Urine drug control set __._____ Vial: 5 ml. ... -~ Aug. 20, 1973 :
DO weoommen oo __ Drug reference standards set con- Vial: Do,
taining :
Group A _
Group B
Group C
Group D _
- Group E _
Schering Corp. . _____. we Hepaquik wevvevcccm v Vinl: 9@ dum an plte. July 16, 1972 -
Schwarz/Mann  Dijvision, D L-amphetamine suifate ©C14 Flask: 0.05 mc, 0.1 me, Sept. 14, 1972
Becton Dickson and Co. _ sterile aqueous solutian, 0.5 mc. 1.0 mec. :

D-amphetamine sulfate Cl4 sterile
aqueous solution.

L-amphetamine sulfate C14 sterile ___.Do . _..cmuea_ Do.
aqueous solution.

Secobarbital 6 C14 ...

Secobarbital 2 Ci4 _

Barbital buffer salt mix
0762-04 and No. 0752-07.

Barbital-acid buffer salt, No. 1173. Bottle 402 oo Do.

Barbital-sodium buffer salt, No. ___.Do . _____..__ Do
11781.

1971
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uu;qflétué:- or npplkx.

‘Product name and supplier's .
‘catalog number .

Form of product

Date of
application .

D .

i St

P eYYTEVYY

SGA Scientific Corp. ..

dememmm memmomeems - Bagringer - &
e ,- - substrate No. 23695, .. '~ )
instrument buffer n-z

Buffeved aubatnte
. Buﬂered veroul. p}!

: ("ilereu &
- strate, No. 23701. .

29951,
- Thmol tul:bldity tes!. e,

z:z‘c sulﬁte P 1.5. (Kuukelb. No.

: M;,v{er'l hematoxylin wlutiun

Woodard buﬂeted

" Buchler
double _strength, DH 8.5. 0.078
m No. 93834.

' Buffer barbital, pH 8. s. No. 7691,

Buﬂer salt—barbital aceuta. mix-
ture pH 8.8, No. 3787.

Buffer salt mixture pH 8.8, No.
7644,

.Bufler salt mixture Spinco B.1,
pKvs.B. 0.05 icmc strenzth. No.

Buffer salt’ mixture Spmeo B-2,
pH 8.6, 0.075 jonic st.renxth. No.
3948, '

Buffered barbiul sodium ehlox'ide
PH 7.5, No. 646-7.

clyeerophos—

phate Bodansky No. 23681, _:

1.5, No.

Dnvia buﬂered :ub-

64322....4

‘King & Armstronx bdﬂered :ub-
nolzttte. No, 23

strate, No. 23686.
Scientific products bufler ult. mix-,
ture B-2, No. 93983,
Shinowara, Jones & Reinburt buf-
. fered substrate, No..23738.

Modified pH 7.8, No. 29944.

Thymol buﬂer 100 ‘mi—~100 mg.,

Huerga & Pepper, No. 299563,
Thymol buffer pH 7.8, MacLagan,

No. 29949.
'l'hymol buﬂu' v’H ‘7.55 Mateer,"
No.

e

Adéx;:tm phosphate sub-trate No.

Glycerophosphate substrate  No.
675-2.

No.

No,

Glgceronhomb:tc " subatrate

Acid J.;ematoxyiin sofution
285-2, .
No,

SGOT Smxle Amr vm No.

scor ‘Assay Vial, No, §5-5 ....
SGOT 10 Assay Vial No. §5-10 . .-
SGPT Single Assay Vud. No. B6-
SGPT 5 Assay Vial, No. 55-5P
b(.i;}l; 10, - Assay \(ml No b~
l .
SGOT Reagent Noa. 155-10 . .
SGOT Bélkﬂ'lt Nu. 155-100 - .
SGPT Reagent No. 155-10? R
SGPT Reagent No. 156-100P .. __

Vial: 0.73 gram per 15 Sept. 15, 1971
vial.

x 45 mm.

Vial: 3636 grams ...~

Vial: 1176 grams per
10 dram: vial
Vial:

Vial: 17.86 grams per
29.6 x 80 mm. vial.

. Vial: 1212 grams per

b.it:nore buﬂered sub-

’YN'
. . 15.%:45 mm. vial.
" Thymol barbital buffer McLagan

‘V’nl. 1.02

Plcket. I gram

29.5 x 80.mm. vial. "~

Vial: 18.18 grams per

235 x 30 .mm. vial.

Vial:

vial.*
Vhl 0.92¢ ‘x.xl'un per
Vlll. ls.ls.mms per

isl. .
Vld: 1.228 grams per

1% x mm. vial.
Vid- 1.14 :rams per

Vu!. 18.18 grams
dram vial.
0.945 gram

Vial: 1,256 grams -
15 x 45 mm. vial,

Vial:" 0.964 gram
15 x 45 mm. vial,

grams per

per

an 0.96 gram per 15
x 45 mm. visl,

-.--Do ...

Vial: v3 ml,

Vial: 15.ml. .. . .
Vial: 30 mi .00
Vial: 3 ml. ... . .

. Do e
Vial: 100ml. . . |
Vial: 30 ml. ._..

14.7 grams per .

Aug.

g Vhl- 0.514 gram per
Botiue. 4oz . ___. -
et DO L ’
---.Do P, -
Bc;tslc;d‘zo ml. and

May

Do,

1973

“1973
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Manufacturer or supplier

Product name and supplier’s
catalog number

" Form of product

Date of
application

Do
Do

Sherwood Medical

Smith

Indus-

Kline Instruments,

Inec.

E. R. Squibb & Sons —.__

E. R. Squibb & Sons, Inec..

LDH-P Reagent No. 12610

LDH-P Reagent No. 125-100 .._.

lancer fibrinogen determination,
Re-agent kit catalog No. 8889-
007608.

Uptake Diagnostic Test

Barbital Buffer Mixture for use
with Gastrin Immutope Kit No.
09610.

AuSure II Barbital Buffer Pow-
der, No. B79209.

AuSure II CEP Plate No. B78209.

Barbital buffer mixture No, 09501.

Barbital buffer mixture for use
with digoxin immutope kit No.
09360.

Thyrostat-4 Kit, Catalog No.
09125,

To include:
(=) Thyroaut-d Standard Solu-

(b) 'I‘hyrostat-l Buffer Solution.
Barbital Buffer Mixture for use
with Digoxint Immutope Kit No.
09360.
Cocaine, 04-9188 ______
Mdhaqnnlone, 04-9183
Lysergic Acid Dlethylamide
trate, 04-8195.
Psilocin, 04-9190 ___

Vial: 80 ml. __._._._._
Vial: 100 ml. .

Test Kit contsining:
25 plastic tubes coated
with antibody.
Standards.
1 vial of radionctive
isotope,
1  vial "of barbital
buffer.
Vial: 6 ee. ol

Vial:

Plate: 30 microliters
per well,

Vial: 6.065 gm. ...

Vial: 6 ec. cccvcnans

1.61 gm,

Vial: Tml. el

Bottle: 60 ml. —oceeeel
Vial: 2.4 g. per § mlL
vial,

1,000 ’iiiz/glass ampul _

500 ug/zlass ampul ._

1.00% ug/glass ampul _

Pgiloeybin, 04-9191
Amobarbital No,J04-9

0
Ampule: 1 mL _
D

9 _
Amphetamine No. 04-9165 _
Aprobarbital No. 04-9171
Barbital Nd. 04-9169

Butetehal No. 04-9172

d No. 04-9161

Cyclubnrbltal No., 04-9175
Glutethimide No. 04-9178 _

Heptabarbital No. 04-9176 __..__.
Heroin No. 04-9162 .. _____.____
Hexobarbita) No. 04-9177

Methadone No. 04-9163 ._._____
Methamphetamine No. 04-9168 __.
Mephobarbital No. 04-9178 _.____
Morphine No, 04-9160 ..
Pentobarbital No. 04-9179 _
Phenobarbital No. 04-9151
Phe!bslmethylbmbxtmm acid No.
4-9182

Secobarbital No, 04-9180 —
Barb mix-1 . .

Barb mix-2 ...
Amph mix . .
Alk mix -
Canm\blchmmene, No. 04-9220 ___
Cannabidiol, No. 04-5221 .
Cannabidiolic Acid, No. 04-9222 .
Cannabigerol, No. 04-0223
Cannabinol, No. 04-92256 .
Cannabinol Acetate, No. 04-9226 _

Do,
Do.

Aprtl 17, 1976

Oct.

Nov,

July
Sept.
Dee.

July

Feb.

Aug.

Nov.

13,

21,

28,
16,
21,
30,

26,

1975

1872

1971
1971
1972
1873

1973

1974

1978

1972

, 1973

1974
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Product name and supplier’s Date of -
Manufacturer or supplier estalog number Form of product application
ALTHC, No. 04-9227 Do - em—m—— Do.
A%THC, No. 04-9228 Do - Do.
- Frat benzoyl ecgonine calibrator.. Vial: 1 md, _________ Sept. 13, 1972
Frat methadone calibrator ... __ Do n Do."
Frat opiate calibrator .. — Do Do.
Frat amphetamine calibrator _.__ ____Do _.__.__________ Do.
Frat barbiturate calibrator Do Do.
Frat Opiate Spin Label Reagent B Bottle: 5 ml. __._._.__ May 22, 1978
Frat Methadone Spin Label Re- Do 0.
"_sgent B,
Frat Barbiturate Spin Label Re- _...Do _______________ Do.
agent B.
Frat Amphetamine Spin Label Re- Do Do.
agent B.
Frat Cocaine Metabolite Spin Label Do _. Do.
Reagent B.
Emit Opiste Enzyme R t B.. Do __. Do,
Enﬁit Methadone Enzyme Reagent __..Do __._____________ Do,
Emit Barbiturate Enzyme Reagent -___ Do ___._________ — Do,
) 1 Y Emit Amphetamine Enzyme Re. Do Do.
agent B,
DO oo weww Emit Cocaine Metabolite Enzyme -._.Do .___.________ — Do.
Reagent B,
DO eoeeeeeeeceeceee Emit Opiate Enzyme Reagent B__ Bottle: 60 ml. ___.oo__ Do.
DO e Enlx;il. Methadone Enzyme Reagent ____Do __.___.______ Do,
DO e Exxéit‘Bnrbitumte Enzyme R t Do Do.
DO oo Emit Amphetamine Enzyme Re- .-Do Do.
agent B. S o
DO coecceeeeeeae. Emit Cocaine Metabolite Enzyme -___ Do . ___________ Do.
Reagent B.
DO waeoeoeeee e Emit High Calibrator —--Do ___ May 5, 1972
DO e Products of the following msub- Vial: b0 ml. —___..____ May 51, 1973

stances either alone or in com-
bination with .one another and
not to exceed 10 micrograms per
millititer lyophilized human
urine. (1) Amphetamine (2)
Benzoyl nine, (8) Codeine,
(¢) Ecgonine, () 2-Ethilidene.
1,5.dimethyl,3,3-diphenyl-pyrroli-
dine, (6) Glutehimide, {7) Meth~
adone, (B) Methamphetamine,
(9) Methaqualone, (10) Mor-
phine, (11) Morphine Glucuro-
nide, (12) Pentobarbital, (13)
Phenobarbital, (14) Secobarbital.

Emit AED.No. 1 Calibrator
Emit AED-No. 2 Calibrator ._._.
Emit AED-No., 8 Calibrator
Ewmit AED-No. 4 Calibrator

Vial: 3 ml., lyophilized Aug. 27, 197¢

Emit AED-No. 5 Calibrator
Emit AED-No. 1 Calibrator
Emit AED.No. 2 Calibrator
Emit AED-No. 3 Calibrator
Emit AED.No. 4 Calibrator
Emit AED-No. 6 Cailbrator .
Antiepileptic Drug Control
Emit Phenobarbital Enzyme Re-
agent B.

Coulter Tox Cut-Off Calibrator ..

o
Vial: 10 ml. Iyophilized
Vial: 5.5 ml., Iyophil-

fzed.

Vial: 1 ml. e

Do.
Do.
Do.
Do.
Do,
Do.
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: Pioduct name and supplier's Date of -
Manufactarer or supplier _ catalog number Form of product application

Do ceicceeee. Coulter Tox Opiate Enzyme Re- Vial: 1 and 2 mi. ... Do.
agent,

DO eeeceeeeemw Coulter Tox Methadone Enzyme Do Do.
Reagent.

DO eccccsaccee—-  Coultér Tox Amphetamine Enzyme Do __. Do.
Reagent. -

DO ccocevacam—e Coulter Tox Barbiturate Enzyme Do s Do.
Reagent. .

DO e emcmae Coule'er Tox Cocaine Metabolite Do Do.
Enzyme t. ]

DO ceeeeecccemeeee Emit DAU LOW Calibrator ... Vial: 8 ml. —ceeeeeoo July 29, 1975

DO eoceeecmeceeeee Emit DAU MEDIUM Calibrator_. N ) [; S Do.

Do eecieieeceee. Emit BENNODIAZEPINE ME- Glass bottle: 5.5 ml, . Do.
TABOLITE Enzyme Resgent B.

Do Do Glass bottle: 50.0 ml._. Do.

Taylor Chemicals, Inc. ——.. Code 1807D—Zinc Reagent D ... 801%1“ 2 oz, ¢ oz, 8 oz, Aug. 31, 1978
. 0%,

D0 ceceaeeemmmeew= Special Zine Reagent catalog No. Bottle: 1 qt. (82 fl ox), Sept. 29, 1976
1807.D.5. 1 pt (16 fl ox), 4 03
. . (4 1 oz).

Technam, Ine. oo Ben'zzéug Ecgonine-BSA, lot No. 81 Glass vial: 8 ml. .____ July 21, 197%

172-A. . .

DO e RS » 7. S Do,

¥

Benzoyl Ecgonine-RSA, lot No. 81-
172-B. . :

(Indiana Board of Pharmacy; Reg 28,Ch I1,Sec 2.25; filed Jul 9, 1974, 9:29 am: Unpublished; filed Jun 9, 1977, 8:55
am: Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 |AC 2-2-12 Rulemaking hearings
Authority: IC 35-48-3-1
Affected: 1C 4-22-2; IC 35-48-3-1

Sec. 12. Hearings for rule making. In any case where
the Indiana Board of Pharmacy shall hold a hearing on
the issuance, amendment, or repeal of rules pursuant to
IC 1971, 35-24.1-2 [Repealed by Acts 1976, P.L.148,
SECTION 24; Acts 1977, P.L.26, SECTION 25. SeeIC
35-48.] asamended, the proceduresfor such hearing and
accompanying proceedings shall be governed generally
by the rule making procedures set forthin |C 1971, 4-22-
2 as amended, and such procedures, if relating to stan-
dards and schedules, be of record in accordance with IC
1971, 35-24.1-2-1 [ Repealed by Acts 1976, P.L.148, SEC-
TION 24; Acts 1977, P.L.26, SECTION 25. See IC 35-48]
asamended. (Indiana Board of Pharmacy; Reg 28,Chll,Sec
2.31; filed Jul 9, 1974, 9:29 am: Unpublished; readopted
filed Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

856 | AC 2-2-13 Purpose of public hearings
Authority: |C 35-48-3-1
Affected: |C 35-48-3-1

Sec. 13. Purposeof hearing. Whenever proceedingsare
initiated pursuant to IC 1971, 35-24.1-2 [Repealed by
Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26,

SECTION 25. See IC 35-48.] as amended, of this chap-
ter, the Indiana Board of Pharmacy shall hold a hearing
of record for the purpose of receiving factual evidence
and expert opinion regarding the issues involved in the
issuance, amendment or repeal of aruleissuabl e pursuant
to 1C 1971, 35-24.1-2 [ Repealed by Acts 1976, P.L.148,
SECTION 24; Acts 1977, P.L.26, SECTION 25. See IC
35-48.] as amended.

On the date set for hearing any interested party in person
or by attorney shall be afforded an adequate opportunity to
participate in the formulation of the proposed rule or rules
through the presentation of facts or argument or the submis-
sion of written data or views. All relevant matter presented
shall be given full consideration by the Board.

