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QUARTERLY COMPLIANCEREPORT

BIORESEARCH MONITORING PROGIWM 7348.808 -
CENTER FOR DRUG EVALUATION AND RESEARCH

OFFICE OF COMPLIANCE
DMSION OF SCIENTIFIC INVESTIGATIONS

INSPECTION UPDATE AS OF 12-31-96

I. During the period June 20, 1979 (the effective date of the Good Laboratory Practice
regulations) through December 31, 1996, u GLP inspections have been schedu.led%ythe
OffIce of Compliance, Division of Scientific Investigations.

s

1395 have been received to date

WASHOUTS(WO)

CANCELLED (C)

PENDING (HIND)

CLASSIFIED

NAI

v~*

VAI**

VAI-1

VAT-2

VAI-3 ~“

OAI

124

98

2

1171

589

16

76

29

269

131

61

VM* = Classified prior to 10/01/81
VAI** = Classified afkr 01/01/94



II. A. Of the 1171 nonclinical laboratories classi.tie~ the following percent of laboratories had:
YoOF 1171

1. No observed deficiencies 22 -
2. Only minor &ficiencies 17
3. An FDA-483 hlSfECtiOlld Observations Issued 53
4. Miscellaneous 8

B. The percent of labs &ficient in meeting one or more(*) of the mqirernents of 11 major GLP
provisions are as follows:

(*) A s@#e W- my ~ve m~tiple deficiencies which would consequently be
recorded in each respective GLP category. ----

SUBPART/CATEGORY ‘/o OF 1171

1.

2.

3.

4.

5.

6.

7.

8.

9.

REFUSALS

PERSONNELA4ANAGEME’N17STUDYDIRECTOR

QAU OPERATIONS

AMMAUTESTING FACILITIES

EQUIPMENT MAINTENANCE/CALIBRATION

SOPS

ANIMAL CARE

TEST & CONTROL ARTICLES

PROTOCOL & CONDUCT

1

30

23

9

26

36

16

18

33

10. FINAL REPORT 23

11.RECORDS 15.

These data are shown in Table 1 and is l%rtherbroken down into lab types i.e., sponsor,
contrac~ university, foreign 42government.



m. The following is a list of assignments& EIR’sclassit%xifm fiscal years beginning with the 4th

FY79
4thQtr
FY’60

FY ‘s1
thm9/30/81

FY ‘s1
Icc’6aflof
IWU81

FY’82

FY %3

m-w

FY ’85

FYa6

FY’87

W ’88

FY ’89

FY’90

FY ’91

FY’92

FY93

FY’94

FY ’95

FY’%

FY’97

g’g
o

12

6

0

6

9

2

5

7

11

21

5

7

5

5

7

7

5

4

0

c
o

9

4

1

6

2

0

1
s
2

6

4

3

1

4

6

10

27

9

3

0

#ma

ZMQGLM!2
o 6

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

0

1
1

34
49

9

59

59

81

69

82

91

73

90

61

73

90

89

67

48

21

0

~
3

45

44

2

17

20

44

19

39

47

32

46

32

39

45

37

w

30

14

0

9

5

VAW vu-l v&u-2 V&d O/u
.

.

.

.

.

-

.

.

1
3

21

26

1s

7

0

2

12

2

1

3

0

0

2

1

3

1

2

0

.

.

3

13

21

17

32

26

26

24

30

15

1s

26

1s

.1

.

.

2

15

15

16

14

14

10

14

10

4

3

7

7

.

0

0

0

2

1

~...~

1

3

8

1

3

7

11

7

6

7

0

0

0

‘mTAL 124 98 2 1171 589 16 76 29 269 131 61

VAP = Cksificdpiato10/01J81
vm* = a.akfied* 01/01/94

The significant deviations from the 11 major GLP provisions for each Fiscal Year
e- with the 4th Quarter ’79)are indicated in Tables 2 through 19 respectively.



rv. At the beginning of Fiscal Year 1988 on October 5, 1987, the Good Laboratory Practice
(GLP) regdations were significantly revised The FDA modified the requirements for the
WV Assurance hiWS (QiAU)operations. Specifically, the requirements that the QAU
inspect each phase of a study at periodic intends according to set schedules was changed.
The alterations permits the QAU to i&nti@ critical study phases and to set QA inspection
schedules so that studies can be irqected “...at intends adequate to assure the integrity of the

*.-”.

Table 20 compares the GLP noncompliance rates for the cumulative fiscal years of FY’79
through FY’87versus FY’88 through FY96.

