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* One more try at the Act>USC->CFR thing

Federal Agencies
Justice>DEA

CPSC
EPA
OHSA
FTC

HHS->CMS (previously HCFA)

State Agencies

® DOH

O Professional Boards
O Facility & Services Licensing

® DSHS

O MAA

® Alcohol & Substance Abuse
® Mental Health
® Pharmacy

® DOE
® HCA

Federal Agencies DEA

® Department of Justice

O Drug Enforcement Administration

® Controlled Substances Act 2 21USC13 -- DRUG
ABUSE PREVENTION AND CONTROL

® Regulations — 21CFR1300-1399

O Pharmacist Manual

http://www.deadiversion.usdoj.gov/pubs/manuals/pharm2/index.htm

CSA - DEA Regulations

Requlations & Codified CSA » USC » Subchapter |, Part C

Title 21 United States Code (USC)
Controlled Substances Act

Part C - Registration of Manufacturers, Distributors,

and Dispensers of Controlled Substances

+ Cection 621, Rules and Requletions

+ Saction 822 Persans Jecuired to Redister

+ Cection 623, Registration Requirements

+ Section 824. Denial, Revocatian, o° Suspersior of Registrat on
+ Cection 829.Labeling and Packagng

+ Section 826 Prodction Quotas for Controlled Substances
+ Section 827. Recerds and Regorts of Registrams
+ Section 826, Order Forms
+ ettion 829, Preszriptions
+ action 830, Requiaticn of Listed Chernicals and Certain Machines

Title 21-Food and Drugs

(This index contains parts 1300 to End)

CHAPTER II-DRUG ENFORCEMENT ADMINISTRATION, DEPARTMENT

OF JUSTICE

Defiritions
Registration of manfacturers, distrbutors, and disoensers of controlled
substances
Labeling and packaging for controlled substances
Quotas
Records and reports of registrants
Orders for schedule Tand T controlled substances
Prescriptions
Misc:llaneous
Schedules of controled substences
Regitration of manfacturers, distributors, importers and exporte:s of dst [
chemicals
Records and reports of isted chemeals and rertain machines
Digital certificates
Lmportation and exportaton o controlled substances
Lmportation and exportaton o precursors and essential chemicale
Retad sale of schechled listed =hemical produts
[Reserved]

mctions, practices, and procedures




Sgction 820. Prascriptions

Schodule I substances

[+ Fxeapl whsan dispansad divedcthy by s prenditiones, olfsr then s phermmaci st o snodlimels osee o confmolkcg
cubstance in cchedule Il which ic 3 prescription drug as detcrmined under the Federal Fod, Drug, and

Cosmehc Act, miay be dispenscd without the wntten prescnpbon of a prachboner, caecept that in
sililiones, s prescribed by e Seraleny by vaguldion afler consnlistion with e Allomssy Canars

Tgoncy
wanch g

may be dispensed upen oral prescription in accordance with section 503k of that Act. Prescriptions chall be
rctained in confomity with the requirements of section 827 of this Gitle. No prescription for a controlled
subslane i schsduls ey D rslilscd.

Schedule Il and IV substanoes

D)1 Weeptwhen ASpensed direeily By 3 PRACMANCE, AMer AN 3 PRAMMAE ST, 70 an IRMETE 1507, 10 controlicd

‘substance In scheduls Il or [V, which 1S 8 prascnpbon dnig as detenmined under the Fadaral Food, LUrug, and

Cosmetic Act, may he dispensed without A written or oral presciption in conforminy with section S05E{R) of thae

Art “ach prescnphons mey nof be filled or rehled more than s months atter the date thereok aor he rebilled

more han five imes atter e date of the prescnplion uniess renewed by the pracioner.

Schedule V substances

{c) Mo controfled substance in Schodule Y whichis a dug miay be distibuted or dispenscd other than for a

medica purpose.

Mon-prescnpion dnigs with abuse potcnbal

() Whenever it appears to the Aftomey Ceneral that a dnug nof considersd to be a prescription dnig uncler the

F el Food_ 1 Nk, ana ©

efie Act shollkd he S0 considered becalse of 15 abise potennal, he shall 5o
s e Sacrslary and lurrsh Lo b all svialsbls dula refovanl herelo.