The Board may adopt procedures in addition to those
required by this Act [1C 35-48] including the holding of
conferences and inviting and permitting the submission
of suggestions, facts, argument and views of interested
personsin advance of thedrafting of the proposed rule or
rules. (Indiana Board of Pharmacy, Reg 28,Ch 11,Sec
2.32; filed Jul 9, 1974, 9:29 am: Unpublished; readopted
filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 | AC 2-2-14 Exempt anabolic steroid products
Authority: |C 35-48-2-14
Affected: |C 35-48-2
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Sec. 14. The following anabolic steroid containing

compounds, mixtures, or preparations have been ex-

empted from this rule and are not controlled substances:

Trade Name Composition Company

Androgyn L.A. Vidl; testosterone enathate 90 mg-ml; Forest Pharmaceuticals
estradiol valerate 4 mg-ml St. Louis, MO

Andro-estro 90-4 Vial; testosterone enanthate 90 mg-ml; estradiol Rugby Laboratories
vaerate 4 mg-ml Rockville Centra, NY

depANDROGYN Vial; testosterone cypionate 50 mg-ml; Forest Pharmaceuticals
estradiol cypionate 2 mg-ml St. Louis, MO

DEPO-T.E. Vial; testosterone cypionate 50 mg-ml; Quality Research
estradiol cypionate 2 mg-ml Pharmaceuticals

Carmdl, IN

deptestROGEN Vial; testosterone cypionate 50 mg-m; Martica Pharmaceuticals

estradiol cypionate 2 mg-ml Phoenix, AZ

Duomone Vial; testosterone enanthate 90 mg-m;
estradiol valerate 4 mg-ml

DURAtestRIN Vid; testosterone cypionate 50 mg-ml;
estradiol cypionate 2 mg-ml

DUO-SPAN I Vid; testosterone cypionate 50 mg-ml;
Esterified cypionate 2 mg-ml

Estratest Tablet; esterified estrogens 1.25 mg;
methyltestosterone 2.5 mg

Estratest HS Tablet; esterified estrogens 0.625 mg;
methyltestosterone 1.25 mg

PAN estratest Vid; testosterone cypionate 50 mg-ml;
estradiol cypionate 2 mg-ml

Premarin with Tablet; conjugated estrogens 1.25 mg;

methyltestosterone methyltestosterone 10.0 mg

Premarin with Tablet; conjugated estrogens 0.625 mg;

methyltestosterone methyltestosterone 5.0 mg

Test-ESTRO cypionates Vial; testosterone cypionate 50 mg-m;
estradiol cypionate 2 mg-ml

Testosterone Cyp 50 Vial; testosterone cypionate 50 mg-m;

estradiol Cyp 2 estradiol cypionate 2 mg-ml

Testosterone cypionate- Vial; testosterone cypionate 50 mg-m;

estradiol cypionate injection estradiol cypionate 2 mg-ml

Testosterone cypionate- Vial; testosterone cypionate 50 mg-m;
estradiol cypionate injection estradiol cypionate 2 mg-ml

Testosterone cypionate- Vial; testosterone cypionate 50 mg-m;
estradiol cypionate injection estradiol cypionate 2 mg-ml

Testosterone cypionate- Vial; testosterone cypionate 50 mg-m;
estradiol cypionate injection estradiol cypionate 2 mg-ml

Wintec Pharmaceuticals
Pacific, MO

W.E. Hauck
Alpharetta, GA

Primedics Laboratories
Gardena, CA

Solvay Pharmaceuticals
Marietta, GA

Solvay Pharmaceuticals
Marietta, GA

Pan American Labs
Covington, LA

Ayerst Labs, Inc.
New York, NY

Ayerst Labs, Inc.
New York, NY

Rugby Laboratories
Rockville Center, NY

I.D.E. - Interstate
Amityville, NY

Best Generics

No. Miami Beach, FL

Goldline Labs
Ft. Lauderdale, FL

Scein Pharmaceuticals
Port Washington, NY

Steris Labs, Inc.
Phoenix, AZ
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Testosterone enanthate-
estradiol valerate injection
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Vidl; testosterone enanthate 90 mg-ml;
estradiol valerate 4 mg-ml

Steris Labs, Inc.
Phoenix, AZ

(Indiana Board of Pharmacy; 856 IAC 2-2-14; filed May 31, 1994, 5:00 p.m.: 17 IR 2337; readopted filed Nov 14,
2001, 2:45 p.m.: 25 1R 1341)

Rule 3. Registration I nformation—Special I nstruc-

856 IAC 2-3-1

856 IAC 2-3-2
8561AC2-3-3

8561AC2-3-4

856 IAC 2-3-5

856 IAC 2-3-6

856 IAC 2-3-7

856 IAC 2-3-8
856 IAC 2-3-9
856 IAC 2-3-10

856 IAC 2-3-11
856 IAC 2-3-12

856 IAC 2-3-13
8561AC2-3-14
856 IAC 2-3-15

856 IAC 2-3-16
856 IAC 2-3-17
856 IAC 2-3-18

8561AC2-3-19

856 IAC 2-3-20
856 IAC 2-3-21
856 IAC 2-3-22

856 IAC 2-3-23
856 IAC 2-3-24
856 IAC 2-3-25
856 IAC 2-3-26
856 IAC 2-3-27
856 IAC 2-3-28
856 IAC 2-3-29
856 IAC 2-3-30

856 IAC 2-3-31

856 IAC 2-3-32

856 IAC 2-3-33

856 IAC 2-3-34

tions
Registration information furnished upon
request
Persons required to register
Independent activities; separate registration
required; exceptions
Separateregistrationsfor separate locations;
exceptions
Exemption of agents or employees; affili-
ated practitioners; paramedics
Exemption of military or public health
service personnel
Exemption of law enforcement officers;
registration of law enforcement laboratories
Exemption of civil defense officids
Registration fees
Time and method of payment; refund (Re-
pealed)
Persons exempt from fee
Time for registration or re-registration
application
Application forms; reregistration forms
Filing of application; joint filing (Repeal ed)
Acceptance for filing; defective applica-
tions; requests for additional information
(Repealed)
Additiona information; failure to supply
Amendment or withdrawal of application
Inspection and review of application by
board
Certificateof registration; denial of registra-
tion
Suspension or revocation of registration
Suspension pending final order
Extension of registration pending re-regis-
tration order
Order to show cause
Evidentiary hearing
Hearing procedures
Modification or waiver of rules
Modification of registration
Termination of registration; notice to board
Transfer of registration
Security requirements; approval of security
system
Storage areas; security controls for
nonpractitioners
Manufacturing areas; security controls for
nonpractitioners
Additional
nonpractitioners
Storage; security controls for practitioners

security controls for

856 IAC 2-3-35 Additional security controls for practitio-
ners

856 IAC 2-3-1 Registration information furnished

upon request
Authority: IC 35-48-3-1
Affected: 1C 35-48-3-1

Sec. 1. Information; special instructions. Information
regarding procedures under these rules and instructions
supplementing theseruleswill befurnished upon request
by writing to the Indiana State Board of Pharmacy.
(Indiana Board of Pharmacy; Reg 28,Ch I11,Sec 3.02;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-2 Personsrequired toregister
Authority: |C 35-48-3-1
Affected: |C 35-48-3-3

Sec. 2. Personsrequired to register. Every person who
manufactures, distributes, or dispenses any controlled
substance or who proposesto engagein the manufacture,
distribution, or dispensing of any controlled substance
shall obtain annually a registration unless exempted by
law or pursuant to sections 3.14-3.17 [856 IAC 2-3-5 —
856 IAC 2-3-8] of this chapter. Only persons actually
engaged in such activitiesarerequired to obtain registra-
tion; related or affiliated personswho are not engaged in
such activities are not required to be registered. (For
example, astockholder or parent corporation of acorpo-
ration manufacturing controlled substances is not re-
quired to obtain aregistration).

As soon after the effective date of these rules as is
practicable, the Board shall issueaprovisional certificate
to all persons when in possession of a valid State of
Indianaor Federal certificate of registration authorizing
such persons to manufacture, distribute, dispense,
prescribe or possess controlled substances. The provi-
sional certificates shall be valid until the Board shall
declare that applicationsfor annual renewals shall begin
and until such applications have been acted upon by the
Board. During the first renewal period, when it isinsti-
tuted, applications shall be required from all prospective
registrants in alphabetically ordered increments accord-
ing to a schedule to be adopted by the Board. (Indiana
Board of Pharmacy; Reg 28,Ch I11,Sec 3.11; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
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2001, 2:45 p.m.: 25 R 1341)

856 IAC 2-3-3 Independent activities; separate
registration required; exceptions
Authority: IC 35-48-3-1
Affected: |C 35-48-3-3; IC 35-48-3-4

Sec. 3. Separateregistration for independent activities.
(a) Thefollowing groups of activities are deemed to be
independent of each other:

(1) Manufacturing controlled substances;

(2) Distributing controlled substances;

(3) Dispensing controlled substances listed in Sched-

ules Il through V [856 IAC 2-2-3 — 856 |AC 2-2-6] ;

(4) Conducting research (other than research described

in sub-paragraph (6) of thisparagraph) with controlled

substances listed in Schedules |1 through V [856 IAC

2-2-3—-856 |AC 2-2-6];

(5) Conducting instructional activitieswith controlled

substances listed in Schedules 11 through V [856 IAC

2-2-3—856 |AC 2-2-6];

(6) Conducting research with narcotic drugs listed in

Schedules| | throughV [856 |AC 2-2-3—856 | AC 2-2-

6] for the purpose of continuing the dependence on

such drugs of anarcotic drug dependent person in the

course of conducting an authorized clinical investiga-
tion in the development of anarcotic addict rehabilita-
tion program pursuant to a Notice of Claimed Investi-
gational Exemption for a New Drug approved by the

Food and Drug Administration;

(7) Conducting research and instructional activities

with controlled substances listed in Schedule | [856

IAC 2-2-2] ; and

(8 Conducting chemical analysis with controlled

substances listed in any Schedule.

(b) Every person who engages in more than one group
of independent activities shall obtain a separate registra-
tionfor each group of activitiesexcept asprovidedinthis
paragraph. Any person, when registered to engagein the
group of activitiesdescribed in each subparagraphinthis
paragraph, shall be authorized to engagein the coincident
activities described in that subparagraph without obtain-
ing aregistration to engage in such coincident activities,
provided that, unless specifically exempted, he complies
with all requirements and duties prescribed by law for
personsregistered to engagein such coincident activities:

(1) A person registered to manufacture any controlled

substance or basic class of controlled substance shall

be authorized to distribute that substance or class, but
no other substance or class which heis not registered
to manufacture;

(2) A person registered to manufacture any controlled

substancelisted in Schedulesl 1 through V [856 IAC 2-

856 IAC 2-3-3

2-3 — 856 IAC 2-2-6] shall be authorized to conduct
chemical analysis and pre-clinical research (including
quality control analysis) with narcotic and non-narcotic
controlled substances listed in those schedules in
which he is authorized to manufacture;

(3) A person registered to conduct research with a
basic class of controlled substance listed in Schedule
| [856 IAC 2-2-2] shall be authorized to manufacture
such classif and to the extent that such manufactureis
set forth in aresearch protocol federally approved by
the Drug Enforcement Administration and to distribute
such classto other persons registered or authorized to
conduct research with such class or registered or
authorized to conduct chemical analysis with con-
trolled substances;

(4) A person registered or authorized to conduct
chemical analysis with controlled substances shall be
authorized to manufacture such substancesfor anal yti-
cal or instructional purposes, to distribute such sub-
stances to other persons registered or authorized to
conduct chemical analysisor instructional activitiesor
research with such substancesand to persons exempted
from registration pursuant to section 3.16 [ 856 |AC 2-
3-7], and to conduct instructional activities with
controlled substances; and

(5) A person registered or authorized to conduct
research (other than research described in paragraph
(a)(6) of thissection) with controlled substanceslisted
in Schedules |1 through V [856 |AC 2-2-3 — 856 |AC
2-2-6] shall beauthorizedto conduct chemical analysis
with controlled substanceslisted in those schedulesin
which he is authorized to conduct research, to manu-
facture such substances if and to the extent that such
manufacture is set forth in a statement filed with the
application for registration, to distribute such sub-
stances to other persons registered or authorized to
conduct chemical analysis, exempted fromregistration
pursuant to Section 3.16 [856 IAC 2-3-7], and to
conduct instructional activities with controlled sub-
stances;

(6) A person registered to dispense controlled sub-
stanceslisted in Schedules|| through V [856 | AC 2-2-
3 — 856 IAC 2-2-6] shall be authorized to conduct
research (other than research described in paragraph
(a) (6) of this section) and to conduct instructional
activities with those substances.

(7) A person registered as a manufacturer shall be
authorized to conduct one, all or severa of the activi-
tiesand coincident activitiesenumerated and described
in paragraphs (b)(1), (b)(2), (b)(3), (b)(4), and (b)(5)
under asingleregistrationif set forthin hisapplication
and pertaining to those controlled substances or
schedulesas set forth in hisapplication. (For example,
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amanufacturer under asingleregistration may perform
al or any of thefollowing activities, by way of illustra-
tion and not limitation; (a) manufacture and distribute
any controlled substance or basic class, (b) chemical
analysis, (c) Schedule | [856 IAC 2-2-2] research
pursuant to afederally approved protocol, (d) Schedule

Il through V [856 IAC 2-2-3 — 856 IAC 2-2-6] re-

search, and (e) instructional activity if set forthin his

application and for those controlled substances or
schedules as set forth for each activity.

(c) A single registration to engage in any group of
independent activities may include one or more con-
trolled substances listed in the schedules authorized in
that group of independent activities. A person registered
to conduct research with controlled substances listed in
Schedule | [856 IAC 2-2-2] may conduct research with
any substance listed in Schedule | [856 IAC 2-2-2] for
which hehasfiled and had approved aresearch protocol,
by the Federa Drug Enforcement Administration.
(Indiana Board of Pharmacy; Reg 28,Ch I11,Sec 3.12;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-3-4 Separate registrationsfor separate

locations; exceptions
Authority: |C 35-48-3-1
Affected: |C 35-48

Sec. 4. Separateregistrationsfor separatelocations. (a)
A separate registration is required for each principal
place of business or professional practice at one general
physical location where controlled substances are manu-
factured, distributed, dispensed, or possessed by a
person.

(b) The following locations shall be deemed not to be
places where controlled substances are manufactured,
distributed, or dispensed:

(1) A warehouse where controlled substances are

stored by or on behalf of a registered person, unless

such substances are distributed directly from such
warehouse to registered locations other than the
registered location from which the substances were
delivered or to persons not required to register by
virtue of 1C 1971, 35-24.1-3-2(c)(2) [Repealed by

P.L.26-1977, SECTION 25. Compare |C 35-48-3-3.]

as amended.

(2) An office used by agents of aregistrant where sales

of controlled substances are solicited, made, or super-

vised but which neither contains such substances

(other than substances for display purposes or lawful

distribution as samples only) nor serves as a distribu-

tion point for filling sales orders; and

(3) An office used by a practitioner (who is registered
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at another location) where controlled substances are

prescribed but neither administered nor otherwise

dispensed asaregular part of the professional practice
of the practitioner at such office, and where no sup-
plies of controlled substances are maintained.

(c) The requirement of registration is waived for
ambulances as defined by I1C 16-1-39-2 [IC 16-1 was
repealed by P.L.2-1993, SECTION 209, effective July 1,
1993.] and 836 IAC 1-1-1 operated by an ambulance
service provider also defined at 836 IAC 1-1-1 which
holds certification asaprovider organization asthisterm
isdefinedin|C 16-1-40[IC 16-1 wasrepealed by P.L.2-
1993, SECTION 209, effective July 1, 1993.] from the
Indiana Emergency Medical Services Commission,
providing that the pharmacies of the supervising or
sponsoring hospitals hold a valid Indiana Board of
Pharmacy permit and valid Indiana and Federal Con-
trolled Substances Registration. (Indiana Board of
Pharmacy; Reg 28, Ch 11, Sec 3.13; filed Jul 9, 1974,
9:29 am: unpublished; filed Feb 11, 1981, 9:05am: 4R
377; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)

856 |AC 2-3-5 Exemption of agentsor employees,
affiliated practitioners, paramed-

ics
Authority: |1C 35-48-3-1
Affected: 1C 35-48-3-3

Sec. 5. Exemption of agents and employees; affiliated
practitioners. () The requirement of registration is
waived for any agent or employee of a person who is
registered to engage in any group of independent activi-
ties, if such agent or employee is acting in the usual
course of his business or employment.

(b) An individua practitioner (other than an intern,
resident, or foreign-trained physician) who isan agent or
employee of another practitioner registered to dispense
controlled substances may, when acting in the usua
course of his employment, administer, and dispense
(other than by issuance of prescription) controlled
substances if and to the extent that such individual
practitioner is authorized or permitted to do so by the
jurisdiction in which he practices, under the registration
of the employer or principal practitioner in lieu of being
registered himself. (For example, apharmacist employed
by a pharmacy need not be registered individually tofill
aprescription for controlled substancesin apharmacy if
SO registered).