The section “Personnel,Management, and Study Director” shows a significant increase (up
1lYo)innoncompliance. This is due to many of the cited raw data &ficiencies being
categorized as violations of part 58.33(b) under the responsibility of the study direc~oq i.e.,
“The study director shall assure that All experimental &@ including observations of
unanticipated responses of the test system are accurately recorded and verified. ”r

Because of the continuing increase in deviations cited for part 58.33, testing facility
management should make periodic assessments of the ADEQUACY and
EFFECTIVENESS of their study directofs role, duties, and responsibilities. As such testing
facility management’needs to establish adequate and detailed SOPSdescribing methods used
to make such an assessment. For example, testing facility management needs to periodically
review and assess the effkdiveness of the procedures by which they assure themselves that any
&viations Iiom the GLP regulations (as reported by the QAU) are communicated to the study
director, and that corrective actions are taken and documented. Further, the question of “How
does the study director ensure that all experimental data are accurately recorded andverifkd’?”
needs to be answered and assessed for effectiveness by the testing f~ility management.

We are convinced that too many study directors are not fidfiig their obligations as set forth
by the GLP regulations and/or by the fbcility management. Emphasis needs to be placed on
the study director as being the individual mponsible for the overall conduct of a study. That
is, he/she is responsible for the overall technical conduct of a study, as well as for the
interpretatio~ analysis, documentatio~ and qmrting of results, and represents the single point
of study control.

The field will be directed to f~us on assessing the study director’s role and determining
management’s efforts to evaluate the study director’s fimctions and responsibilities.



v. Of the ~ nonclinical laboratories classiil~ ~ labs required ecmespondence in the form
of Post Inspection (PI), Notice of Adverse Finding (MU?), Rejection of Study, or Warning
Letters.

!3 N4Z REECHQN WARNING--1 WARNING~

SPONSOR 173 34 7 1 2

CONTRACT 196 56 24 5 4

uNIvERsrlY 10 13 19 1 0
-.r.-

FOREIGN 24 1 0 0 0

.

GovE~ 3 2 1 0 0

TOTAL 406 106 51 7 6

As of January 1994, the scheme for class@ing EIRs was changed In or&r to continue
tracking letters in which nonclinical laboratory studies are being rejecte~ this ofliee will
separate our “warning” letters by reeording them as noted below

WARNING-1 = WARNING LETTER ISSUED FOR VARIOUS GLP DEVIATIONS
BUT NO STUDIES WERE REJECTED.

WARNING-2 = WARNING LETTER ISSUED AND STUDIES WERE REJECTED.

Ty Fujiwara
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Section

COER Staff Manual Guide 401 O.3*I

COER Nomenclature Control Policy

Center-wide Thesauri,
Implementation

SMG

POL

Dictionaries, and Tables

Metric System and Potency Expression
Use of Drug Name Terms
Valid Values

COER Data Elements

Drugs

Dosage Form
Drug Classification
Exclusivity Code
Indication
Ingredient Name
Patent Number
Patent Use Code
Phase 4 Commitment catego~
Phase 4 Fulfillment Category
Proprietary Name
Potency
Route of Administration
Therapeutic Equivalence Code

Gened

Application Number
Application Type
Calendar Date
Educational Level
Fiscal Year
Gender
Height
Marital Status
Pemon Family Rank
Person Given Name

DRG

C-C)RG-00201
C-DRG-OO1O1 ●

C-DRG-00801 ●

C-DRG-00601
C-DRG-00401
C-QRG-00803 ●

C-QRG-00802 ●

C-DRG-00901
C-DRG4N)902
C-DRG-00402
C-ORG-00501
C-DRG-00301
C-DRG40701

GEN

C-G EN-102O8
C-GEN-10207
c~EN40002
C-GEN-103O1
C-GEN40005
CA3EN-10209
CGEN-10212
C-GEN-102I1
C-GEN-00204
C-GEN40201



CDER DATA STANDARDS MANUAL
INDEX

Janua~ 1997

continued ....

Person Middle Name
Person Surname
Race
Sponsor/Applicant Name

Telephone Area Code

Telephone City Code

Telephone Country Code

Telephone Number, Format 1

Telephone Number, Fomnat 2
Weight

Geographic

City Name

Countries. . .
CountW Name

District Ofilce Code

State/Foreign Province
States. . .
Street Address

.

Organization

Firm Name

C-G EN-00202
C-G EN-00203
CGEN-1021O
C-G EN-102O1
C-G EN-10202
C-G EN-10206
C-G EN-10203
C-GEN-102O4
C-GEN-102O5
C-GEN-10213

GEO

C-G E040302
C-GEO-OO1O1
C-GEO-00304
C-GEO-00305
C-GEO-00303
C-GEO-00204
C-GEO-00301

ORG

C~RG-00101

● In process of CDER Nomenclature Standards Committee review.

The CDER Data Standards Manual is published by the Division of Database

Management Office of Management= tf you would like an additional copy, or if you
would like to propose an addition or modification to an existing data standard,

please contact Mr. Wdliam A. Hess, the Center Lexicographer, at HFD-93, 1901
Chapman Avenue, Rockville, MD 206S7 - (Telephone 3(I1 443-3910; Fax 301443-

1326; Internet HESS@FDACD.SSW. DHHS.GOV).
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CENK~ FOR ~RuG =VALUATiON AND RESVRCH GUIDE CDER 4010.3.1.

GENERAL OP~W7NG ?OLiC!ES. flANDING COMMIVEES

1.