(Fub L 91513, Dlle N, Sechon 300, ol 27, 1940, 84 Slal. 12600

EDITORIAL NOTES

Reafaresas in Tesd Sobwciubss 1LV ad V_refensd oin Taxl, e sel ool inssclion 312 of s lile

The Cederal Cood, Dnig, and Cosmefic Act, refemed toin subsecs /), (b), and {d), is Act.ine 25, 19
03 Far 1040, Aas amended, whick

75,

is rlassified generally o chapter 9 (secfion 301 &t seq jof Tide 7

LS A, Food and Lnsgs. Secton S030) of hat Actis clasumed to sechon 3o3{b) of Ite 21,

Effect of Scheduling on Prescriptions. Pub L. 101-647, Tite 1%, Scction 1902c), Mov. 29, 1950, 104 Stat.
A2, provaded Bial “Ary prascnplion lor angbobe slesods subgscl Lo rahl o or aller he dals ol soacdmeant

[Maw. 29, 1990] of the amandmants mada by this section [snacting sactions D02{4 1) and B12{c) Schaduls Ks)

of this tile And this note] may he refilled withons ressr ction nnder section 209(a) of the Controled Substances

ACL{21 U350, 5290)) [subsec (g} ol s sscbon).”

[Section 1903{d) of Pub L. 101-647 provided inpart that seciion 1902 and the amendments made by such
e lon shill Laks sllecl 90 dayrs aller U dale of enacimenl of Fub L 107 847, winch wess appeoved Mo, 29,

1980]

Sgction 820. Prascriptions

Schodule I substances 1306.01 Scope of part 1306.
(#1) Freapl wisn ddispansso dives by by g prenditiones . ol then 1306 02 Definihions.

cubstance in sohedule B, which ic 3 proscription dnug a5 dotomi
Cosmete Act, may be dispensed without he witicn prescnpbon 1306.03 Persons entitled to issue prescriptions
silslinnes, &5 prescribed by e Seaiery by paoulalion slsn col
may be dispensed upon oral prescrption in accondance with seo
retained in confomity with the requircmnents of section 827 of thi
subslane i schsduls ey D rslilscd.

1306.04 Purpose of issue of prescription.
1306.05 Manner of issuance of prescriptions

senodulc Il and IV substances )
1306.06 Persons enttled to fill prescniphons.
D)1 ¥neptwhen dispensed direety by @ pracmones, omer faEn

substance in scheduls Il or [V, wiich 1S 8 prascnpbon dreg as dq 1306.07 Adminish:ring or d.l.SpEl’lSi.l’lg of narcotic dIUgS

I’.“.osan?u « Act, ey be dispensed without a witten or ofal presa
e o e e s 1306 11 Recuiement o presepion
1306.12 Refilling prescriptions.
E;é[;llcééopnﬁllgé f;ubsmncc in schedule Vo which is a dnug miay by 1306.13 Partial ﬁllmg ofprescriptions.

1306.14 Labeling of substances and filling of prescnptions

{rd) Whenever it appears to the Attomey Ceneral that a dnag not e L B : + :
FCaoral 000, LI, A CoSTete ACL S0t b 50 Congider 1306.15 Promsmr_l ofprescnph_on_ nformation between retail pharmacies and central fill
pharmacies for prescriptions of Schedule II controlled substances.

s e Socrelary and lurmsh Lo B sl svalbibs dals k]

(Fub L 91513, e 0, Sechon 309, Ol 27, 1940, 84 Slal. 1261130621 qum[ﬂm:m; ofpn:scriplion_