(c) An individua practitioner who is an intern, resi-
dent, or foreign-trained physician may dispense, adminis-
ter, and prescribe controlled substances under the regis-
tration of the hospital or other institution which is
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registered and by whom he is employed in lieu of being
registered himself, provided that:

(1) Suchdispensing or prescribing is donein the usual

course of his professional practice;

(2) Such individual practitioner is authorized or

permitted to do so by the jurisdiction in which he is

practicing;

(3) The hospital or other institution by whom he is

employed has determined that the individual practitio-

ner isso permitted to dispense, administer, or prescribe
drugs by the jurisdiction;

(4) Such individua practitioner is acting only within

the scope of his employment with the hospital or

institution;

(5) The hospital or other institution authorizes the

intern, resident, or foreign-trained physician to dis-

pense or prescribe under the hospital registration and
designates a specific internal code number for each
intern, resident, or foreign-trained physician so autho-
rized. The code number shall consist of numbers,
letters, or a combination thereof and shall be a suffix
to theinstitution's DEA registration number, preceded

by a hyphen (e.g., AP 0123456-10 or AP 0123456-

A12); and

(6) A current list of internal codes and the correspond-

ing individual practitioner is kept by the hospital or

other ingtitution and is made available to the public
upon request for the purpose of verifying the authority
of the prescribing individual practitioner.

(d) The requirement of registration is waived for
advanced emergency medical techniciansand emergency
paramedics as described in IC 16-1-40 [IC 16-1 was
repealed by P.L.2-1993, SECTION 209, effective July 1,
1993.] and 836 IAC 2-1-1 insofar as they administer
controlled substanceswithin the applicabl e requirements
and standards of 1C 16-1-40 [IC 16-1 was repealed by
P.L.2-1993, SECTION 209, effective July 1, 1993.] as
well astherulesand regulations promul gated thereunder
by the Indiana Emergency Medical Services Commis-
sion. (Indiana Board of Pharmacy; Reg 28, Ch 11, Sec
3.14; filed Jul 9, 1974, 9:29 am: unpublished; filed Feb
11,1981, 9:05am: 41R 378; errata, 4 IR536; readopted
filed Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

856 IAC 2-3-6 Exemption of military or public

health service personnel
Authority: IC 35-48-3-1
Affected: IC 35-48-3-3

Sec. 6. Exemption of certain military and other person-
nel. (a) Therequirement of registration iswaived for any
official of the U.S. Army, Navy, Marine Corps, Air
Force, Coast Guard, or Public Health Service who is

856 IAC 2-3-7

authorized to prescribe, dispense, or administer, but not
to procure or purchase, controlled substances in the
course of his official duties. Such officials shall follow
procedures set forth in Part 6 [856 IAC 2-6] of this
chapter regarding prescriptions, but shall statethebranch
of serviceor agency (e.g.,“U.S. Army” or “Public Health
Service’) and the service identification number of the
issuing official inlieu of theregistration number required
on prescription forms. The serviceidentification number
for a Public Health Service employee is his Socia
Security identification number.

(b) If any official exempted by this section also
engagesasaprivateindividual inany activity or group of
activitiesfor which registration isrequired, such official
shall obtain a registration for such private activities.
(Indiana Board of Pharmacy; Reg 28,Ch I11,Sec 3.15;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

856 |AC 2-3-7 Exemption of law enfor cement offi-
cers, registration of law enforce-

ment laboratories
Authority: |1C 35-48-3-1
Affected: 1C 35-48-3-3

Sec. 7. Exemption of law enforcement officias. (a)
The requirement of registration iswaived for thefollow-
ing persons in the circumstances described in this sec-
tion:

(1) Any officer or employee of the Drug Enforcement
Administration, any officer of the U.S. Bureau of
Customs, any officer or employee of the United States
Food and Drug Administration, and any other Federal
officer who islawfully engaged in the enforcement of
any Federal law relating to controlled substances,
drugs or customs, and is duly authorized to possess
controlled substances in the course of his official
duties; and
(2) Any officer or employee of any State, or any
political subdivision or agency thereof, whoisengaged
in the enforcement of any State or local law relating to
controlled substancesand isduly authorized to possess
controlled substances in the course of his official
duties.

(b) Any official exempted by this section may, when
acting in the course of his official duties, possess any
controlled substance and distribute any such substanceto
any other official who is aso exempted by this section
and acting in the course of his official duties.

(c) Any official exempted by this section may procure
any controlled substance in the course of an inspection,
in accordance with IC 1971, 35-24.1-5-2 [ Repealed by
Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26,
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SECTION 25. See IC 35-48.] as amended, or in the
course of any criminal investigation involving the person
from whom the substance was procured.

(d) In order to enable law enforcement agency labora-
toriesto obtain and transfer controlled substancesfor use
asstandardsin chemical analysis, such laboratories must
obtain annualy a registration to conduct chemical
analysis. Such laboratories shall be exempted from
payment of afee for registration. Laboratory personnel,
when acting in the scope of their official duties, are
deemed to be officials exempted by this section and
within the activity described in IC 1971, 35-24.1-5-6(c)
[Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See | C 35-48.] asamended.
For the purpose of this paragraph, laboratory activities
shall not includefield or other preliminary chemical tests
by officials exempted by this section. (Indiana Board of
Pharmacy; Reg 28,Ch Il1,Sec 3.16; filed Jul 9, 1974,
9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45 p.m.: 251R 1341)

856 |AC 2-3-8 Exemption of civil defense officials
Authority: |C 35-48-3-1
Affected: |C 35-48-3-3

Sec. 8. Exemption of civil defense officials. (a) The
requirement of registration iswaived for any offical of a
civil defense or disaster relief organization who, in the
course of hisofficial duties, is authorized to:

(1) Maintain, and distribute for such maintenance,

controlled substances held for emergency use; or

(2) Procure controlled substances for the purpose of

maintaining suppliesfor emergency use, provided that

al of such procurement is from the U.S. Genera

Services Administration and in accordance with the

rules of the U.S. Office of Emergency Preparedness.

(b) The requirement of registration is waived for any
official of acivil defense or disaster relief organization
during a state of emergency or disaster within his juris-
diction proclaimed by the President or by a concurrent
resolution of the Congress, which official, in the course
of hisofficial duties during such emergency or disaster,
is authorized to:

(1) Dispense controlled substances; or

(2) Procure or distribute controlled substances, pro-

vided that al such procurement is on a special “ Civil

Defense Emergency Order Form,” as described in this

section.

(c) Civil Defense Emergency Order Forms shall be
furnished by the U.S. Office of Emergency Preparedness
and will contain the name of the civil defense or disaster
relief organization. Suchformsmay beused and arevalid
only during a state of emergency or disaster proclaimed
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by the President or by a concurrent resolution of the
Congress for the area in which the organization using
such forms has civil defense or disaster relief jurisdic-
tion, who shall state his position and the nature and legal
designation of the emergency or disaster. Such forms
may be filled by any person registered under the Act [IC
35-48] . The Organization shall, upon the execution of a
Civil Defense Emergency Order Form, be deemed to be
registered under the Act [IC 35-48] for purposes or
recordkeeping pursuant to Part 4[ 856 | AC 2-4] . (Indiana
Board of Pharmacy; Reg 28,Ch I11,Sec 3.17; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 1R 1341)

856 IAC 2-3-9 Registration fees
Authority: IC 25-26-13-4
Affected: |C 25-26-13-4

Sec. 9. (a) For each registration or reregistration to
manufacture controlled substances, the registrant shall
pay afee of one hundred dollars ($100).

(b) For each registration or reregistration to distribute
controlled substances, the registrant shall pay a fee of
one hundred dollars ($100).

(c) For eachregistration or reregistration to dispenseor
to conduct research or instructional activities with
controlled substances listed in 856 IAC 2-2-3 through
856 IAC 2-2-6, the registrant shall pay a fee of one
hundred dollars ($100).

(d) For each registration or reregistration to conduct
research or instructional activities with controlled
substances listed in 856 IAC 2-2-2, the registrant shall
pay afee of one hundred dollars ($100).

(e) For each registration or reregistration to conduct
chemical analysiswith controlled substanceslistedinany
schedule, the registrant shall pay a fee of one hundred
dollars ($100).

(f) For each registration or reregistration for a practi-
tioner seeking to prescribe, administer, or dispense
controlled substances, the registrant shall pay a fee of
sixty dollars ($60). (Indiana Board of Phar macy; Reg 28,
Ch 111, Sec 3.21; filed Jul 9, 1974, 9:29 a.m.: Unpub-
lished; filed Jul 8, 1981, 9:00 a.m.: 4 IR 1499; filed Jul
20, 1984, 10:00 a.m.: 7 IR 2379; filed Aug 21, 1986,
10:30a.m.: 10IR63; filed Jun 6, 1996, 9:00 a.m.: 19 IR
3106; readopted filed Oct 17, 2001, 3:25 p.m.: 25 IR
940)

856 |AC 2-3-10 Time and method of payment; re-
fund (Repeal ed)

Sec. 10. (Repealed by Indiana Board of Pharmacy;,
filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)
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856 IAC 2-3-11 Per sons exempt from fee
Authority: IC 35-48-3-1
Affected: |C 35-48-3-1

Sec. 11. Persons exempt from fee. (a) The Indiana
State Board of Pharmacy shall exempt from payment of
a fee for registration or re-registration the following
persons:

(1) Any official or agency of the U.S. Army, Navy,

Marine Corps, Air Force, Coast Guard, Veterans

Administration or Public Health Servicewho or which

is authorized to procure or purchase controlled sub-

stances for official use; and

(2) Any official, employee, or other civil officer or

agency of the United States, or any State, or any

political subdivision or agency thereof, who or which
is authorized to purchase controlled substances, to
obtain such substances from officia stocks, to dis-
pense or administer such substances, to conduct
research, instructional activities, or chemical anaysis
with such substances, or any combination thereof, in
the course of hisor its official duties or employment.

(b) In order to claim exemption from payment of a
registrationor re-registration fee, theregistrant shall have
completed the certification on the appropriate form,
wherein the registrant's superior (if an individual) or
officer (if anagency) certifiesto the statusand address of
the registrant and to the authority of the registrant to
acquire, possess, or handle controlled substances.

(c) Exemption from payment of a registration or re-
registration fee does not relieve the registrant of any
other requirements or duties prescribed by law. (Indiana
Board of Pharmacy; Reg 28,Ch I11,Sec 3.23; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 |AC 2-3-12 Timefor registration or re-registra-

tion application
Authority: |C 35-48-3-1
Affected: |C 35-48-3-5

Sec. 12. Time for application for registration; expira-
tion date. (a) Any person whoisrequired to beregistered
and whoisnot so registered may apply for registration at
any time. No person required to be registered shall
engage in any activity for which registration is required
until the application for registration is granted by the
Indiana Board of Pharmacy.

(b) Any person who is registered may apply to be re-
registered not more than 60 days, before the expiration date
his regigtration. (Indiana Board of Pharmacy; Reg 28,Ch
I,Sec 3.31; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 251R 1341)

856 IAC 2-3-13

856 IAC 2-3-13 Application forms; reregistration

forms
Authority: IC 35-48-3-1
Affected: 1C 35-48-3-5

Sec. 13. (a) If any person isrequired to be registered,
and is not so registered and is applying for registration,
the following apply:

(1) To manufacture and perform other coincident
activities (see 856 IAC 2-3-3(b)(7) [ section 3(b)(7) of
this rule]) with controlled substances, he or she shall
apply on Form CSR-1A.
(2) To dispense, or to conduct research (other than
research described in 856 IAC 2-3-3(a)(6) [section
3(a)(6) of thisrule]) with, or to conduct instructional
activities with, controlled substances listed in Sched-
ules Il through V under 856 IAC 2-2-3 through 856
IAC 2-2-6, he or she shall apply on Form CSR-1.
(3) To conduct research with narcotic drugs listed in
Schedules 11 through V under 856 1AC 2-2-3 through
856 IAC 2-2-6, as described in 856 IAC 2-3-3(a)(6)
[section 3(a)(6) of thisrule], he or she shall apply on
Form CSR-1.
(4) To conduct research with controlled substances
listed in Schedule | under 856 IAC 2-2-2, he or she
shall apply on Form CSR-1 in accordance with an
approved Schedule | under 856 IAC 2-2-2 research
protocol. Such protocol shall be subject to inspection
by the Indiana board of pharmacy.

(5) To conduct instructional activities with controlled

substances listed in Schedule | under 856 IAC 2-2-2,

he or she shall apply as aresearcher on Form CSR-1

with two (2) copies of a statement describing the
nature, extent, and duration of such instructional
activities attached to the form.

(6) To conduct chemical analysis with controlled

substanceslisted in any schedule, he or she shall apply

on Form CSR-1.

(7) Todistribute controlled substances, he or she shall

apply on Form CSR-1.

(b) If any person is registered and is applying for
reregistration, the following apply:

(1) To manufacture and perform other coincident

activities (see 856 |AC 2-3-3(b)(7)[ section 3(b)(7) of

thisrule]), with controlled substances, he or she shall
apply on Form CSRII-A.

(2) To dispense, or to conduct research (other than

research described in 856 IAC 2-3-3(a)(6)[ section

3(a)(6) of thisrule]) with, or to conduct instructional

activities with, controlled substances listed in Sched-

ules Il through V under 856 IAC 2-2-3 through 856

IAC 2-2-6, he or she shall apply on Form CSR-II.

(3) To conduct research with narcotic drugs listed in
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Schedules 11 through V under 856 IAC 2-2-3 through

856 |AC 2-2-6, as described in 856 |AC 2-3-3(a)(6)

[section 3(a)(6) of thisrule], he or she shall apply on

Form CSR-I1.

(4) To continue to conduct research with controlled

substances listed in Schedule | under 856 IAC 2-2-2

under one (1) or more approved research protocols, by

the Drug Enforcement Administration, he or she shall
apply on Form CSR-II.

(5) To continueto conduct instructional activitieswith

controlled substances listed in Schedule | under 856

IAC 2-2-2 under one (1) or more approved instruc-

tional statements, he or she shall apply as aresearcher

on Form CSR-I1.

(6) To conduct chemical analysis with controlled

substanceslisted in any schedule, he or she shall apply

on Form CSR-II.

(7) Todistribute controlled substances, he or she shall

apply on Form CSR-II.

(c) Applications for registration may be obtained by
writing to the controlled substance division of the
Indiana board of pharmacy. Applications for
reregistration will be mailed, as applicable, to each
registered person approximately sixty (60) days before
the expiration date of his or her registration; if any
registered person does not receive such forms within
forty-five (45) days before the expiration date of his or
her registration, he or she must promptly give notice of
such fact and request such forms by writing to the
controlled substance division of the Indiana board of
pharmacy.

(d) Each application for registration to handle any
basic class of controlled substance listed in Schedule |
under 856 IAC 2-2-2 (except to conduct chemical
analysis with such classes), and each application for
registration to manufacture a basic class of controlled
substance listed in Schedule I under 856 IAC 2-2-3, or
to conduct research with any narcotic controlled sub-
stance listed in Schedule |1 under 856 IAC 2-2-3, shall
include the controlled substances code number, as set
forth in Part | [856 IAC 2-1], for each basic class or
substance to be covered by such registration.

(e) Each application shall include all information
called for on the form unless the item is not applicable,
in which case this fact shall be indicated.