2.

3.

4.

5.

NOM EN C’A7URE STANCARDS COMMI?TEE

1.

2.

3.
4.

5.
6.
7.

8.
9.

10.

Pur~
Reference
Policy
Authority

Membership

Oticem
Advisors and Consultants
Procedure
Responsibilities

Ef?e~ive Date

plJ~ogs: This guide describes current guidelines, procedures, and responsibilities for the
Nomenclature Standards Carnmittee.

3E:ERENCS StalY Manual Guide 304010.3, “Establishment of 9ureau of Orugs Information

Systems Users CommiRee. ”

PC LICY Nomenclature can:.wi is essential :0 the succ~sfu[ Operatim of individual

information systems and to assuring the carnpati”aility of numerous information systems
WIIaIn C2ER.

To achieve :his, a Center-level, ,Nomenc!ature Standards Commimee is established. This

CommiCee will estaoiisn policy (not regulato~), coordinate its implementation and will
rnonitorto assure co~, piiance with this ~licy.

AU-UORI~ me c=mmi~e~ advis~ ~he Dir~.or, Division of Dwg Information Resources

anc brecw, Office of JManaqement (OM), on all matters concerning the standards of
nomenclature in the Center by means of “the minutes of the meetings and repons generated

by the Committee. Any items requiring immediate attention are communicated by the
Chairperson diredy. The Center Lexicographer shail same as the final point of approval for
polici~ and rdndatds Peraining to nomenclature, with the concurrence and signatory
authority of the OireCor, OM.

MEM9EISPIP \

a. Committee.
s

(1) In addition to the C!!airpemon, membemhip shall be comprkd of ●t least ●ight

Center managers or ‘Aefr dtignees. Such membership is open to Center managers
and othem reiiant upon automatd data filH who have an intere5t in --ciature
szandards. Upon rquest to the C!!airpemon, membm may be *atd from other
FC!A componenu, such asthe Office of Regulato~ R~urce Management W)ce of
Reguiato~ Affairs. At least one member of the Committ= shall repr-nt ●aCh

A
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b

(2)

(3)

b.

of me following COER components: a Fleview Otvision of the Of_ficeof Drug

Evaluauon 1: the Pilot Drug Evaluation SUFf, ot a Review Division of tic office of
Drug Evaluation 11;the Division of Drug Information Resourcet, GM; Dlvls~on of

Information $yszem$ 3e$ign, OM; the Division of Management and Budget. OM;
Division of Epidemiology and Surveillance, Office of Epidemiology and Biostatistics;

Division of Drug Clua[ity Evaluation, office of Compliance; and the Oivisiofl of
Generic Drugs, OffIce of Generic Drugs. These members shall seine as a forum for
policy development pertaning to the standardization of nomenclature in the
Center.

,Membem should be Thoroughly knawledqeable about their area’s nomenclature

needs and operations and responsible fo( repre$anting the requirements of their
respemve files.

The Center Lexicographer sewes as the C..airperson and will appoint an Executive .

Secretarj.

,Mem5ers of the Subcommittee are appointed by the Chairperson with “he
recommendations af the Committee membership. They serve as the functional

complement of the Camml Cee by assisting in lhe implementation of Committee policy.

Alternate *members fcr the Commiflee are to be specificai!, designated by each member.

Cnly one alternate is ta be permi=ed for sach member anc mat perton $houic! b+

kf. cwledqeabie in the information seriice requirements cf :he!r fune.ionai area.

d. Vac3ficie5.

Conunued represencat(on from involved Csnter user areas is essential and replacement
of members are encouraged to provide continuity for the completion of ongoing
prolects.

a. The Center’s Lexicographer, Division of ‘Drug Infarmatior! Resources, holds the position
of CommiRee Clhairpefson. The Committee Chairperson ap~ints the CfsaifperlOn(s) of
the Subcstnmi~cds) and is r=ponsible for arranging tie time, place. agenda, and
minutes of the meetings. The Center Lexicographer aIsa represen~ the Center at
Agency level activiti- on terminology standardization issues as a member of the
Informauon Management Council Data Standards SubcornmiKtee.

b. The Commi~ee C??airpersonappdnts the Executive %cretari~ of b@h ‘he Commirtee

and Suocammlr.eets).

7. ACSV15CRS AND CONSUL-ANTS. Advisors and cansuitants may serve on the Committee and
5uDcamm~Cee(d ●t “h~ dlscreuon of the full CommitteQ tIJ sewe as ● r~urce in resolving
issuef :Rat are beyond the %ope of ~~e membership.
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.

8. PROCEDURES

a. Cornmirtee meeungs shall be open to all interested Acjency personnel.

b. The Committee and Subcommittee(s) will meet as needed for the purposa of policy and

go.ai development.

c. Membership of the Commin- and Subcommimee{$) is dependent upon the projector

mission the Commirtee is undefiaking at the time. Therefore, mem~rship may change
as missions are comple~ed and new ones are initiated.

d. Repom will be pt?pared and distributed describing the intentions, methods, and plans
of “he Commirtee as well as the membership’s consenting and dissenting viewpoints on

salient issues and policy. The reports will be used to gain concurrence by ‘~e
membership and Oire~.or, OM on issues and policy.