1306.22 Refilling of prescriptions.

1306.23 Parhal filling of prescriphions.

1306.24 Labeling of substances and filing of prescriptions

Schedule V substances

Mon-prescnpion dnigs with abuse potcnbal

EDITORIAL MOTES
Rafarencas in Tes Saohmciles B qd W ralenad 1oin lax,

;I:tz: I'rejrhi.'r:— I;rg:‘# Mg, andﬂf.gs:hgﬁ: _Ac.tll mf?ﬁd toin sl;{:?
[} i AS AN I 15 CiAssines ~NEral . s a0 . .
|J_5_(_-_’_.a\_l Food and Lings. Secton 5‘UU¢D? of that ,l\c?am clazzmd1306.25 Transfer between pharmacies of prescnption information for Schedules I, IV, and
Effcct of Scheduling on Prescriptions. PubL. 101-647, Tiie X% V controlled substances for refill purposes
A2, provaded Bial “Ary prescnplon lor angbobo slemods suby 1306.26 Dis; - ithout preseription.
[Maw. 29, 1990] of the amandmants mada by this section [anact B pensmng P NP .
«of this title and this note] ray be refilled without restri ction under| .. L . . .
Al {21 L5, B8] |subessc [z ol Dns sechon].” 1306.27 Provlmor_l ofpne_s?lphon information .be.tween retail pharmacies and central fill
pharmacies for mitial and refill prescriptions of Schedule I, TV, or V controlled

substances.

[Section 1002(d) of Pub L. 101-647 provided in part that section
u sonshial Lo sllecl B0 denps aller Uis duls of snacmesnl ol H
1980 ]

Section 829, Prescriptions

iSchedule | Substances

{7} Farept when dispensed directy by A practitinoner, other than A phamaci &1, to ansimats nser, no confrolled
Substance i schadule Wik 15 8 preconpbon aneg 25 detamunad under tha Faderal ood, Lnig, and

Cocmetic Act, may be dispensad without the writien prascription of a practiionsr, sxcept that in emargancy

simations, as prescribed by he Secretany by requlan on affer consuitarion wirh the Amomey Ceneral, sach dneg

may be dispensed upan aral pi
FRIANGC 1N CONbOMmty wWith the 1
suhatance in sachecdiles ey b

Suhiadule I and IV subslances

(o) Excapl wien drspansad din
s abistsnnzes in sk Wl o 1V,

Cosmetic Act, miay be dispens
At Such presenphons may ne
nicees [hueann Drve Dnies aller i o

iSchedule Vo substances

1) Mo controlicea SUDStance in ¢
miegdicel puposs.

Mun prescnpbon diugs wilh ab
{d) Whenever it appears to the
Mederal Mood, Doy, and Cosn

#ufvise e Sacielary snd s

(Pub L 91-513, Tie B

EDITORIAL HOTES
References in Tost. Schedules

The Federsl Food, Drug, and ¢
675, 52 Stat. 1040, a5 amendc
UECA 1 ood and D ngs Se

Ltfect of Sschoduling on Hreson
ABR2_ previded e Ay prasi
[Move 78, 19807 of tha amandm

§1306.05

gzlﬂﬁﬂ.ﬂ_-s ‘Manner U[ iSSllHl’l(.'t‘- Uf pre-
scriptions.

{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, the drug name, strength,
dosage form, quantity prescribed, di-
rections for use and the name, address
and registration number of the practi-
tioner. In addition, a prescription for a
Schedule TIT, TV, or V narcotic drug ap-
proved by FDA specifically for “de
toxification treatment” or “mainte
nance Lreatment” must include the
identification number issued by the
Administrator under §1301.28(d) of this
chapter or a written notice stating
that the practitioner is acting under
the good faith exception of §1301.28(e).
Where a prescription is for gamma-hy-
droxybutvric acid, the practitioner
shall note on the face of the prescrip
tion the medical need of the patient for

21 CFR Ch. Il (4-1-07 Edition)

as well as the signature of the physi
cian.

() An official exempled [rom reg-
istration under §1301.22(c) shall include
on all prescriptions issued by him his
branch ol service or agency (e.g., "US.
Army’ or “Tublic Health Service™') and
his service identification number, in
lieu of the registration number of the
practitioner required by this section.
The service identification number [or a
Fublic Health Service employee is his
Social Security identification number.
Each prescription shall have the name
of the officer stamped. typed. or
handprinted on it, as well as Lthe signa-
ture of the officer.