(f) Each application, attachment, or other document
filed as part of an application shall be signed by:

(2) the applicant, if an individual;

(2) apartner of the applicant, if a partnership; or

(3) an officer or authorized representative of the

applicant, if acorporation, corporatedivision, associa-

tion, trust, or other entity.
(Indiana Board of Pharmacy; Reg 28,Ch Il11,Sec 3.32;
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filed Jul 9, 1974, 9:29 a.m.: Unpublished; readopted
filed Nov 30, 2001, 11:00 a.m.: 25 IR 1342)

856 |AC 2-3-14 Filing of application; joint filing
(Repealed)

Sec. 14. (Repealed by Indiana Board of Pharmacy;,
filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)

856 | AC 2-3-15 Acceptance for filing; defective ap-
plications; requestsfor additional
information (Repeal ed)

Sec. 15. (Repealed by Indiana Board of Pharmacy;,
filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)

856 | AC 2-3-16 Additional information; failureto

supply
Authority: IC 35-48-3-1
Affected: 1C 35-48-3-5

Sec. 16. Additiona information. The Indiana State
Board of Pharmacy may require an applicant to submit
such documents or written statements of fact relevant to
the application as the Board deems necessary and as
provided by IC 1971, 35-24.1-3-3(a) [ Repealed by Acts
1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SEC-
TION 25. See IC 35-48.] as amended, to determine
whether the application should be granted. Thefailure of
the applicant to provide such documents or statements
within areasonable period of time after being requested
to do so shall be deemed to be awaiver by the applicant
of an opportunity to present such documents or factsfor
consideration by the Indiana State Board of Pharmacy in
granting or denying the application. (Indiana Board of
Pharmacy; Reg 28,Ch II1,Sec 3.35; filed Jul 9, 1974,
9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45p.m.: 251R 1341)

856 AC 2-3-17 Amendment or withdrawal of appli-

cation
Authority: |1C 35-48-3-1
Affected: 1C 35-48-3-5

Sec. 17. Amendments to and withdrawal of applica
tions. An application may be amended or withdrawn
without permission of the Indiana Board of Pharmacy at
any time. (Indiana Board of Pharmacy; Reg 28,Ch
I11,Sec 3.36; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

8561 AC 2-3-18 Inspectionandreview of application
by board
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Authority: IC 35-48-3-1
Affected: 1C 35-48-3-5

Sec. 18. Administrative review generally. The Indiana
Board of Pharmacy may inspect, or causeto beinspected,
the establishment of an applicant or registrant, pursuant
to IC 1971, 35-24.1-5-2 [Repealed by Acts 1976,
P.L.148, SECTION 24; Acts1977, P.L.26, SECTION 25.
See IC 35-48.] as amended. The Indiana Board of
Pharmacy shall review the application for registration
and other information regarding an applicant in order to
determine whether the applicable standards of 1C 1971,
35-24.1-3 [Repealed by Acts 1976, P.L.148, SECTION
24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as
amended, have been met by the applicant. (Indiana
Board of Pharmacy; Reg 28,Ch I11,Sec 3.41; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 |AC 2-3-19 Certificate of registration; denial of

registration
Authority: |C 35-48-3-1
Affected: |C 35-48-3-5

Sec. 19. Certificate of registration; denial of registra-
tion. (a) Thendiana State Board of Pharmacy shall issue
aCertificate of Registration Form CSR-3to an applicant
if the issuance of registration or re-registration is re-
quired under the applicable provisions of 1C 1971, 35-
24.1-3 [ Repealed by Acts 1976, P.L.148, SECTION 24;
Acts 1977, P.L.26, SECTION 25. See IC 35-48] as
amended. In the event that the issuance of registration or
re-registrationisnot required, the Indiana State Board of
Pharmacy may deny the application. Before denying any
application, the Indiana State Board of Pharmacy shall
issue an order to show cause pursuant to Section 3.46
[856 1AC 2-3-23] and, if requested by the applicant, shall
hold a hearing on the application pursuant to Section
3.51, through Section 3.53[856 | AC 2-3-24—856 | AC 2-
3-26].

(b) The Certificate of Registration shall contain the
name, address, and registration number of the registrant,
the activity authorized by the registration, the schedules
and/or Controlled Substances Code Number (as set forth
in Part 2 [856 IAC 2-2] of this Act) of the controlled
substances which the registrant is authorized to handle,
theamount of fee paid (or exemption), andtheexpiration
date of the registration. The registrant shall maintain the
Certificateof Registrationinareadily retrievable manner
and shall permit inspection of the Certificate of Registra-
tion and shall permit inspection of the certificate by any
official, agent, or employee of the Board or any agency
engaged in enforcement of laws relating to controlled

856 IAC 2-3-20

substances. (Indiana Board of Pharmacy; Reg 28,Ch
I11,Sec 3.42; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 |AC 2-3-20 Suspension or revocation of regis-

tration
Authority: IC 35-48-3-1
Affected: 1C 35-48-3-5

Sec. 20. Suspension or revocation of registration. (a)
The Indiana Board of Pharmacy may suspend any
registration pursuant to 1C 1971, 35-24.1-3-4 [ Repealed
by Acts 1976, P.L.148, SECTION 24; Acts1977, P.L.26,
SECTION 25. Seel C 35-48.] asamended, for any period
of time he determines.

(b) The Indiana Board of Pharmacy may revoke any
registration pursuant to IC 1971, 35-24.1-3-4 [ Repealed
by Acts 1976, P.L.148, SECTION 24; Acts 1977, P.L.26,
SECTION 25. See IC 35-48.] as amended.

(c) Beforerevoking or suspending any registration, the
Indiana Board of Pharmacy shall issue an order to show
cause, such order shall be sent by certified mail to
address of the registrant, advising registrant of hisrights
to ahearing, Form CSR-4, pursuant to section 3.46 [ 856
IAC 2-3-23]. Notwithstanding the requirements of this
section, however, the Indiana Board of Pharmacy may
suspend any registration pending afinal order pursuant
to section 3.44 [856 IAC 2-3-21] .

(d) Upon service of the fina order of the Indiana
Board of Pharmacy following ahearing or waiver thereof
suspending or revoking registration, the registrant shall
immediately deliver his Certificate of Registration to the
Indiana Board of Pharmacy. Also, upon service of the
final order of theIndianaBoard of Pharmacy suspending
or revoking registration, theregistrant shall, asinstructed
by the Indiana Board of Pharmacy:

(1) Deliver dl controlled substancesin his possession

to the Indiana Board of Pharmacy or to authorized

agents of the Indiana Board of Pharmacy; or

(2) Place al controlled substances in his possession

under sea as described in IC 1971, 35-24.1-3-4(c)

[Repealed by Acts 1976, P.L.148, SECTION 24; Acts

1977, P.L.26, SECTION 25. See IC 35-48] as

amended.

(e) Inthe event that revocation or suspensionislimited
to a particular controlled substance or substances, the
registrant shall be given anew Certificate of Registration
for all substances not affected by such revocation or
suspension; no fee shall be required to be paid for the
new Certificate of Registration. The registrant shall
deliver the old Certificate of Registration to the Indiana
Board of Pharmacy. Also, the registrant shall, as in-
structed by the Indiana Board of Pharmacy:
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(1) Déliver to the Indiana Board of Pharmacy or to
authorized agentsof thelndianaBoard of Pharmacy all
of the particular controlled substance or substances
affected by the revocation or suspension which arein
his possession; or
(2) Placeall of such substances under seal asdescribed
in IC 1971, 35-24.1-3-4(c) [ Repealed by Acts 1976,
P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION
25. See IC 35-48.] as amended.
(Indiana Board of Pharmacy; Reg 28,Ch I11,Sec 3.43;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 | AC 2-3-21 Suspension pending final order
Authority: |C 35-48-3-1
Affected: |C 35-48-3-5

Sec. 21. Suspension of registration pendingfinal order.
(8) The Indiana Board of Pharmacy may suspend any
registration simultaneously with or at any time subse-
guent to the service upon the registrant of an order to
show cause why such registration should not be revoked
or suspended, in any case where it finds that thereis an
imminent danger to the public health or safety. If the
Indiana Board of Pharmacy so suspends, it shall serve
with the order to show cause pursuant to section 3.46
[856 IAC 2-3-23] an order of immediate suspension
which shall contain a statement of its findings regarding
the danger to public health or safety.

(b) Upon serviceof theorder of immediate suspension,
the registrant shall promptly return his Certificate of
Registration to the Indiana Board of Pharmacy. Also,
upon service of the order of the Indiana Board of Phar-
macy immediately suspending registration, the registrant
shall, asinstructed by the Indiana Board of Pharmacy:

(1) Ddiver al affected controlled substances in his

possession to the Indiana Board of Pharmacy or to autho-

rized agents of the Indiana Board of Pharmacy; or

(2) Placeall of such substancesunder seal asdescribed

in 1C 1971, 35-24.1-3-4(c) [Repealed by Acts 1976,

P.L.148, SECTION 24; Acts 1977, P.L.26, SECTION

25. See IC 35-48.] as amended.

(c) Any suspension shall continue in effect until the
conclusion of al preceedings upon the revocation or
suspension, including any judicial review thereof, unless
sooner withdrawn by the Indiana Board of Pharmacy or
dissolved by a court of competent jurisdiction. Any
registrant whose registration is suspended under this
section may request a hearing on the revocation or
suspension of his registration at a time earlier than
specified in the order to show cause pursuant to section
3.46[ 856 | AC 2-3-23] , which request shall begranted by
the Indiana Board of Pharmacy who shall fix a date for
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such hearing as early as reasonably possible. (Indiana
Board of Pharmacy; Reg 28,Ch 111,Sec 3.44; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 | AC 2-3-22 Extension of registration pending

re-registration order
Authority: |C 35-48-3-1
Affected: |C 35-48-3-5

Sec. 22. Extension of registration pending final order.
In the event that an applicant for re-registration (who is
doing business under a registration previously granted
and not revoked or suspended) has applied for re-regis-
tration at least 30 days before the date on which the
existingregistrationisdueto expire, theexisting registra-
tion of the applicant shall automatically be extended and
continue in effect until the date on which the Indiana
Board of Pharmacy so issuesitsfinal order. The Indiana
Board of Pharmacy may extend any other existing
registration under the circumstancescontemplatedinthis
section even though the registrant failed to apply for re-
registration at least 30 days before expiration of the
existing registration, with or without request by the
registrant, if the Indiana Board of Pharmacy finds that
such extension is not inconsistent with the public health
and safety. (Indiana Board of Pharmacy; Reg 28,Ch
I11,Sec 3.45; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 | AC 2-3-23 Order to show cause
Authority: IC 35-48-3-1
Affected: |C 35-48-3-5

Sec. 23. Order to show cause. (a) If, upon examination
of the application for registration fromany applicant and
other information regarding the applicant, the Indiana
Board of Pharmacy isunableto make the determinations
required by the applicable provisions of 1C 1971, 35-
24.1-3-3[ Repealed by Acts 1976, P.L.148, SECTION 24;
Acts 1977, P.L.26, SECTION 25. See IC 35-48], as
amended, to register the applicant, the Indiana Board of
Pharmacy shall serve upon theapplicant an order to show
cause why the registration should not be denied.

(b) If, upon information regarding any registrant, the
Indiana Board of Pharmacy determines that the registra-
tion of such registrant is subject to suspension or revoca
tion pursuant to 1C 1971, 35-24.1-3-4 [ Repealed by Acts
1976, P.L.148, SECTION 24; Acts 1977, P.L.26, SEC-
TION 25. SeelC 35-48.], asamended, the IndianaBoard
of Pharmacy shall serve upon the registrant an order to
show cause why a registration should not be revoked or
suspended.
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(c) The order to show cause shall call upon the appli-
cant or registrant to appear before the Indiana Board of
Pharmacy at atime and place stated in the order, which
shall not be less than 30 days after the date of receipt of
the order. The order to show cause shall also contain a
statement of the legal basis for such hearing and for the
denial, revocation, or suspension of registration and a
summary of the matters of fact and law asserted.

(d) The Indiana Board of Pharmacy shall hold a
hearing at the time and place stated in the order, pursuant
to section 3.51 [856 IAC 2-3-24] .

(e) When authorized by the section 3.51[ 856 | AC 2-3-
24] any agent of the Indiana Board of Pharmacy may
serve the order to show cause. (Indiana Board of Phar-
macy; Reg 28,Chll1,Sec 3.46; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.:
251R1341)

856 |AC 2-3-24 Evidentiary hearing
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 24. Thecontrolled substances advisory committee
shall hold a hearing for the purpose of receiving factual
evidence regarding the issues involved in the denia,
revocation, or suspension of any registration. (Indiana
Board of Pharmacy; Reg 28,Ch 111,Sec 3.51; filed Jul 9,
1974, 9:29 a.m.: Unpublished; readopted filed Nov 30,
2001, 11:00 am.: 25 1R 1343)

856 | AC 2-3-25 Hearing procedur es
Authority: |C 35-48-3-1
Affected: |C 4-21.5; IC 35-48-3-6

Sec. 25. Hearing for granting, denial, revocation, or
suspension of application. (&) In any case where the
advisory committee shall hold a hearing on any registra-
tion or application therefor, the procedures for such
hearing shall be governed generally by the adjudication
proceduresof 1C 1971, 4-22-1-1to 4-22-1-30[ Repealed
by P.L.18-1986, SECTION 2. See IC 4-215], as
amended, and by sections 3.52-3.53 [ thissection and 856
IAC 2-3-26] .

(b) Any hearing under this part shall be independent
of, and not in lieu of, crimina prosecutions or other
proceedingsunder the Act [ 1C 35-48] or any other law of
this State.

(c) At any such hearing the advisory committee shall
designate one of its members as presiding officer.

(d) At any such hearing a quorum of the advisory
committee consisting of a mgjority of its membership
shall hear the evidence and the disputed issues of law and
they shall after the conclusion of the hearing, preparefor

856 IAC 2-3-27

the Board recommended findings, facts, and conclusions
of law.

(e) The committee's recommended findings and facts
and conclusions of law shall be acted on by the Board in
the manner required by IC 1971, 4-22-1 [ Repealed by
P.L.18-1986, SECTION 2. See IC 4-21.5]. (Indiana
Board of Pharmacy; Reg 28,Ch I11,Sec 3.52; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 R 1341)

856 | AC 2-3-26 M odification or waiver of rules
Authority: IC 35-48-3-1
Affected: |C 35-48-3-6

Sec. 26. Waiver or modification of rules.The presiding
officer at the advisory committee hearings or of the
Indiana Board of Pharmacy (with respect to matters
pending before him) may modify or waiveany ruleinthis
part by noticein advance of the hearing, if he determines
than no party in the hearing will be unduly prejudiced
and the ends of justice will thereby be served and if all
parties consent. Such notice of modification or waiver
shall be made a part of the record of the hearing. (Indi-
ana Board of Pharmacy; Reg 28,Ch I11,Sec 3.53; filed
Jul 9, 1974, 9:29 am: Unpublished; readopted filed Nov
14, 2001, 2:45 p.m.: 251R 1341)

856 IAC 2-3-27 Modification of registration
Authority: IC 35-48-3-1
Affected: IC 35-48-3-6

Sec. 27. Madification in registration. Any registrant
may apply to modify his registration to authorize the
handling of additional controlled substancesor to change
his name or address by submitting a letter of request to
the Indiana Board of Pharmacy. The letter shall contain
the registrant's name, address, registration number, and
the substances and/or schedule to be added to his regis-
tration or the name or address and shall be signed by the
same person who signed the most recent application for
registration or re-registration. If the registrant is seeking
to handle additional controlled substances listed in
Schedule | [856 IAC 2-2-2] for the purpose of research
or instructional activities, aFederally approved research
protocol describing each research project involving the
additional substancesshall be subject toinspection by the
Indiana Board of Pharmacy or he shall attach two copies
of astatement describing the nature, extent, and duration
of such instructional activities, as appropriate. No fee
shall be required to be paid for the modification. The
request for modification shall be handled in the same
manner as an application for registration.

If the modification of registration is approved, the
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Indiana Board of Pharmacy shall issue anew certificate
of registration totheregistrant, who shall maintainit with
theold certificate of registration until the expiration date.
(Indiana Board of Pharmacy; Reg 28,Ch I11,Sec 3.61;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 |AC 2-3-28 Termination of registration; notice

to board
Authority: 1C 35-48-3-1
Affected: 1C 35-48-3-6

Sec. 28. Termination of registration. The registration
of any person shall terminate if and when such person
dies, ceases legal existence, or discontinues business or
professiona practice. Any registrant who ceases legal
existence or discontinues business or professiona
practice shall notify the Indiana Board of Pharmacy
promptly of such fact. (Indiana Board of Pharmacy; Reg
28,Ch I11,Sec 3.62; filed Jul 9, 1974, 9:29 am: Unpub-
lished; readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR
1341)

856 |AC 2-3-29 Transfer of registration
Authority: |C 35-48-3-1
Affected: |C 35-48-3-6

Sec. 29. Transfer of registration. Noregistration or any
authority conferred thereby shall be assigned or other-
wise transferred except upon such conditions as the
Indiana Board of Pharmacy may specifically designate
and then only pursuant to its written consent. (Indiana
Board of Pharmacy; Reg 28,Ch 111,Sec 3.63; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 | AC 2-3-30 Security requirements; approval of

security system
Authority: |C 35-48-3-1
Affected: |C 35-48-3-7

Sec. 30. Security requirements generaly. (a) All
applicants and registrants shall provide and maintain
effective controls and procedures to guard against theft
and diversion of controlled substances. In order to
determine whether a registrant has provided effective
controls against diversion, the Indiana Board of Phar-
macy shall use the security requirements set forth in
Sections 3.72-3.76 [ 856 | AC 2-3-31 — 856 |AC 2-3-35]
as standards for the physical security controls and
operating procedures necessary to prevent diversion.
Materials and construction which will provide a struc-
tural equivalent to the physical security controls set forth
in Sections 3.72 [856 IAC 2-3-31], 3.73[856 IAC 2-3-
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32], and 3.75 [856 |AC 2-3-34] may be used in lieu of
the materials and construction described in those sec-
tions.