9. RES?CNSi3(L!-lES.

a. The Chairperson will establish Subcammit:ees Or ad hoc CommiP.ees, as lmay be

required, to addr~$ $pec{fic nomenclature development andor implementation issues.

b. The Cammlttee will review all rnacual and automated di~ionaci~ curremfy avaiiable in

the <enter: develop po/Ic’j and guidelines for the preparation of new lncmenc!ature

dic::cnaries which are campat:bie with all Center data files; and make remmmendations
recjardinq nomenclature s:andarcization within the Center. The Cammi~ee serves as

the amitration body in the maintenance of existing nome~.clature :abies in order to

ensure cwnpatibili:y, consistency, and quality of all terminology. The DirecUar of OM,
Direcw of me Division of 3rug Information Resources and the Direr. orof+fie Division

of information Systems Design will serve as an appeals board, to whicn appeais may be
sougrlt frem decisions of :ne Cornmir.ae.

10. g;z:,~!vg!J~-~This guide is effee.:ve upon receipt.

CT ma sl.l(oul~all -cl 3



CDER Policy:
.

CENTER- WIDE 77+ESA URI. DICTIONARIES. AND TAOIES. It is in the Canter’s inttwest to
make ail Canm- wide th%eauri; dictionaries. and tables available to all raviewe?s, managem,

and consume? safety oft%ers on a quary-oniy basis. This wiil be achieved by aiio wing

these indkiduais access through the COl-liS main menu under the ‘SPECIALIZE USERS
seiection. This policy is effective imrnediateiy.

CDER Approvai Date: September 14, 1993.

.



CDER Policy: .

IMPLEMENT A TIOIV OF WEI? DATA STANDARDS. All systms in operation at the time of

adopb-on of a data standard must incorporate the standard during the next major system
modification or as thweeds of the Canter dictate, whichever occurs first

CDER Approval Date: November 5, 1991.
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CDER Policy:

M~RIC S YSTEIU AND PO 7ENCY EXPRESSION. Whenever possiWe, CDER should use the

meti”c system to express potent y. Potencies of Ip or less should be expressed as the

next lowest value (e.g.-XZO 1 GM
should be expressed as the next

C12ER Approval Date: June 74,

would become 10 MG), and potencies of 1(% or greater

highest value [e.g., 1000 MG would become 7 GM).

1994.

,



CDER PoJicy:

Policv for Use of Oru q Name Terms. Appropriate terms shall be used when referring to the

different types of drug names, as defined beio w. This includes, but is not limited to, the

men tion of these terms in the Code of Federal Regula ti”ons. databases, outgoing

correspondence, and on the In ternetllntrane t. Of particular concern is the improper usage of

the term “Trade Name” where the term ‘Proprietary Name” is ofien meant.

Term Definitions:

Brand Name: (See Proprietary Name) A word. name, symbol, etc., especially one legally

registered as a trademark, used by a manufacturer to identify its products distincti-veiy from

others of the same type.

Chemical Name: The name generated using the nomenclature conventions of the International

Union of Pure and Applied Chemistry (IUPA C). Several correct names ma y be formulated using

these rules but ordinarily the accepted chemical name wiil be the name listed b y the Chemical

Abstracts Service (CAS) and is conveniently located in the USAN dictionary.

Compendia Name: The name of an article for which a monograph is provided in an ot%ial

compendia (e. g., United States Pharmacopoeia. National FormulaW, or Homeopathic

Pharmacopoeia) recognized by the Food, Drug. and Cosmetic Act. An artkle maybe an oh7ciai

substance or ofticial preparation.

Drug: As defined under the Federai Food, Drug, and Cosmetic Act. as amended (section
20 I (g)), applies to both drug substances and drug products.

Established Name: The dewgnated FDA Official name, the Compendia/name, the USAN Councii
name or the common or usual name (section 502(e)(3) of the Act and 21 CFR 299.4).
Ordinarily, the established name of a drug will be the compendia name. However, FDA may
designate an established name in cases where a monograph does not exist.

Generic Name: An oft7cia1 or unoft7cia/ designation by which a drug is commonly available,
unpro tec ted by a trademark.

INN Name: The Intemao”onal Nonpropn”etary Name designated by the Worid Health Organization
(WHO). Usually the USAN and INN name are identical. WHO oniy assigns names to active

drug moieties.

Nonproprietary Name: A name unprotected by trademark rights that is entirely in the pubiic
domain. It ma y be used without restriction by the pubiic at large, both lay and professional.

Oficiai: The word “oh7ciaf” as used in the United States Pharmacopoeia. is synonymous with
‘“Pharmaco~eiai”, with “USP”, and with ‘compendia. -



Off7cial Name: The name dea”gnated under the p~ovisions of section 508(a) of the Federal Food,

Orug. and Cosmetic Act.