[36 FE 7799, Apr. 24, 1971, as amended at 36
FR 18733, Sept. 21, 1971, Kedesignated at 38
TR 26609, Sept. 24, 1973, and amended ar 56

ot this biie and this Nate] may be refilied WINOUE Facin cion under Section 304(3) of the Contraled Substances
A (S SRR [subeses: (H) ol this ssclion]

|ssechon 1902d) of Fub L. 101-84 7 provided n par that sechon 1902 and e amendments mads by such
section shall take effect A0 days after the date of enaciment of Pub b 1012547 which was appeoved Now 29,

19907

TIR 25026, June 3, 1991: 60 TR 36641, July 14,
| 966, Mar. 24, 1997 68 TR 37410,
0 TR 294, Jan. 4, 2005 70 TR
363, June, 23, 2005]
7

Health & Human Services CMS

® HHS—>FDA, CMS, NIH, CDC, lots of
others

http://www.hhs.gov/
http://www.hhs.gov/about/orgchart.html
[Trick: use employee directory]
http://directory.psc.gov/employee.htm

® Centers for Medicare & Medicaid Services
http://www.cms.hhs.qgov/




Consumer Product Safety Commission

® 16 CFR PART 1700--POISON PREVENTION PACKAGING

Drugs, Oral Prescription PPPA 1700.14(a)(10

All Exceptions — i)-(Xx
Regulatory Summary for PPPA
Clinical Trial Letter

Drugs PPPA Lr00.14(a)(d Child Resistant Packaging Guide

controlled — Healthcare Professionals Guide
Regulatory Summary for PPPA
Clinical Trial Letter

1700.14(a)(12)

Drugs PPPA 1700.14(2)12 Child Resistant Packaging Guide

iron containing — Healthcare Professionals Guide
Regulatory Summary for PPPA
Clinical Trial Letter

Drugs PPPA 1700.14(2)(10 Child Resistant Packaging Guide

oral prescription — Healthcare Professionals Guide
Regulatory Summary for PPPA

Drugs PPPA 1700.14(a)(30 Clinical Trial Letter

over the counter — Child Resistant Packaging Guide
Healthcare Professionals Guide

http://www.cpsc.gov/businfo/dreg.html

Federal Trade Commission

® Sherman Antitrust Act, 1890; 15USC1-7

® "Every contract, combination in the form of trust or otherwise, or conspiracy, in restraint of trade or
commerce among the several States, or with foreign nations, is declared to be illegal” (see 15

® "Every person who shall monopolize, or attempt to monopolize, or combine or conspire with any
other person or persons, to monopolize any part of the trade or commerce among the several
States, or with foreign nations, shall be deemed guilty of a felony [. . . ]" (see 15 U.S.C. § 2).

® The Act put responsibility upon government attorneys and district courts to pursue and investigate
trusts, companies and organizations suspected of violating the Act.

® ... authority over OTC drug advertisements
® antitrust & competition
O i.e., pharmacists banding together to ....

®  http://www.ftc.gov/

10

http://en.wikipedia.org/wiki/Sherman_Antitrust_Act

EPA & OSHA - DOE & L&l

® Federal ® State

OEnvironmental
Protection Agency

OOccupational Safety &
Health Administration

OLabor & Industries

ODepartment of Ecology

11

WA Department of Health

® Professional Boards
http://www.doh.wa.gov/licensing.htm

® Facilities Licensing
http://www.doh.wa.gov/hsga/FSL/Default.htm

12




Department of Social & Health Services

® Health & Recovery Services Administration
O Alcohol & Substance Abuse
O Mental Health
OPharmacy

http://fortress.wa.qgov/dshs/maa/
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Department of Ecology

® http://www.ecy.wa.qov

® Quality Assurance Project Plan: Screening for Pharmaceuticals in
Wastewater Treatment Plant Effluents, Groundwater, and Surface
Water in the Sequim-Dungeness Area

http://www.ecy.wa.qgov/biblio/0403104.html|

Sheila Lockwood -- lockwood@u... http://www.ehs.washington.edu

14

Health Care Authority

® Basic Health Plan
® Uniform Medical Plan

® http://www.hca.wa.qov/

15

Questions
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Points of Emphasis

® Relationship between [act, statute, law],
agencies, and [regulations, rule]

® Federal and state agencies
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