(b) Substantial compliance with the standards set forth
in Sections 3.72-3.76 [856 IAC 2-3-31 — 856 IAC 2-3-
35] may be deemed sufficient by the Indiana Board of
Pharmacy after evaluation of the overall security system
and needs of aregistrant or applicant. In evaluating the
overall security system of aregistrant or applicant, the
Indiana Board of Pharmacy may consider any of the
following factors asit may deem relevant to the need for
strict compliance with security requirements:

(1) Thetype of activity conducted (e.g., processing of

bulk chemicals, preparing dosage forms, packaging,

labeling, cooperative buying, etc.);

(2) The type and form of controlled substances han-

dled (e.g., bulk liquids or dosage units usable powders

or nonusable powders);

(3) The quantity of controlled substance handled;

(4) The location of the premises and the relationship

such location bears on security needs;

(5) The type of building construction comprising the

facility and the general characteristics of the building

or buildings;

(6) The type of vault, safe, and secure enclosures or

other storage system (e.g., automatic storage and

retrieval system) used;

(7) The type of closures on vaults, safes, and secure

enclosures;

(8 The adequacy of key control systems and/or

combination lock control systems;

(9) The adequacy of electric detection and alarm

systems, if any including use of supervised transmittal

lines and standby power sources;

(10) The extent of unsupervised public access to the

facility, including the presence and characteristics of

perimeter fencing, if any;

(11) The adequacy of supervision over employees

having access to manufacturing and storage areas,

(12) The procedures for handling business guests,

visitors, maintenance personnel, and non-employee

service personnel;

(13) Theavailahility of local police protection or of the

registrant's or applicant's security personnel, and;

(14) The adequacy of the registrant's or applicant's

system for monitoring the receipt, manufacture,

distribution, and disposition of controlled substances
in its operations.

(c) When physical security controlsbecomeinadequate
asaresult of acontrolled substance being transferred to
a different schedule, or as a result of a non-controlled
substance being listed on any schedule, or as a result of
a significant increase in the quantity of controlled
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substances in the possession of the registrant during
normal businessoperations, the physical security controls
shall beexpanded and extended accordingly. A registrant
may adjust physical security controlswithin the require-
ments set forth in Sections 3.72-3.76 [ 856 |AC 2-3-31 —
856 IAC 2-3-35] when the need for such controls de-
creases as a result of a controlled substance being
transferred to a different schedule, or a result of a
controlled substance being removed from control, or as
a result of a significant decrease in the quantity of
controlled substances in the possession of the registrant
during normal business operations.

(d) Any registrant or applicant desiring to determine
whether a proposed security system substantially com-
plieswith, or isthe structura equivalent of, the require-
ments set forth in Sections 3.72-3.76 [ 856 IAC 2-3-31 —
856 IAC 2-3-35] may submit any plans, blueprints,
sketches or other materials regarding the proposed
security system to the Indiana Board of Pharmacy.

(e) Approval by the Drug Enforcement Administration
of any security system, proposed security system, plans,
blueprints, sketchesor other material asbeing in substan-
tial compliance with the requirements as set forth in
301.72-301.76 of Title21 of the Codeof Federal Regula-
tions shall be deemed in compliance with Sections 3.71
through 3.75 [856 IAC 2-3-30 — 856 |IAC 2-3-34] of
these regulations, where applicable.

(f) Physical security controls of locations registered
under the Harrison Narcotic Act or the Narcotics Manu-
facturing Act of 1960 on April 20, 1971, shall be deemed
to comply substantialy with the standards set forth in
Sections 3.71[thissection], 3.72[856 | AC 2-3-31] , 3.73
[856 IAC 2-3-32], and 3.75[856 | AC 2-3-34]. (Indiana
Board of Pharmacy; Reg 28,Ch I11,Sec 3.71; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 | AC 2-3-31 Storage ar eas; security controlsfor

nonpractitioners
Authority: |C 35-48-3-1
Affected: |C 35-48-3-7

Sec. 31. Physical security control sfor nonpractitioners:
Storage Areas. (a) Schedules| and 11 [856 1AC 2-2-2 and
856 IAC 2-2-3] . Raw materias, bulk materials awaiting
further processing, and finished products which are
controlled substanceslisted in Schedulel or |1 [856 IAC
2-2-2 or 856 IAC 2-2-3] shall be stored in one of the
following secure storage areas.

(1) Where small quantities permit, a safe or steel

cabinet.

(i) Which safe or steel cabinet shall havethefollow-
ing specificationsor the equivalent: 30 man-minutes

856 IAC 2-3-31

against surreptitious entry, 10 man-minutes against
forced entry, 20 man-hours against lock manipula-
tion, and 20 man-hours against radiological tech-
niques.
(if) Which safe or steel cabinet, if it weighslessthan
750 pounds, is bolted or cemented to the floor or
wall in such away that it cannot be readily removed;
and
(iii) Which safe or steel cabinet, if necessary, de-
pending upon the quantities and type of controlled
substances stored, is equipped with an alarm system
which, upon attempted unauthorized entry, shall
transmit a signal directly to a central protection
company or alocal or State police agency which has
alega duty to respond, or a 24-hour control station
operated by theregistrant, or such other protectionas
the IndianaBoard of Pharmacy or the Drug Enforce-
ment Administration may approve.

(2) A vault constructed before, or under construction

on October 1, 1973, which is of substantial construc-

tion with asteel door, combination or key lock, and an

aarm system; or

(3) A vault constructed after October 1, 1973:
(i) Thewalls, floors, and ceilings of which vault are
constructed of at least 8 inches of reinforced con-
crete or other substantial masonry, reinforced verti-
cally and horizontally with 1/2-inch stedl rodstied 6
inches on center, or the structural equivalent to such
reinforced walls, floors, and ceilings;
(if) The door and frame unit of which vault shall
conform to the following specifications or the
equivalent; 30 man-minutes against surreptitious
entry, 10 man-minutes against forced entry, 20 man-
hours against lock manipulation, and 20 man-hours
against radiological techniques;
(iif) Which vault, if operations require it to remain
open for frequent access, is equipped with “day-
gate” which is self-closing and self-locking, or the
equivalent, for use during the hours of operationin
which the vault door is open;
(iv) The walls or perimeter of which vault are
equipped with an alarm, which upon unauthorized
entry shall transmit a signa directly to a central
station protection company, or alocal or State police
agency which has alega duty to respond or a 24-
hour control station operated by the registrant or
such other protection as the Indiana Board of Phar-
macy or the Drug Enforcement Administration may
approve, and, if necessary, holdup buttons at strate-
gic points of entry to the perimeter area of the vault;
(v) Thedoor of which vault is equipped with contact
switches; and
(vi) Which vault has one of thefollowing: complete
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electrical lacing of the walls, floor and ceilings;
sensitive ultrasonic equipment within the vault; a
sensitive sound accumulator system; or such other
device designed to detect illegal entry as may be
approved by the Indiana Board of Pharmacy or the
Drug Enforcement Administration.

(b) Scheduleslll, 1V, andV [856 |AC 2-2-4—856 |AC
2-2-6]. Raw materials, bulk materials awaiting further
processing, and finished products which are controlled
substanceslisted in Scheduleslll, 1V, and V [856 | AC 2-
2-4 — 856 |IAC 2-2-6] shall be stored in one of the
following secure storage areas:

(1) Where small quantities permit, a safe which com-

plies with the requirements set forth in paragraph

(a)(2) of this section;

(2) A vault which complies with the requirements set

forthin either paragraph (8)(2) or (3) of thissection or

(3) A building or arealocated within abuilding, which

building or area:

(i) Haswallsor perimeter fences of sufficient height
and construction to provide security from burglary;
(if) Has substantial doors which may be securely
locked during non-working hours by a multiple-
position combination or key lock;

(i) 1sequipped with an alarm which, upon unautho-
rized entry, shall transmit a signal directly to a
central station protection company, or local or State
police agency which hasalegal duty to respond or a
24-hour control station operated by the registrant or
such other protection as the Indiana Board of Phar-
macy or the Drug Enforcement Administration may
approve; and

(iv) Inwhichall controlled substancesare segregated
from al other merchandise and kept under constant
surveillance during normal business hours.

(c) Multiple storage areas. Where several types or
classes of controlled substances are handled separately
by the registrant or applicant for different purposes(e.g.,
returned goods, or goods in process), the controlled
substances may be stored separately, provided that each
storage area complies with the requirements set forth in
this section.

(d) Accessibility to storage areas. The controlled
substances storage areas shall be accessible only to an
absolute minimum number of specificaly authorized
employees. When it is necessary for employee mainte-
nance personnel, non-empl oyee maintenance personnel,
business guests, or visitors to be present in or pass
through controlled substances storage areas, the regis-
trant shall provide for adequate observation of the area
by an employee specifically authorized in writing.

(e) Compliance with the requirements prescribed in
Part 301, Section 301.72 of Title 21 of the Code of
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Federal Regulations, effective April 1, 1973, shall be
deemed in compliance with this section. (Indiana Board
of Pharmacy; Reg 28,Ch I11,Sec 3.72; filed Jul 9, 1974,
9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45p.m.: 251R 1341)

856 IAC 2-3-32 Manufacturing areas; security con-

trolsfor nonpractitioners
Authority: IC 35-48-3-1
Affected: |C 35-48-3-7

Sec. 32. Physical security controlsfor nonpractitioners:
Manufacturing areas. All manufacturing activities
(including processing, packaging, andlabeling) involving
controlled substances listed in any schedule shall be
conducted in accordance with the following:

(@) All in-process substances shall be returned to the
controlled substances storage areaat thetermination of
the process. If the processis not terminated at the end
of aworkday (except where a continuous process or
other normal manufacturing operation should not be
interrupted), the processing areaor tanks, vessels, bins
or bulk containers containing such substances shall be
securely locked, with adequate security for the areaor
building. If such security requires an alarm, such
aarm, upon unauthorized entry, shall transmit asignal
directly to a central station protection company, or a
local or State Police agency which has alegal duty to
respond, or a 24-hour control station operated by
registrant.
(b) Manufacturing activitieswith controlled substances
shall be conducted in an area or areas of clearly
defined limited access which is under surveillance by
an employee or employees designated in writing as
responsible for the area. “Limited access’ may be
provided in the absence of physical dividers such as
walls or partitions, by traffic control lines or restricted
spacedesignation. Theemployeedesignated asrespon-
sible for the area may be engaged in the particular
manufacturing operation being conducted: Provided:
that heisableto provide continuous surveillance of the
areain order that unauthorized persons may not enter
or leave the area without his knowledge.

(c) During the production of controlled substances, the

manufacturing areas shall be accessible to only those

employees required for efficient operation. Whenitis
necessary for employee maintenance personnel, non-
empl oyee maintenance personnel, business guests, or
visitorsto be present in or passthrough manufacturing
areas during production of controlled substances, the
registrant shall providefor adequate observation of the
areaby an employee specifically authorized inwriting.
(d) Compliance with the requirements prescribed in
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Part 301, Section 301.73 of Title 21 of the Code of
Federal Regulations, effective April 1, 1973, shall be
deemed in compliance with this section.
(Indiana Board of Pharmacy; Reg 28,Ch I11,Sec 3.73;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 |AC 2-3-33 Additional security controls for

nonpractitioners
Authority: |C 35-48-3-1
Affected: |C 35-48-3-7

Sec. 33. Other security controls for nonpractitioners:
(a) Before distributing a controlled substance to any
person who the registrant does not know to be registered
to possess the controlled substance the registrant shall
make a good faith inquiry either with the Indiana Board
of Pharmacy or with the D.E.A. to determine that the
person is registered to possess the controlled substance.

(b) Theregistrant shall design and operate a systemto
disclose to the registrant suspicious orders of controlled
substances. Theregistrant shall informthelndianaBoard
of Pharmacy of suspiciousorderswhendiscovered by the
registrant. Suspicious orders include orders of unusual
size, ordersdeviating substantially fromanormal pattern,
and orders of unusual frequency.

(c) The registrant shall notify in writing the Indiana
Board of Pharmacy of any theft or significant loss of any
controlled substances upon discovery of such theft or
loss. Thefts must be reported whether or not the con-
trolled substances are subsequently recovered and/or the
responsible partiesareidentified and action taken against
them.

(d) The registrant shall not distribute any controlled
substancelisted in Schedules|| through V [856 | AC 2-2-
3 — 856 IAC 2-2-6] as a complimentary sample to any
potential or current customer (1) without the prior written
request of the customer, (2) to be used only for satisfying
the legitimate medical needs of patients of the customer,
and (3) only in reasonable quantities. Such request must
contain the name, address and state and federal registra-
tion number of the customer and the name and quantity
of the specific controlled substance desired. The request
shall be preserved by the registrant with other records of
distribution of controlled substances. In addition, the
requirementsof Part 3.5[856 |AC 2-3-24—856 |AC 2-3-
26] hereof shall be complied with for any distribution of
acontrolled substance listed in Schedule |1 [856 IAC 2-
2-3]. For purposes of this paragraph, the term “cus-
tomer” includes a person to whom a complimentary
sample of a substance is given in order to encourage the
prescribing or recommending of the substance by the
person.

856 IAC 2-3-34

(e) When shipping controlled substances, a registrant
isresponsible for selecting common or contract carriers
which provide adequate security to guard against in-
transit losses. When storing controlled substances in a
public warehouse, aregistrantisresponsiblefor selecting
awarehouseman which will provide adequate security to
guard against storage losses; wherever possible, the
registrant shall store controlled substances in a public
warehouse which complies with the requirements set
forth in Section 3.72 [856 IAC 2-3-31] . In addition, the
registrant shall employ precautions (e.g., assuring that
shipping containers do not indicate that contents are
controlled substances) to guard against storage or in-
transit losses.

(f) When distributing controlled substances through
agents (e.g., detailmen), a registrant is responsible for
providing and requiring adequate security to guard
against theft and diversion whilethe substancesarebeing
stored or handled by the agent or agents. (Indiana Board
of Pharmacy; Reg 28,Ch I11,Sec 3.74; filed Jul 9, 1974,
9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45p.m.: 251R 1341)

8561 AC 2-3-34 Storage; security controlsfor practi-

tioners
Authority: |1C 35-48-3-1
Affected: IC 35-48-3-7

Sec. 34. Physical security controlsfor practitioners. (a)
Controlled substanceslisted in Schedule [ 856 |AC 2-2-
2] shal be stored in a securely locked substantially
constructed cabinet.

(b) Controlled substances listed in Schedules 11, 111,
IV, and V [856 IAC 2-2-3 — 856 IAC 2-2-6] shall be
stored in a securely locked, substantially constructed
cabinet. However, pharmaciesand institutional practitio-
ners (as defined) in Chapter 1, 1.01[856 IAC 2-1-1] may
disperse such substances throughout the stock of
noncontrolled substancesin such amanner asto obstruct
the theft or diversion of the controlled substances.

Controlled substances(institutional practitioners—ward
and floor stock) listed in Schedule I1 [856 IAC 2-2-3]
and narcotic drugsin Schedule |11 [856 | AC 2-2-4] shall
be stored in a securely locked substantially constructed
cabinet or device. Controlled substances (institutional
practitioners ward and floor stock) listed in Schedules
1,1V, and V [856 IAC 2-2-4 — 856 |AC 2-2-6] may be
dispersedintheir ward or floor stock in such amanner as
to obstruct theft or diversion of these controlled sub-
stances.

(c) This section shall also apply to nonpractitioners
authorized to conduct research or chemical analysis
under another registration. (Indiana Board of Pharmacy;
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Reg 28,Ch 1Il,Sec 3.75; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.:
251R1341)

856 IAC 2-3-35 Additional security controls for

practitioners
Authority: IC 35-48-3-1
Affected: |C 35-48-3-7

Sec. 35. Other security controls for practitioners. (a)
Theregistrant shall not employ as an agent or employee
who has access to controlled substances any person who
has had an application for registration denied, or has had
his registration revoked, or has been convicted of a
violation of State or Federal law relative to the manufac-
ture, distribution, dispensing or possession of controlled
substances.

(b) The registrant shall notify the Indiana Board of
Pharmacy of thetheft or significant loss of any controlled
substances upon discovery of suchlossor theft. (Indiana
Board of Pharmacy; Reg 28,Ch 11,Sec 3.76; filed Jul 9,
1974, 9:29 am: Unpublished; readopted filed Nov 14,
2001, 2:45 p.m.: 25 R 1341)

Rule 4. Records and I nventories of Registrants
856 IAC 2-4-1  Records and inventories

856 |AC 2-4-1 Recordsand inventories
Authority: |1C 35-48-3-1
Affected: IC 35-48-3-7

Sec. 1. (d) Every registrant shall keep records and
maintain inventories in conformance with the record
keeping and inventorying requirements of federal law
and regulation.

(b) For purposes of this section, “readily retrievable”
means that certain records are kept by automatic data
processing systems or other electronic or mechanized
record keeping systemsin such amanner that they can be
separated out from all other recordsin areasonabletime
and/or records are kept on which certain items are
asterisked, red-lined, or in somemanner visually identifi-
able apart from other items appearing on the records.
Manufacturers, distributors, and research records or
electronic data processing printouts shall be made
available within five (5) working days after arequest by
the Indiana board of pharmacy for such records or
information on controlled substances transactions.