OMcial Preparation: A drug product, a nutritional supplement or a finished device.

OMcia/ Substance: An active drug entity, a recognized nutn”ent. or a pharmaceutics ingredient
for which the USP monograph title includes no indicau”on of the nature of the finished form.

Propn”etary Name: The exclusive name of a drug substance or drug product owned by a

company under trademark law regardless of registration status with the PTO.

Trademark: The words, names, sfogans, pictures or s ymbois that are used to identify the

source of a pa~”cular compan y’s drug or techno~ogy.

Tradename: The words, names, slogans, pictures or symbols that are used to identify a

company. In common usage, tradename is oflen used inappropn>taIy for brand name and

trademark.

USAN Name: The Official nonproprietary name published in the USP Dic~am of US AN and

titemahnal Drua Name @ by the United States Adopted names Council.

CDER Approval Date: November 8, 7996.
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COER Policy:
.

VALID VALUES. It is m the Gwtw’s htwest to resti”ct the munbar of sets of vaiid values

fiw twch tits tiaw<t?ya though there may be muitide sets of vafid vaiues specified in

the Fe&ml information Processhg Standards (FIPS), or at tie Agency Iavd. An example

of this is the sat of nwmwic ueiuas coexisirhg with the set of alphabetic values fw the FIPS
postal state codes {CDEU recognRas ody the alphabetic set of values in this case). When
muib-pie

sats of values exist, the selection of only one set of vtiid vaiues for the Canter will be a
function of the CDER Nomenclature Standards Cdmmhee.

CDER Approval Date: November 70. 1992.

●

*



CDER DATA STANDARDS MANUAL

FDA Data Element Ntimbet? None.

CDER Data EJement N&rnb.tif’ C-Q~G-0020 1

Data Element Name: Dosage Form.

Description. Ths mandardprovidesfor all drug dosage forms.

!30tJrCe. COMIS Reference table (which is used by the Drug Product Reference File to generate Approved Orug
Products with Therapeutic Equivalence Evaluations (aka ‘The Orange Book=)), and the Drug Regi.mrarion and Listing

Database.

Relationship.

FDA Specifications: None.

CDER Specification. Dosage Form shall consist of an alphabetic term which has a maximum length restricted

KO 240 charac~ers, with the comma and hyphen being the only puncuration permissible. Caaes representing these

dosage forms shall consist of three digits.

FDA Approved Date; None.

CDER Approved Date: April 14, 1992.

FDA Revised Date.

CDER Revised Dates<

Data VaIues.

January 12, 1993:October 11.1994:January 10, 1995; December 12, 1996;

November 8, 1996

Name Definmon Code

AEROSOL, FOAM

AEROSOL. METERED

AEROSOL A product mat is uacksgad & PMsaum *

comma rhwaoauOcaUY acdw wradiits that
● m mkasaad upon aenwdon of an *wmonata

V81W SVSMM; it u mand.d for rooical

@~tO-MU+MH*anon
inro tha msa (Ma@ auoaols). fnCuUl Iliial

aarosats), or Iungs mnswon asmsolsh

An emukawr Contammg om or mom acdw

rqrsanm auiacm-ns. ~ or nonsquaous
tictwda. and ti pro@mrx ,f tha vopcllam is m
ma mramw 1~ pmaa {i.a., of !ha OJ-

m.warw rvpa), a staols fom IS 4ksctWgad. and

if ma pmpdlant 13 m Wta ●xramal (cOnWnMUs)

phaaa lit., of ma wmar-n-d WWL ● w-w or a
qs.uck-bm4kIrq f04411IS tiiUkUI@.

An aamsol d- form cowling d rtmrarad

doss v61vW W- al!OW fOt II!o d5iivwY Of a

untform quamtw ot 301SY won ●a@ activmon.

246
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AEROSOL. POWDER

AEROSOL, SPRAY

A vroduclIhat !s gackaqea mdal pressure W!d
conmmthe fapeuhcallvacnve ‘%glOd*enlS,m !fw

‘mm of J Qowder. mat are released upon

dcrwatfon of m Jppr90rIare ,alvl system.

801

Ac! WJrosol pmauct .vhtch ,UIWZIJ5 a compramad

Jas M !ne grooellanr !0 yov)aa :na fo(c~

necessafy to exad (ha Dmauc: as a wet Stfray
SC,s applt~able 10 SOIIJfI*rU of m.ai~lnal ago”ts ,n

Jqueous solvents.

EAR. CHEWASI.E A Sol,d dasaga form usuallv m tn. form of a

rectangle ma~ M maam to M Cnawed.
347

317

S02

8EA0

EEAO, IMPLANT, EXTENOEORELEASE

A sohd dosaqe form m rho snape of a small ball.

A small srenla soitd maes conwanng of ahiohly

uurlf iad druq mended ‘of ,mDlantat!on m tho

IMdv .vhocn would allow at !east a twe. f~jd

reaucmm m dosmq frequencv 3S com~arad rO
that dtug Dresemaa as a convenCIOnal dosaqe

form.