(c) Each registered pharmacy shall maintain, for a
period of two (2) years, its prescriptions of controlled
substances by maintaining any of the following:

(1) Three (3) separate files as follows:

(A) A filefor Schedule 11 drugs dispensed.
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(B) A file for Schedules 111, 1V, and V drugs dis-

pensed.

(C) A filefor prescriptions for al other drugs dis-

pensed.

(2) Two (2) separate files asfollows:

(A) A filefor all noncontrolled drugs dispensed.

(B) Another filefor al controlled drugsdispensedin

Schedules I, 111, IV, and V. If this method is used,

the prescriptionsinthefilefor Schedulesllil, IV, and

V must be stamped with theletter “C” inred ink, not

less than one (1) inch high, in the lower right-hand

corner.

(3) Two (2) separate files as follows:

(A) A filefor Schedule 11 drugs dispensed.

(B) Another filefor Schedulesllil, 1V, and V drugs,

including all other noncontrolled drugsdispensed. If

this method is used, the prescriptions in the file of

Scheduleslll, 1V, and V drugs must be stamped with

the letter “C” in red ink, not less than one (1) inch

high, in the lower right-hand corner.
However, if a pharmacy employs an automated data
processing system or other electronic record keeping
system for prescriptions that permits identification by
prescription number and retrieval of original documents
by prescriber’'s name, patient’s name, drug dispensed,
and date filled, then the requirement to mark the hard
copy prescription with ared “C” under subdivisions (2)
and (3) iswaived. (Indiana Board of Pharmacy; Reg 28,
Ch 1V, Sec 4.01; filed Jul 9, 1974, 9:29 a.m.: Unpub-
lished; filed May 26, 2000, 8:52 am.: 23 IR 2504;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

Rule 5. Order Forms
856 IAC 2-5-1  Order form requirements

856 IAC 2-5-1 Order form requirements
Authority: |C 35-48-3-1
Affected: |C 35-48-3-8

Sec. 1. Order Form Requirements Generally. Compli-
ance with the requirements prescribed in section 308 of
the Federal Controlled Substances Act (21 U.S.C. 828),
and in Part 305 of Title 21 of the Code of Federal
Regulations, effective April 1, 1973 shall be deemed
compliancewiththerequirementsof 1IC 1971, 35-24.1-3-
7 [Repealed by Acts 1976, P.L.148, SECTION 24; Acts
1977, P.L.26, SECTION 25. See | C 35-48.] asamended.
(Indiana Board of Pharmacy; Reg 28,Ch V,Sec 5.01;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 251R 1341)

Rule 6. I ssuance, Filling and Filing Prescriptions
856 IAC 2-6-1  Scope of rules governing prescriptions
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856 IAC 2-6-2  Persons entitled to issue prescriptions

856 IAC 2-6-3  Purpose of prescription; prohibitions

856 IAC 2-6-4  Issuance of prescriptions; information
required

856 IAC 2-6-5  Personsentitled to fill prescriptions

856 IAC 2-6-6  Dispensing of narcotics for maintenance
purposes

856 |AC2-6-7 Schedulell controlled substances; prescrip-
tion required; exceptions

856 IAC 2-6-8 Schedule |1 controlled substances; refilling
prescriptions

856 |AC 2-6-9 Schedule Il controlled substances; partia
filling of prescriptions

856 IAC 2-6-10 Schedule Il controlled substances; |abel
information; exceptions

8561AC2-6-11  Schedulell controlled substances; retention
of prescriptions (Repeal ed)

856 IAC 2-6-12  Schedules |1l and IV controlled substances

856 IAC 2-6-13 Schedules Ill, 1V, and V controlled sub-
stances; refilling prescriptions; retrievable
information

856 IAC 2-6-14 Schedules 111, 1V and V controlled sub-
stances; partia filling of prescriptions

856 AC2-6-15 Schedulesl!l and 1V controlled substances;
label information; exceptions

856 |AC2-6-16  Schedulesl!!l and 1V controlled substances;
retention of prescriptions

856IAC2-6-17  ScheduleV controlled substances; prescrip-
tion requirements; refilling; exceptions

856AC2-6-18  Dispensingwithout prescription; delivery of

devices

856 IAC 2-6-1 Scope of rulesgoverning prescrip-

tions

Authority: |C 35-48-3-1

Affected:

I1C 35-48-3-9

Sec. 1. Scope of Part 6. Rules governing the issuance,

filling and filing of prescriptions pursuant to IC 1971,
35-24.1-3-8 [ Repealed by Acts 1976, P.L.148, SECTION
24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as
amended, are set forth generaly in that section and
specificaly by the sections of this part [856 IAC 2].
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.01;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

856 IAC 2-6-2 Persons entitled toissue prescrip-

tions
Authority: IC 35-48-3-1
Affected: 1C 35-48-3-9

Sec. 2. (a) A prescription for a controlled substance
may beissued only by an individual practitioner whois:

(1) authorizedto prescribe controlled substancesby the

state; and

(2) either registered or exempted from registration

856 IAC 2-6-3

pursuant to 856 |AC 2-3-5(b) or 856 IAC 2-3-6.

(b) A prescriptionissued by an individua practitioner
may be communicated to a pharmacist by an individual
practitioner or a practitioner’ s authorized agent.

(c) Controlled substances prescriptions issued by
individual practitioners in adjoining states to Indiana or
other states are considered valid prescriptions if the
practitioner issuing the prescription has a current and
valid Drug Enforcement Administration certificate
registration number. It isthe pharmacist’ s responsibility
aswithall controlled substances prescriptions, to be sure
beyond reasonable doubt in his or her professional
judgment that the practitioner is issuing the prescription
ingood faith and hasavalid Drug Enforcement Adminis-
tration certificate of registration. (Indiana Board of
Pharmacy; Reg 28,Ch VI,Sec 6.02; filed Jul 9, 1974,
9:29 a.m.: Unpublished; readopted filed Nov 30, 2001,
11:00 a.m.: 25 1R 1343)

856 |AC 2-6-3 Purpose of prescription; prohibi-

tions
Authority: |1C 35-48-3-1
Affected: 1C 35-48-3-9

Sec. 3. Purpose of issueof prescription. () A prescrip-
tion for a controlled substance to be effective must be
issued for alegitimate medical purpose in a reasonable
quantity by an individual practitioner acting in the usual
courseof hisprofessional practice. Theresponsibility for
the proper prescribing and dispensing of controlled
substances is upon the prescribing practitioner, but a
corresponding responsibility rests with the pharmacist
who fills the prescription. An order purporting to be a
prescriptionissued not intheusual courseof professional
treatment or in legitimate and authorized research is not
aprescription, within the meaning and intent of IC 1971,
35-24.1-3-8 [ Repealed by Acts 1976, P.L.148, SECTION
24; Acts 1977, P.L.26, SECTION 25. See IC 35-48.] as
amended, and the person knowingly filling such a
purported prescription, as well as the person issuing it,
shall be subject tothe penalties provided for violations of
the provisions of law relating to controlled substances.

(b) A prescription may not be issued in order for an
individual practitioner to obtain controlled substancesfor
supplying the individual practitioner for the purpose of
general dispensing to patients.

(c) A prescription may not beissued for thedispensing
of narcotic drugslisted in any scheduleto anarcotic drug
dependent person for the purpose of continuing his
dependence upon such drugsin the course of conducting
anauthorized clinical investigationinthedevel opment of
anarcotic addict rehabilitation program. (Indiana Board
of Pharmacy; Reg 28,Ch VI,Sec 6.03; filed Jul 9, 1974,
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9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45 p.m.: 251R 1341)

856 |AC 2-6-4 Issuance of prescriptions; informa-

tion required
Authority: |C 35-48-3-1
Affected: |C 35-48-3-9

Sec. 4. Manner of issuance of prescriptions. (a) All
prescriptions for controlled substances shall be dated as
of, and signed on, the day when issued and shall bear the
full name and address of the patient, and the name,
address, and Federal Controlled Substance registration
number of the practitioner. A practitioner may sign a
prescription in the same manner ashewould sign acheck
or lega document (e.g., J.H. Smith or John H. Smith).
Where an oral order is not permitted, prescriptions shall
be written with ink or indelible pencil or typewriter and
shall be manually signed by the practitioner. The pre-
scriptionsmay be prepared by asecretary or agent for the
signature of a practitioner, but the prescribing practitio-
ner is responsible in case the prescription does not
conform in all essential respects to the law and regula-
tions. A corresponding liability rests upon the pharmacist
who fills a prescription not prepared in the form pre-
scribed by these regulations.

(b) An intern, resident, or foreign-trained physician
exempted from registration under section 3.14(c) [856
IAC 2-3-5(c)] , shall includeon all prescriptionsissued by
him the Federal Controlled Substance registration
number of the hospital or other institution and the special
internal code number assigned to him by the hospital or
other institution as provided in section 3.14(c) [856 IAC
2-3-5(c)], in lieu of the registration number of the
practitioner required by this section. Each prescription
shall have the name of the intern, resident, or foreign-
trained physician stamped or printed onit, aswell asthe
signature of the physician.

() An officia exempted from registration under
section 3.15 [856 IAC 2-3-6] shall include on all pre-
scriptionsissued by him, hisbranch of service or agency
(eg., “U.S. Army” or “Public Health Service”) and his
service identification number, in lieu of the Federa
Controlled Substance registration number of the practi-
tioner required by this section. The serviceidentification
number for a Public Health Service employee is his
Social Security identification number. Each prescription
shall have the name of the officer stamped, typed, or
hand-printed on it, aswell asthe signature of the officer.
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.04;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 1R 1341)
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856 IAC 2-6-5 Personsentitled to fill prescriptions
Authority: IC 35-48-3-1
Affected: |C 35-48-3-9

Sec. 5. Persons entitled to fill prescriptions. A pre-
scription for controlled substances may only befilled by
a pharmacist acting in the usual course of his profes-
sional practice and either registered individually or
employed in a registered pharmacy or by a registered
institutional practitioner. (Indiana Board of Pharmacy;
Reg 28,Ch VI,Sec 6.05; filed Jul 9, 1974, 9:29 am:
Unpublished; readopted filed Nov 14, 2001, 2:45 p.m.:
251R 1341)

856 |AC 2-6-6 Dispensing of narcoticsfor mainte-

nance pur poses
Authority: 1C 35-48-3-1
Affected: |1C 35-48-3-9

Sec. 6. Dispensing of narcotic drugs for maintenance
purposes. The administering or dispensing directly (but
not prescribing) of narcotic drugs listed in any schedule
to a narcotic drug dependent person for the purpose of
treatment of his dependence upon such drugs in the
course of conducting a clinical investigation authorized
by State or Federal law in the development of anarcotic
addict rehabilitation program shall be deemed to be
within the meaning of the term “in the course of his
professional practiceor research” in1C 1971, 35-24.1-1-
1(u) [Repealed by Acts 1976, P.L.148, SECTION 24;
Acts 1977, P.L.26, SECTION 25. See IC 35-48] as
amended. (Indiana Board of Pharmacy; Reg 28,Ch
VI,Sec 6.06; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 IAC 2-6-7 Schedule Il controlled substances;
prescription required; exceptions
Authority: IC 35-48-3-1
Affected: |C 35-48

Sec. 7. (8) A pharmacist may dispense directly a
controlled substance listed in Schedule I, which is a
prescription drug as determined under the Federal Food,
Drug, and Cosmetic Act, only pursuant to a written
prescription signed by the prescribing individual practi-
tioner, except as provided in subsection (d).

(b) An individua practitioner may administer or
dispense directly a controlled substance listed in Sched-
ule Il in the course of his or her professional practice
without a prescription subject to section 6 of thisrule.

(c) An ingtitutional practitioner may administer or
dispense directly (but not prescribe) a controlled sub-
stance listed in Schedule 11 only pursuant to a written
prescription signed by the prescribing individual practi-
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tioner or to an order for medication made by an individ-
ual practitioner that is dispensed for immediate adminis-
tration to the ultimate user.

(d) Inthe case of an emergency situation, asdefined by
subsection (€), a pharmacist may dispense a controlled
substance listed in Schedule Il upon receiving oral
authorization of a prescribing individual practitioner,
provided the following:

(1) Thequantity prescribed and dispensedislimited to
the amount adequate to treat the patient during the
emergency period (dispensing beyond the emergency
period must be pursuant to a written prescription
signed by the prescribing individua practitioner).
(2) The prescription shall be immediately reduced to
writing by the pharmacist and shall contain all infor-
mation required in section 4 of thisrule, except for the
signature of the prescribing individual practitioner.
(3) If the prescribing individual practitioner is not
known to the pharmacist, he or she must make a
reasonable effort to determine that the oral authoriza-
tion came from a registered individual practitioner,
which may include a calback to the prescribing
individual practitioner using his or her phone number
as listed in the telephone directory and/or other good
faith efforts to assure his or her identity.

(4) Within seven (7) days after authorizing an emer-

gency oral prescription, the prescribing individual

practitioner shall cause a written prescription for the
emergency quantity prescribed to be delivered to the
dispensing pharmacist. In addition to conforming to
the requirements of section 4 of thisrule, the prescrip-
tion shall have written on its face “ Authorization for

Emergency Dispensing”, and thedate of theoral order.

The written prescription may be delivered to the

pharmacist in person or by mail, but if delivered by

mail, it must be postmarked within the seven (7) day
period. Upon receipt, the dispensing pharmacist shall
attach this prescription to the oral emergency prescrip-
tion which had earlier been reduced to writing. The
pharmacist shall notify the Indianaboard of pharmacy
if the prescribing individual fails to deliver a written
prescription to himor her, failure of the pharmacist to
do so shall void the authority conferred by thissubdivi-

sion to dispense without a written prescription of a

prescribing individual practitioner.

(e) For the purpose of authorizing an oral prescription
of acontrolled substance listed in Schedule Il of IC 35-
48 as amended, “emergency situation” means those
situations in which the prescribing practitioner deter-
mines the following:

(1) That immediate administration of the controlled

substance is necessary for proper treatment of the

intended ultimate user.

856 IAC 2-6-9

(2) That no appropriate alternative treatment is avail-
able, including administration of a drug that is not a
controlled substance under Schedulell of IC 35-48 as
amended.
(3) That it is not reasonably possible for the prescrib-
ing practitioner to provide awritten prescription to be
presented to the person dispensing the substance, prior
to the dispensing.
(Indiana Board of Pharmacy; Reg 28, Ch VI,Sec 6.11,
filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed May 26,
2000, 8:52 a.m.: 23 IR 2505; readopted filed Nov 14,
2001, 2:45 p.m.: 251R 1341)

856 |AC 2-6-8 Schedule |l controlled substances;

refilling prescriptions
Authority: |C 35-48-3-1
Affected: |C 35-48-3-9

Sec. 8. Refilling prescriptions—Schedulel | [ 856 | AC 2-
2-3]. The refilling of a prescription for a controlled
substance listed in Schedule Il [856 IAC 2-2-3] is
prohibited. (Indiana Board of Pharmacy; Reg 28,Ch
VI,Sec 6.12; filed Jul 9, 1974, 9:29 am: Unpublished;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 1R 1341)

856 |AC 2-6-9 Schedule Il controlled substances;
partial filling of prescriptions
Authority: |C 35-48-3-1
Affected: |C 35-48-2-6; |C 35-48-3-9

Sec. 9. (a) The partial filling of a prescription for a
controlled substance listed in Schedule Il under IC 35-
48-2-6, as amended, is permissible if the pharmacist is
unable to supply the full quantity called for in awritten
or emergency oral prescription and makes a notation of
the quantity supplied on the face of the written prescrip-
tion (or written record of the emergency oral prescrip-
tion). The remaining portion of the prescription may be
filled within seventy-two (72) hours of the first partial
filling; however, if the remaining portionisnot or cannot
be filled within the seventy-two (72) hour period, the
pharmacist shall so notify the prescribing individual
practitioner. No further quantity may be supplied beyond
seventy-two (72) hours without a new prescription.

(b) A prescription for a Schedule Il controlled sub-
stancewrittenfor patientsinlongterm carefacilitiesmay
befilledin partial quantitiesto includeindividual dosage
units. For each partial filling, the dispensing pharmacist
shall record ontheback of the prescription (or on another
appropriate record, uniformly maintained, and readily
retrievable) the date of the partial filling, quantity dis-
pensed, remaining quantity authorized to be dispensed,
and the identification of the dispensing pharmacist. The
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total quantity of a Schedule Il controlled substance
dispensed in all partial fillings must not exceed the total
guantity prescribed. A Schedule Il prescription, for a
patient in a long term care facility, shall be valid for a
period not to exceed sixty (60) days from the issue date
unless sooner terminated by the discontinuance of
medication.