8LOCK

CAPSULE

Soltd dosage form, usually m Iha shaoe of a

square or rectanqle.
803

600A solid dosaqe form h winch the drug is

enclosed w!thm enher a hard or SOR Soluble

comameror ‘shall- maae from a sunable form of

gelatin,

CAPSULE. COATEO A solid dosaqe form :n wniCh the drug is

enclosed wlthm either a hard Jr WIft SOl”~te

comamefor ‘shall. .!nada from a sunable form of

gelatin: addinonally. mecaosula, ~ coversclin a

dwgnated coaung.

602

CAPSULE. COATED, EXTENOEORELEASE A solid dosaqe !orm n .mhich :he d~g IS
enclosed wtttm etmef a hard <m soft solubfe

contameror ‘si-etl. mace froma su!table form of

geiatm; additionally, ?Recaosuleis covered In a

tiestqnated coating. ana WMch releases a drug

for druqsl h such a manner :0 MOW at lee.w a

Two-fold reducwm n Jasm-q frequency as

Compamd ro rhar drug {or Cmgsl presemed ss a

conventional dosage farm.

611

CAPSULE. COATEO PELLETS A solid dosage 5x’m n .unicfl me dmg is

enclosed wittvn eltner a hard or soft soluble

con famsr or .sneli. ,mac-s from a sunable form of

getar!n: rhe drug ,tselt ~s in me !orm of granules
!0 wh!ch varyng amounts of coannq have been

apolled.

503

620A solid dosage form ‘n whmh the dmQ is
enclosed wlthln either a hard or soft solubla

confamw made from a sw!aah fofm at gelatin.

W7d WIVCII feleaS8S a dtuq [or druqs) ac a tlma

3ther man gromotfy after admmmratlon.

Emenc.coared afnclea we delaved release

dOsaqe IOIMS.

CAPSULE. OELAYEO RELEASE

CAPSULE. OELAYEO RELSASE PELLHS A solid dosaqe !orm n .wwcn ma dfug ,s

enclosed wtthm eathw 3 hard or %ofl soluble
contamw or ‘s fasu- msaa fmm a swsaole form of

qalaw!: tha druq ttsalf 3 m me !orcn of gfafSJ8S

TO wmcn enrenc coarmg me man aoolied. thus

astavmq reieess of ma cmg I.nfd KS oasssqe ,nro
:he ,nfeslIfws.

621

CAPSULE. EXTENOEO IIELSASE A sohd dosaq. ‘orm n wiIUh (I78 drug M

enclO$ed *uthWfmuter 3 !!arti Or soh dubh
canramer made from a Sumaoie focm of galatcn,
Jno -hicn ralesses 3 dtuq !or amgw m such a

manner TO allow 11 raest a !w+fald reduction m

loslnq Wequafiev as camoatad to mat dfug (or
,Jmqsl praaanmd JS J ccmvcmnonal dosage tonm.

610



CAPsULE, FILM COATED, EXTENOED RELEASE

CAPSULE. GEIATIN COATED

CAPSULE. UOUIO FtUEO

CEMENT

CtGARETTE

..

.

CORE. EXTENOED RELEASE

CREAM

CRYSTAL

CULTURE

DENllFRICE

A ml+d ,Iosago !orm n #r,ch :fra dmg IS

enclosed .wfnm euner a hard or soft soluble

Con fwhsr of “shell- made from a sutabla form 01

gelatin; additionally. lM capsule ,s covwtsd in a

Oestgnawd film Coating. and +dhch relaasas a

dmg (or dmgsl m sucn a ma-u-w ro atkaw at least
a two. fold reduc non (n aastog !faquccuv as

compared 10 that druq 10f dtwgs) DrdSot_)fQd as a

conventmnal dosage form.

A solid dosage form n whIcn ttu dmg IS

enClOsad .w;fl!n 9,1har a ha,d ,, soft s~bl.

Comamef made from a Suaraoie form of galattty
:hraugh a bmcfk’rg Dr-. ~ ~xla IS eoa[ad

wIrh addmonal Iavors of qelann so aa co kamr a

comolme saal.

A solid dosage form m whxh :M dmg IS

enclosed within a soluble. gelann shell WM iS
plasncued by me addmon of a polyol, ruch as

sorol!ol or glycerin, and ,s :narafom of ~

somewhat :htckef Const.stacref ‘~an lhac of a

hard shell capsule: rygtcail.f. fho active
ingredients am dissolved or susgended in a liquid

vemcfe.

A substance that serves :0 produce solid unton

between two surtaces.

A narrow mbe of cut coaacco (or other stmilar

nacerlal) anclosed n pager Snd ?estgnad for

$mokmg.

A solid dosage form bounded 3V a CIKIJISI l)aSe

and the surtaca formed 9V line segments jaminq

every 1201nr af the boundary of IM b= to a

common vemax. A coma Iusuatly contammg
annbtoticsl IS aorrnallv glaced E@ow the gmgiva

after a dental eztracnon.

An ocular system @aced in rha ?ye from which

the drug diftusas :nmugh a ,memarana at a

constant rate over a soacdiad aenod.

A semmoliddOsif.ge formcomammqone or more

dmq substances disaolvad w aiaduead in a

suItaflla base: more racentfy, me reran has bean
resrncred to products conwacrng ofOd-irI-Wale?

emulalons or aquaou murocrystaflina

Clisoersmna of tong cnam fa~ Jc!ds Or a@OllOia

that am vvatef wasnaow and mom comsadcaify

and aswtwncally acceotawe.

A naturally pmducad angular solii of dafit!ke

term m which me ulnmam w-we from which it is

outlt U9 am systemaecaifv an-anqd thav are

usuaifv 4* 5@SCed on a reqdec sgece lamca.

The praoagatmn of rmcrooqa~ or ot fivinq

:Issua s*IIs m spec, ti media corwuava to IIwir

growm.

A preoaranon comoosad of an morgemc
aoraswe,detergent.‘wrcwcmm.!xlder, and
flwcmnga~t. ,menaad TO dean and geiiah the

teeth. A darmtnce mav De emu a gaata Or a

pOwaOr, QUt flOC 3 g~i,

li12

605

606

252

253
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A combmarton 91 a $enttfrtce la oreoarationDENTIFRICE/GEL 9C6
composed of m mor.qmtc abrawva. da fergent,

numecram. rmdar, and Ilavonnqaganr. afl(ended
10 clam Jnd pol$sh rfw lee!hl. and J gal la

semmol,d system wmcn conwsm ot susgenswns

made MI of e,ther tmail ,norgamc pamcles or

large orgamc molecules mwcenetraled tiv a

I,qu,dl md wh,ch ,s used dh a ro.atfUatush for

[he purDo$a 0 f deanmg and ~oi,shtnq [ha teeth,

OtAPHRAGM 255

DISC

00 UCliE

A c!rcular Dlam.l,ke organ or muctuta. Z55

83aA hqu,d preualatlol-1, ,nlnndad for W ,mgariva

Claar!slng of tha vaqma. !ha( IS pmparad frcIm

Lmwd.ws. Iiqwd solur!ons, w ti~d CWICtIIt”tOS
and conrams ona or more CMm,@ SUOSWIUOS

dissolved in a su,taolo solvant w mUW#IIV
mtisctible solvents.

OIIESSING

EUXIR

The applicanon of vanoua mat.ml.s for
protacrmg a wound.

295

807

052

296

297

A dear. pleasantly flavored. SwWWIad
hydroalcoholic Iiqutd contammg dusolved
medlctnal agents; t IS intended for oral uao.

EMULSION 4 two-phase system in .wtich ono liquid is

dispersed throughout amthar!iqu,d in [h form

of small droplets.

ENEMA

EXTRACT

A recrat prepafat)on tor*wgwtlc. diagfmstic,

w nucrmve purposes.

A concanrrated >rapstation of vegetable or

antmal drugs ofarameo IJyremaval of the activa

Consnwenrs of me w.sosctwe Sruga with a

sunatslemenstrua. evaoomnon ot ail or neatsy ail
of :he solvent, and adjustment of the residual
masses or powdera :0 tha omscnbad srsndards.

FILM

FILM, EXITNDED RELEASE

A thin layer or coarmg. C61

310A drug deli~ swtem in the form of a film thar

releases the drug over an sxteflded gwiod in

such a way as !0 mamram tomstant drug Ievals
m the blood or target nsaue.

FILM, SOLIJ6LE

GAS

A tnm layerorcoartngmm IS suaceptdsia to

Be!ng dissolved when ,n contact w!th a Iiqwd.

C63

C64

C66

An~ elasnc aenfonn ftid m Wwcn the mOlaCU~

are seDaratad frOm one amtrw and hava fraa
pa~fm.

A semmolid svsrem consulmg of asttMr

SUSOW!.SIOIWmada uo at srnai horgarwc parncics

or Iarqa orgamc moleculas .nraroanatratad by a
I,qu,d.

GEL

GEL JELLY A ClaSSof CJatS-SWMaOkd SVStSrTIOwtuch CONISt
ofSUSO.SS-MIONmaimuoof edwr smsll ,morqanw

pamcles or large Wgsmc moiacules

,ntefpenarrared !JV a ‘iqwd-m whKh tha

srmcmfal coneranr macnx corm- a fvgh pdrtIon

of ‘tqutid. usually water.

072

GENERATOR An zppsrarus for ma +orm*nOn of vaooc or gas

~rom a Ihqwtdor sokd 3V hmt or cwmwal acnon.

ti WJIWIGENERA7CR MO WOMM ro raomactw

cOumnS trOm whtc!? r3d10fwclldeS arm omwdad.