(c) A prescription for a Schedule 11 controlled sub-
stance written for a patient with a medical diagnosis
documenting a terminal illness may be filled in partial
guantities to include individual dosage units. If thereis
any question whether a patient may be classified as
having aterminal illness, the pharmaci st must contact the
practitioner prior to partialy filling the prescription. The
pharmacist has a responsibility to assure that the con-
trolled substance is for a terminaly ill patient. The
pharmacist must record on the prescription the patient is
“terminaly ill”. A prescription that is partially filled and
does not contain the notation “terminaly ill” shall be
deemed to have been filled in violation of this section.
For each partial filling, the dispensing pharmacist shall
record on the back of the prescription (or on another
appropriate record, uniformly maintained and readily
retrievable) the date of the partial filling, quantity dis-
pensed, remaining quantity authorized to be dispensed,
and theidentification of the dispensing pharmacist. Prior
to any subsequent partial filling, the pharmacist is to
determine that the additional partial filling is necessary.
The total quantity of a Schedule |1 controlled substance
dispensed in all partial fillings must not exceed the total
guantity prescribed. A Schedule Il prescription for a
patient with amedical diagnosis documenting aterminal
illness shall bevalid for aperiod not to exceed sixty (60)
days from the issue date unless sooner terminated by the
discontinuance of medication. (Indiana Board of Phar-
macy; Reg 28, Ch VI, Sec 6.13; filed Jul 9, 1974, 9:29
a.m.: Unpublished; filed May 8, 1986, 9:55 am.: 9 IR
2205; filed Mar 31, 1992, 5:00 p.m.: 15 IR 1391;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 | AC 2-6-10 Schedule |1 controlled substances;

label infor mation; exceptions
Authority: IC 35-48-3-1
Affected: |C 35-48-3-9

Sec. 10. Labeling of substances. (a) The pharmacist
filling a written or emergency oral prescription for a
controlled substance listed in Schedule |1 [856 |AC 2-2-
3] shall affix to the package a label showing date of
filling, the pharmacy nameand address, the serial number
of the prescription, the name of the patient, the name of
the prescribing practitioner, and directions for use and
the cautionary statement, “Federal Law prohibits the
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transfer of this drug to any person other than the patient
for whomit was prescribed”, any othersif any, contained
in such prescription or required by law.

(b) The requirements of paragraph (a) of this section
do not apply when a controlled substance listed in
Schedulell [856 | AC 2-2-3] isprescribed for administra-
tion to an ultimate user who is institutionalized; Pro-
vided, That:

(1) Not more than 7-day supply of the controlled

substance listed in Schedule Il [856 IAC 2-2-3] is

dispensed at onetime;

(2) The controlled substance listed in schedule |1 [ 856

IAC 2-2-3] isnot in the possession of the ultimate user

prior to the administration; and

(3) The institution maintains appropriate safeguards

and records regarding the proper administration,

control, dispensing, and storage of the controlled
substance listed in schedule 11 [856 IAC 2-2-3] ; and

(4) The system employed by the pharmacist in filling

aprescription is adequate to identify the supplier, the

product, and the patient, and to set forth the directions
for use and cautionary statements, if any, contained in
the prescription or required by law.
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.14;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 | AC 2-6-11 Schedule Il controlled substances;
retention of prescriptions (Re-
pealed)

Sec. 11. (Repealed by Indiana Board of Pharmacy;
filed Nov 30, 2001, 11:00 a.m.: 25 IR 1344)

856 | AC 2-6-12 Schedules! !l and IV controlled sub-

stances
Authority: IC 35-48-3-1
Affected: |1C 35-48-3-9

Sec. 12. (a) A pharmacist may dispense a controlled
substancelistedin Schedulelll or IV under 856 IAC 2-2-
4 or 856 IAC 2-2-5, which is a prescription drug as
determined under the federal Food, Drug, and Cosmetic
Act, only pursuant to either awritten prescription signed
by a prescribing individual practitioner or an oral pre-
scription made by aprescribing individual practitioner or
apractitioner’ sauthorized agent and promptly reduced to
writing by the pharmacist containing all information
requiredin 856 IAC 2-6-4 [ section 4 of thisrule] , except
for the signature of the prescribing individual practitio-
ner.

(b) An individua practitioner may administer or
dispense a controlled substance listed in Schedule I11 or
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IV under 856 IAC 2-2-4 or 856 IAC 2-2-5 in the course
of hisor her professional practicewithout aprescription,
subject to 856 |AC 2-6-6 [ section 6 of thisrule].

(c) An ingtitutional practitioner may administer or
dispense directly (but not prescribe) a controlled sub-
stance listed in Schedule 111 or 1V under 856 IAC 2-2-4
or 856 IAC 2-2-5 pursuant to a written prescription
signed by aprescribing individual practitioner, or pursu-
ant to an oral prescription made by aprescribing individ-
ual practitioner and promptly reduced to writing by the
pharmacist (containing all information required in 856
IAC 2-6-4 [section 4 of thisrule], except for the signa-
ture of the prescribing individual practitioner), or pursu-
ant to an order for medication made by an individual
practitioner that is dispensed for immediate administra-
tion to the ultimate user, subject to 856 IAC 2-6-6
[section 6 of this rule]. (Indiana Board of Pharmacy;
Reg 28,Ch VI,Sec 6.21; filed Jul 9, 1974, 9:29 am..
Unpublished; readopted filed Nov 30, 2001, 11:00 a.m.:
251R1343)

856 | AC 2-6-13 Schedules 111, 1V, and V controlled
substances; refilling prescriptions;
retrievable information

Authority: |1C 35-48-3-1
Affected: 1C 35-48-2; IC 35-48-3-9

Sec. 13. (a) No prescription for acontrolled substance
listed in Schedule 111 (IC 35-48-2-8), Schedule IV (IC
35-48-2-10), or Schedule V (IC 35-48-2-12) shall be
filled or refilled more than six (6) months after the date
on which such prescription was issued, and no such
prescription shall be authorized to be refilled more than
five (5) times.

(b) Each refill of a prescription shall be recorded by
one (1) of the following methods:

(1) On the back of the origina prescription and, if

used, a uniformly maintained, readily retrievable

record such as a medication record or patient profile.

(2) In the storage memory of an electronic data pro-

cessing system if such board approved system is used

in the pharmacy.

(c) The following prescription information shall be
retrievable by using or entering the serial number of the
prescription:

(1) The name (and strength if applicable) and dosage

form of the controlled substance.

(2) The date on which the prescription was written or

phoned and reduced to writing by the pharmacist.

(3) The date of original filling and the date or dates of

all refills.

(4) A notation or notations for the original filling and

each and every subsequent refilling sufficient to

856 IAC 2-6-14

identify the dispensing pharmacist.

(5) The total number of refills originally authorized

and remaining for each individual prescription.

If the pharmacist does nothing more than date and initial
the prescription to indicate a refill has been dispensed,
the pharmacist shall be deemed to have dispensed arefill
for the full face amount (that isthe originally prescribed
amount) of the prescription.

(d) Additional refills for prescriptions for controlled
substanceslisted in Schedule 111 (I1C 35-48-2-8), Sched-
uleV (IC 35-48-2-10), or Schedule V (IC 35-48-2-12)
may be added to the original prescription on an oral
authorization transmitted to the pharmacist by the origi-
nal prescribing practitioner providing the following
conditions are met:

(1) The total quantity authorized does not exceed the

origina face amount of the prescription and five (5)

total refills, and none of the refills is for more dose

unitsor alarger quantity than the original face amount
of the prescription.

(2) No dispensing takes place pursuant to the original

prescription more than six (6) months after the date of

the original issue of the prescription.

(3) The pharmacist receiving the oral authorization

recordsthat authorization onthereverse of theoriginal

prescription, or in areadily retrievable record, and the
following information:
(A) The date of the authorization.
(B) The number of the dose units or quantity autho-
rized.
(C) The number of additional refills authorized.
(D) Theinitials of the pharmacist receiving the oral
authorization.

(e) The prescribing practitioner must execute a new
and separate prescription for any additional quantities
beyond the five (5) refill, six (6) month limitation.
(Indiana Board of Pharmacy; Reg 28, Ch VI, Sec 6.22;
filed Jul 9, 1974, 9:29 a.m.: Unpublished; filed May 20,
1988, 9:30 a.m.: 11 IR 3564; filed Jul 5, 1995, 10:00
am.: 18 IR 2783; readopted filed Nov 14, 2001, 2:45
p.m.: 25 1R 1341)

856 |AC 2-6-14 Schedules 111, 1V and V controlled
substances; partial filling of pre-

scriptions
Authority: IC 35-48-3-1
Affected: |C 35-48-3-9

Sec. 14. The partia filling of a prescription for a
controlled substance listed in Schedule 111, 1V, or V in
the Controlled Substance Act, IC 35-48 as amended is
permissible, provided that:

(a) each partid filling is recorded in the same manner
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asarefilling,

(b) thetotal quantity dispensed pursuant to an individ-

ua prescription including the original and all subse-

quent partial refills does not exceed the total quantity

prescribed, and

(c) no dispensing occursmorethan six (6) months after

the date on which the prescription was issued.
(Indiana Board of Pharmacy; Reg 28, Ch VI, Sec 6.23;
filed Jul 9, 1974, 9:29 am: Unpublished; filed May 20,
1988, 9:30 am: 11 IR 3565; readopted filed Nov 14,
2001, 2:45 p.m.: 25 R 1341)

856 | AC 2-6-15 ScheduleslI1 and IV controlled sub-
stances; label infor mation; excep-

tions
Authority: IC 35-48-3-1
Affected: |1C 35-48-3-9

Sec. 15. Labeling of substances. (a) The pharmacist
filling a prescription for a controlled substance listed in
Schedule 11 or 1V [856 IAC 2-2-4 or 856 IAC 2-2-5]
shall affix to the package alabel showing the pharmacy
name and address, the serial number and date of initial
filling, the name of the patient, the name of the practitio-
ner issuing the prescription, and directions for use and
cautionary statement, “ Federal Law prohibitsthetransfer
of this drug to any person other than the patient for
whom it was prescribed”, and other if any, contained in
such prescription as required by law.

(b) The requirements of paragraph (a) of this section
do not apply when a controlled substance listed in
Schedule 11 or IV [856 IAC 2-2-4 or 856 IAC 2-2-5] is
prescribed for administration to an ultimate user who is
institutionalized: Provided, That:

(1) Not morethan a34-day supply or 100 dosage units,

whichever isless, of the controlled substancelisted in

Schedule 11 or 1V [856 IAC 2-2-4 or 856 |AC 2-2-5]

is dispensed at one time;

(2) The controlled substance listed in schedule 111 or

IV [856 IAC 2-2-4 or 856 |IAC 2-2-5] is not in the

possession of the ultimate user prior to administration;

(3) The institution maintains appropriate safeguards

and records, the proper administration, control, dis-

pensing, and storage of the controlled substance listed

in Schedule 11 or 1V [856 |AC 2-2-4 or 856 |AC 2-2-

5]; and

(4) The system employed by the pharmacist in filling

a prescription is adequate to identify the supplier, the

product and the patient, and to set forth the directions

for use and cautionary statements, if any, contained in
the prescription or required by law.
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.24;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
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Nov 14, 2001, 2:45 p.m.: 251R 1341)

856 | AC 2-6-16 Schedules! |l and 1V controlled sub-

stances; retention of prescriptions
Authority: IC 35-48-3-1
Affected: |C 35-48-3-9

Sec. 16. Filing prescriptions. All prescriptions for
controlled substanceslisted in Schedulesl il and 1V [856
IAC 2-2-4 or 856 | AC 2-2-5] shall be kept in accordance
with section 4.01 [856 IAC 2-4-1] of these regulations.
(Indiana Board of Pharmacy; Reg 28,Ch VI,Sec 6.25;
filed Jul 9, 1974, 9:29 am: Unpublished; readopted filed
Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

856 |AC 2-6-17 Schedule V controlled substances;
prescription requirements; refill-
ing; exceptions

Authority: |C 35-48-3-1
Affected: |C 35-48-3-9

Sec. 17. Requirement of prescription. (a) A pharmacist
may dispenseacontrolled substancelisted in ScheduleVV
[856 IAC 2-2-6] pursuant to a prescription as required
for controlled substances listed in Schedules I11 and IV
[856 IAC 2-2-4 and 856 | AC 2-2-5] in section 6.21[ 856
IAC 2-6-12]. A prescription for a controlled substance
listed in Schedule V [856 IAC 2-2-6] may be refilled
only asexpressly authorized by theprescribing individua
practitioner on the prescription; if no such authorization
is given, the prescription may not be refilled. A pharma-
cist dispensing such substance pursuant to aprescription
shall label the substance in accordance with section 6.24
[856 IAC 2-6-15] and file the prescription in accordance
with section 6.25 [856 |AC 2-6-16].

(b) An individua practitioner may administer or
dispenseacontrolled substancelistedin ScheduleV [ 856
IAC 2-2-6] in the course of his professional practice
without a prescription, subject to section 6.24 [856 |AC
2-6-15].

(©) An institutional practitioner may administer or
dispense directly (but not prescribe) a controlled sub-
stance listed in Schedule V [856 |AC 2-2-6] only pursu-
ant to a written prescription signed by the prescribing
individual practitioner, or pursuant toan oral prescription
made by a prescribing individual practitioner and
promptly reduced to writing by the pharmacist (contain-
ing all information required in section 6.04 [856 | AC 2-
6-4] except for thesignature of theprescribingindividual
practitioner), or pursuant to an order for medication made
by an individua practitioner which is dispensed for
immediate administration to the ultimate user, subject to
section 6.24 [856 IAC 2-6-15]. (Indiana Board of
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Pharmacy; Reg 28,Ch VI,Sec 6.31; filed Jul 9, 1974,
9:29 am: Unpublished; readopted filed Nov 14, 2001,
2:45p.m.: 251R 1341)

856 IAC 2-6-18 Dispensing without prescription;

delivery of devices
Authority: IC 35-48-3-1
Affected: |C 35-48-3-9

Sec. 18. (a) A controlled substance listed in Schedule
V inthe Controlled Substance Act, 1C 35-48 which does
not require aprescription under federal, state or local law
or adeviceknown asahypodermic syringe and/or needle
for human use may be dispensed by a pharmaci st without
a prescription to a purchaser at retail, provided that:

(1) such dispensing is made only by a pharmacist and
not by a non-pharmacist employee even if under the
direct supervision of a pharmacist (although after the
pharmacist has fulfilled his professional and legal
responsibilitiesset forthin his[sic.] section, theactual
cash, credit transaction, or delivery may be completed
by a non-pharmacist);

(2) no more than:

(i) 240 cc. (8 ounces) or 48 dosage units of any
substance containing opium;

(if) 120 cc. (4 ounces) or 24 dosage units of any
other substance nor more than 48 dosage units may
be dispensed at retail to the same purchaser in any
given 48-hour period;

(3) the purchaser is at |east eighteen (18) years of age.

However, if the item being purchased is a device

known as a hypodermic syringe and/or needle for

human use, the age restriction shall not apply;

(4) the pharmacist requires every purchaser of a

controlled substanceor device asdescribedin 856 |AC

2-6-18(a) not known to the pharmacist to furnish
suitable identification (including proof of age where
appropriate); and

(5) separate bound record books for dispensing of:

(i) controlled substances; and
(i1) devices under this section;
are maintained by the pharmacist. These books shall
contain the name and address of the purchaser, the
name and quantity of controlled substance or devices
purchased, the date of each purchase, and the name or
initials of the pharmacist who dispensed the substance
or devices to the purchaser these books shall be
maintained in accordance with the recordkeeping

requirements of 856 IAC 2-4-1.

(b) Delivery of devices, as described above, to inpa
tients of institutions is exempt from this section.

(c) The delivery of a device known as a hypodermic
syringe-needle other than by a pharmacist in alicensed

856 IAC 3-2-1

pharmacy or alicensed practitioner in hislawful place of
practiceisprohibited. (Indiana Board of Pharmacy; Reg
28, Ch VI, Sec 6.32; filed Jul 9, 1974, 9:29 am: Unpub-
lished; filed May 20, 1988, 9:30 am: 11 IR 3565;
readopted filed Nov 14, 2001, 2:45 p.m.: 25 IR 1341)

ARTICLE 3. WHOLESALE LEGEND DRUGS
Rulel. Definitions
Rule 2. Licensing and Operational Requirements

Rule 1. Definitions
856 IAC 3-1-1 Definitions

856 IAC 3-1-1 Definitions
Authority: IC 25-26-14-13
Affected: |1C 25-26-14

Sec. 1. All terms which are defined in 1C 25-26-14
shall have the same meanings as they are so defined
when used in this article. (Indiana Board of Pharmacy;
856 IAC 3-1-1; filed Jun 26, 1992, 5:00 p.m.: 15 IR
2460; readopted filed Jun 12, 2001, 2:17 p.m.; 24 IR
3823)

Rule 2. Licensing and Oper ational Requirements

856 IAC 3-2-1  Personsrequired to register

856 IAC3-2-2  Fees

856 IAC 3-2-3  Application forms; renewal forms

856 IAC 3-2-4  Inspection and review of application

856 IAC 3-2-5  Wholesale drug distributor license

856 |AC 3-2-6 Termination of licensure; transfer of license
856 IAC 3-2-7  Reciprocity

8561AC3-2-8 Minimumconditionsfor licensure, renewal,

and operations

856 IAC 3-2-1 Personsrequired toregister
Authority: |C 25-26-14-13
Affected: |C 25-26-14

Sec. 1. () Every person who engages in wholesale
drug distribution is required to obtain a wholesale drug
distributor license as required by IC 25-26-14. Only
persons actually engaged in such activities are required
to obtain alicense; related or affiliated persons who are
not engaged in such activities are not required to be
licensed. For example, a stockholder or parent corpora-
tion of a corporation distributing legend drugs is not
required to obtain alicense.

(b) A separate license is required for each facility
directly or indirectly owned or operated by the same
person in Indiana.

(c) For the purpose of enforcement of the licensing
requirement, “facility” meansone (1) building or two (2)
or more buildings in close geographic proximity to each
other, such as a campus. A facility shall beidentified by
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the wholesale drug distributor as constituting a single
business operation. (Indiana Board of Pharmacy; 856
IAC 3-2-1; filed Jun 26, 1992, 5:00 p.m.: 15 IR 2460;
readopted filed Jun 12, 2001, 2: 17 p.m.: 24 IR 3823)

856 IAC 3-2-2 Fees
Authority: IC 25-26-14-13
Affected: IC 25-26-14-14

Sec. 2. (a) The feefor original licensure and biennial
renewa shall be one hundred dollars ($100) for in-state
applicants. The fee for origina licensure and biennial
renewa shall be one hundred dollars ($100) for out-of-
state applicants.

(b) Licensure fees shall be paid at the time when the
application for licensure or renewd of a license is filed.
(Indiana Board of Pharmacy; 856 |AC 3-2-2; filed Jun 26,
1992, 5:00p.m.: 151R2461; erratafiled Aug 24,1992, 9:00
am.: 16 IR 66; filed Jun 6, 1996, 9:00 am.: 19 IR 3107;
readopted filed Oct 17, 2001, 3:30 p.m.; 251R 941)

856 IAC 3-2-3 Application forms; renewal forms
Authority: IC 25-26-14-13
Affected: |C 25-26-14-14

Sec. 3. (a) Applicationsfor licensure may be obtained
by writing to the Indiana Board of Pharmacy, Health
Professions Bureau, 402 West Washington Street, Room
041, Indianapolis, Indiana 46204.

(b) Wholesale drug distributor licenses shall expireon
September 30th of each even-numbered year. Applica-
tionsfor renewal shall bemailed tothelicensee. (Indiana
Board of Pharmacy; 856 IAC 3-2-3; filed Jun 26, 1992,
5:00 p.m.: 15 IR 2461; errata filed Aug 24, 1992, 9:00
a.m.: 16 IR66; readopted filed Jun 12, 2001, 2:17 p.m.:
24 1R 3823)

8561 AC 3-2-4 Inspectionandreview of application
Authority: |C 25-26-14-13
Affected: |C 25-26-14-17; I C 25-26-14-19

Sec. 4. The board may inspect, or cause to be in-
spected, the establishment of an applicant or licensee
pursuant to IC 25-26-14-19. The board shall review the
applicationfor licensureand other information regarding
an applicant to determine whether the applicable stan-
dards of 1C 25-26-14-17 have been met by the applicant.
(Indiana Board of Pharmacy; 856 IAC 3-2-4; filed Jun
26,1992, 5:00 p.m.: 15 R 2461; readopted filed Jun 12,
2001, 2:17 p.m.: 24 IR 3823)

856 IAC 3-2-5 Wholesaledrug distributor license
Authority: IC 25-26-14-13
Affected: |C 25-26-14
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Sec. 5. () The board shall issue a wholesale drug
distributor licenseto applicantsthat qualify under I C 25-
26-14.

(b) Thewholesaledrugdistributor licenseshall contain
the name, address, and license number of the licensee,
the amount of fee paid, and the expiration date of the
license. The licensee shall maintain the wholesale drug
distributor license in a readily retrievable manner and
shall permit inspection of the license by any official,
agent, or employee of the board. (Indiana Board of
Pharmacy; 856 |AC 3-2-5; filed Jun 26, 1992, 5:00 p.m.:
15 IR 2461, readopted filed Jun 12, 2001, 2:17 p.m.: 24
IR 3823)

856 |AC 3-2-6 Termination of licensure; transfer

of license
Authority: IC 25-26-14-13
Affected: |1C 25-26-14-14; | C 25-26-14-15

Sec. 6. (a) Thelicense of any person shall terminateif
and when such person diesor ceaseslegal existence. Any
licensee who ceases legal existence or discontinues
business shall notify the board within ten (10) days of
such fact in writing.

(b) Nolicense or any authority conferred thereby shall
be assigned or otherwise transferred except to the extent
allowed by IC 25-26-14-15, and then only pursuant to the
written consent of the board. (Indiana Board of Phar-
macy; 856 |AC 3-2-6; filed Jun 26, 1992, 5:00 p.m.: 15
IR 2461; readopted filed Jun 12, 2001, 2:17 p.m.: 24 IR
3823)

856 IAC 3-2-7 Reciprocity
Authority: IC 25-26-14-13
Affected: |C 25-26-14-14

Sec. 7. (a) An out-of -state wholesale drug distributor
may obtain a license on the basis of reciprocity after
payment of thelicensurefee provided in section 2 of this
rule and upon a demonstration to the board that the
distributor qualifies under 1C 25-26-14-14(f).

(b) A person who possesses one (1) or morewholesale
drug distributor licenses for facilities located in Indiana
shall not be required to obtain a license for facilities
located outside of Indiana. (Indiana Board of Pharmacy;
856 IAC 3-2-7; filed Jun 26, 1992, 5:00 p.m.; 15 IR
2461; readopted filed Jun 12, 2001, 2:17 p.m.; 24 IR
3823)

856 IAC 3-2-8 Minimum conditionsfor licensure,
renewal, and operations
Authority: IC 25-26-14-13
Affected: |C 25-26-14-17
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Sec. 8. Asacondition for receipt, renewal, and reten-
tion of alicense, the following minimum requirements
for the storage and handling of legend drugs, and for
establishment and maintenance of legend drug distribu-
tion records, by wholesale drug distributors, their offi-
cers, agents, representatives, and employees are pro-

alarm or comparable intrusion detection system
which will disclose attempts at unauthorized entry
during hours when the facility is closed.

(v) Theoutside perimeter of thesefacilitiesshall be
illuminated to a degree sufficient to disclose the
presence of an unauthorized person or vehicle

vided: adjacent to the exterior surfaces of the building

() All facilities at which legend drugs are stored,
warehoused, handled, held, offered, marketed, or
displayed shall:
(A) be of suitable size and construction to facilitate
cleaning maintenance and proper operations;
(B) have storage areas designed to provide sufficient
lighting, ventilation, temperature, humidity control,
sanitation, working space, equipment, and security
measures to assure saf e and secure operation of the
installation;
(C) have a quarantine area for storage of legend
drugs that are outdated, damaged, deteriorated,
misbranded, or adulterated or that are in outer or
secondary sealed containers that have been opened;
(D) be maintained in a clean and orderly condition;
and
(E) be free from infestation by insects, rodents,
birds, or vermin of any kind.
(2) Provide security asfollows:
(A) All facilities used for wholesale drug distribu-
tion shall be securefrom unauthorized entry. To this
end, licensees who handle and store controlled
substanceslistedin Schedulell, Schedulelll, Sched-
uleV, and Schedule V shall assure that their facili-
tiesmeet therequirementsof 856 IAC 2. In addition,
facilitieswhichhandleor storecontrolled substances
also shall meet the requirements of item (v). All
other licensees shall meet the following require-
ments:
(i) Nonscheduled legend drugs shall, at a mini-
mum, be stored in a building of substantial con-
struction, with walls, roof, doors, and windows
made or covered by materials which render unau-
thorized access difficult.
(i) All doors providing access to such buildings
shall, at a minimum, be constructed of a heavy
wooden core covered by a steel plate or jacket on
their outer surface, or be of equivalent construc-
tion. Primary access doors shall be equipped with
afive (5) pintumbler dead bolt lock at aminimum.
Secondary access doors may be secured from the
inside by means of acrossbar during periods when
the facility is not in operation.
(iii) All ground floor windows shall be equipped
with window locks.
(iv) Facility security systemsshall includeacentral

during hours of darkness.
(vi) Licensees of thesefacilities shall establish and
practice measures of personnel control which will
assure that only those persons authorized by the
management shall have access to areas of the
facility whereinlegend drugsarehandled or stored.
In addition, procedures also shall be followed
which control theaccessof personnel authorizedto
enter the facility on atemporary basis to perform
necessary maintenance or for other useful pur-
poses.
(vii) Whenever practicable, facilities shall be
protected, additionally, by arrangement with local
law enforcement agencies or central guard forces
for employment of a quick reaction force in event
of forcible entry or other occurrences beyond
facility control.
(viii) Thesecurity systemal so shall provide protec-
tion against theft or diversion which is facilitated
or hidden by tampering with computer systems or
electronic records used by licensee.
(B) Facilitieswhichinclude administrativeofficesin
the same building wherein drugs are handled or
stored are not required to comply with the require-
ments under clause (A)(i), (A)(ii), or (A)(iii) for the
office portion of the building; provided, that any
door or window connecting the offices with the
storage areas of the building meets the requirements
of clause (A)(i), (A)(ii), or (A)(iii).
(3) All legend drugs shall be stored at temperatures
and under conditions in accordance with manufactur-
ers requirements, if any, in thelabeling of such drugs:
(A) if no storage requirements are established for a
legend drug, the drug may be held at a temperature
maintained thermostatically between fifty-nine
degrees Fahrenheit (59°F) and eighty-six degrees
Fahrenheit (86°F) to help ensure that its identity,
strength, quality, and purity are not adversely af-
fected;
(B) appropriate manual, electro-mechanical, or
electronic temperature and humidity recording
equipment, devices, and logs shall be utilized to
document proper storage of legend drugs; and
(C) the record keeping requirements under subdivi-
sion (6) shall be followed for al incoming and
outgoing legend drugs.
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(4) Examination of materias shall be as follows:
(A) Upon receipt, each outside shipping container
shall bevisually examined for identity and to prevent
the acceptance of contaminated legend drugs or
legend drugsthat are otherwiseunfit for distribution.
Thisexamination shall be adequateto reveal damage
or tampering that woul d suggest possi ble contamina-
tion or other damage to the contents.
(B) Each outgoing shipment shall be carefully
inspected for identity of the legend drug products
and to ensurethat thereisno delivery of legend drug
products that have been damaged in storage or held
under improper conditions.
(C) Therecord keeping requirements under subdivi-
sion (6) shall be followed for al incoming and
outgoing legend drugs.

(5) Returned, damaged, and outdated prescription

drugs shall be handled as follows:
(A) Prescription drugs that are outdated, damaged,
deteriorated, mishbranded, or adulterated shall beheld
in a quarantine area and physically separated from
other legend drugs until they are destroyed or re-
turned to their manufacturer or other agency of
origin.
(B) Any legend drugs which have sealed outer or
secondary containers that have been opened or used
shall be identified as such and shall be quarantined
and physically separated from other legend drugs
until they are either destroyed or returned to the
supplier.
(C) If the conditions or circumstances under which
a legend drug has been returned cast doubt on the
drug's safety, identity, strength, quality, or purity,
thenthedrug shall beproperly destroyed, or returned
to the supplier, unless examination, testing, or other
investigation proves that the drug meets appropriate
standards of safety, identity, strength, quality, and
purity. In determining whether or not circumstances
under which adrug has been returned cast doubt on
thedrug'ssafety, identity, strength, quality, or purity,
thewholesaledrug distributor shall consider, among
other things, the conditionsunder whichthedrug has
been held, stored, or shipped before or during its
return and the condition of the drug and its con-
tainer, carton, or labeling, as a result of storage or
shipping.
(D) The record keeping requirementsin subdivision
(6) shal be followed for all outdated, damaged,
deteriorated, misbranded, or adulterated legend
drugs.

(6) Record keeping shall be as follows:
(A) Wholesale drug distributors shall establish and
maintain inventories and records of all transactions
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regarding the recei pt and distribution or other dispo-
sition of legend drugs. At a minimum, these records
shall include the following information:
() Thesourceof thedrugs, including the nameand
principal address and telephone number of the
seller or transferor, and the address of the location
from which the drugs were shipped.
(i) Theidentity and quantity of the drugsreceived,
distributed, or disposed of .
(iii) The dates of receipt and distribution or other
disposition of the drugs.
(iv) The identity, principal address, and telephone
number of recipients of the drugs.
(B) Inventories and records shall be made available
for inspection and photocopying by authorized
federal, state, or local law enforcement agency
officials, including the board or its agents for a
period of two (2) years following disposition of the
drugs.
(C) Records described in this section which are kept
at the inspection site, or which can be retrieved
immediately by computer or other el ectronic means,
shall be made available for authorized inspection
during the retention period. Records kept at acentral
location apart from the inspection site and not
electronically retrievable shall be made availablefor
inspection within two (2) working days of arequest
by an authorized official of afedera, state, or local
law enforcement agency, including the board or its
agents.
(7) Wholesale drug distributors shall establish, main-
tain, and adhere to written policies and procedures,
which shall be followed for the receipt, security,
storage, inventory, and distribution of legend drugs,
including policies and procedures for identifying,
recording, and reporting losses or thefts and for
correcting all errors and inaccuracies in inventories.
Wholesale drug distributors shall include in their
written policies and procedures the following:
(A) A procedure whereby the oldest approved stock
of a legend drug product is distributed first. The
procedure may permit deviation from this require-
ment, if such deviation istemporary and necessary.
(B) A procedure to befollowed for handling recalls
and withdrawals of legend drugs. Such procedures
shall be adequate to deal with recalls and withdraw-
alsdueto:
(i) any action initiated at the request of the Food
and Drug Administration or other federa, state, or
local law enforcement or other government agency,
including the board,;
(i) any voluntary action by the manufacturer to
remove defective or potentially defective drugs
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from the market; or
(ii1) any action undertaken to promote public health
and saf ety by replacement of existing merchandise
with an improved product or new package design.
(C) A procedure to ensure that their facility is
prepared to react to crises caused by natural disasters
or catastrophic events in a manner which will limit
losses through looting, theft, or burglary as much as
possible under circumstances existing at the time.
(D) A procedure to ensure that any outdated legend
drugs will be segregated from other drugs and either
returned to the manufacturer or destroyed. This
procedureshall providefor written documentation of
the disposition of the outdated legend drugs. This
documentation shall be maintained for two (2) years
after disposition of the outdated drugs concerned.
(E) A procedureto befollowed ininstanceswherein
thefts or losses of legend drugs are established,
which will assure complete reporting of theincident
to the board, within ten (10) days of when it is
established, and to other law enforcement agencies
asrequired by law.
(8) Wholesale drug distributors shall establish and
maintain lists of officers, directors, managers, and
other persons in charge of wholesale drug reception,
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storage, handling, and distribution including adescrip-
tion of their duties and a summary of their qualifica-
tions.
(9) Wholesale drug distributors shall operate in com-
pliance with applicable federal, state, and local laws
and regulations. To thisend, distributors shall:
(A) permit the board or its agents and authorized
federal, state, and local law enforcement officialsto
enter and inspect their premises and delivery vehi-
cles, and to audit their records and written operating
procedures to the extent authorized by law; and
(B) wholesale drug distributors who dea in con-
trolled substances shall register with the Indiana
controlled substance advisory committee and with
the Drug Enforcement Administration and shall
comply with all applicable federal, state, and local
laws and regulations.
(10) Whol esal e drug distributors shall be subject tothe
provisions of any applicable federal, state, or local
laws or regulations which pertain to the reprocessing
or salvage of legend drug products.
(Indiana Board of Pharmacy; 856 IAC 3-2-8; filed Jun
26, 1992, 5:00 p.m.: 15 IR 2461; errata filed Aug 24,
1992, 9:00 a.m.: 16 IR66; readopted filed Jun 12, 2001,
2:17 p.m.: 24 IR 3823)
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