299



GLOBULE

GRAfl

GRANULE

GRANULE. EFFERVESCENT

GRANULE. DEIAYED RELEASE

GRANULE. FOR SOLUTION

GRANULE. FOR SUSPENSION

GRANULE, FOR SUSPENSION, ~NOED RELEASE

GUM

GUM, RESIN

GUM, CHEWING

IMPLANT

INHAUNT

Also called oellers m cdules. we made al owe

sucrow, fac!os., >rotrwr polvsac. cnandas. They

.ma formed ,mo small j100u1WmaSSeS of various
q,zes, >nd airs med,c3!ed W plaCK!g rhem m a

VI.31ma sJf30g !17e :tqutd dfUQ 3Ct0nuat10fl m Ihe

propon!onnot:ess !Iunoiw o.wcem lvlwl. Alter
shakmq. !he medtcwsd 2100u[IM am dfted at

Mmoerawms not co dxcaea 40 degmas

Cenrlgrada.

A sltpof %km oral otlw lIs$ue for ,mplan!atlon.

A small 12aruclaor gram.

A small gamcla or qram conmmmg a madicmml

aqent m a dw mixture usuallv comgosed of

~oatum D!Ca100nate. CItnC aC!d. and lartanc acid
winch, wfWn ?n confacr with water, has Iha

Caoamhty To release ga$. mwltulg in

al tervescnnce.

A small medmnal parncle or gram ro which an

enterrc or omer coalmq has been aocdied. thus

delay’mgrelesaeof Umdrugunnlifs OaSSage!OtO

tne mtesones.

A small madicmal gamcle or gmn made avadable
,n 8[s more stable cry form. to tm mconetmktea

wIch solvemjusr before diaOStUmq; rha granules

a~SOpmPaMdtOC~iII~tO~ rhe medicinal

agenr. hut me colorants, !!avoranta. ana any

orMrd-!red phamatic!wMti. (OorlantTs
Illustrated ‘ufed!cal Oict!onaw. 241h Ed.;
INTRODUCTION 7fJ ?qARMACEUllCAL

DOSAGE FORMS. Jth Sd.1

Asmalimedmnalp amc:eory ammade avadable
m Ks more srable dry !on’n, :0 be recoruttcuced

worn solvent just Sefore disowtsmg to form a

suspension: :tm gmrwies am so pregamd 10

comam not my VW frmdcmal agant. but rhe

colorants< :Iavorants. ana wiv O1her dawrea

oharrnaceutlc mgreatenr.

Asmailmeamnal par8c’@orgm!n made avadable
m ,ts mom stable &V form. :0 be reconatttutad

w!rh solvam ;ust before disoensmg to form a

sueoarwlon: Che ?Xtendad mleaaa system
acnteves slow release of !Ite drug over WI

emended penOCf of ama anU mamtalm COIUtant

dtWg lavds m Che blood Otratger CISWe.

A mucdagmous excreuon from varcws plants.

Natural mmcwao? gumma resin.usually
ontama 3s Exuaanom trom plants.

A ~vieetemd and w+ma maOlubla Plaanc

material of vanou.s snaoes wimcn when chewaa.

releases a armg suosrance ,nIo (he oral Cavltv.

A mafenal conmmmq ~~q nmnaad to b-

,nsarcea sacuraty o t maoW n a !ovmg sxa for

qrowrn, stow meaaa. m fot-fnauon ot an crrqamc

umon.

A soaaai class of Maunons c-tctNJ of a dnm

or comomauon of druqs. mat Lrv vmtte of thaw
h,qn .aoor gmsaure, can m camad W an alr

cutmmr mto ma nasal sassaqo wnare (CW ax-ft

meif .cHect: :he tontamac trom whlcn tn.
IIWMMm ,ga~uv s ~(ntwama IS known as an
mnamr.

308
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820
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INJECTION

INJECTION, EMULSION

lNJECTtON, SUSPENSION, EXTENOEO RELEASE

INJECTION, POWOER. FOR SOLUTION

INJECTION, POWOER. FOR SUSPENSION

INJECTION. POWOER, FOR SUSPENSION, EXTENDED RELEASE

INJECTION, POWDER, LYOPf+lUZED, FOR SOLUTION

INJECTION, POWOER. LYOPHIUZED, FOR UPOSOMAL SUSPENSION

A Nw,le grepistamn ,nttSf IdEd [v WfW!IDral use: ?00
Iwo dasunct classes 01 ,njec:mns exist as defined

0“ tills IJSP

M emuls, on, J rwo.onase sys!em m which om 701
I,qtwy ,s avsoersea :nrougnout anothw hqwd m

lhe form of \mall droolatl, carwsrmg 01 a sterile.
Dyragen. fre.s fareparat!on mended [o be
wtmmmtemd Dafanlaral[v.

A starIla Dregarattan ,menati !or oarsmrwal uss 711
whtch has been formulalad m a mannw to ●now

ar least a twotoid reducl!On m dc.smg ff~Om

JS compared 10 mar drug vc~anred aa a

convennonal dosage !orm ia.g.. as a sohmdn or

a Dromix dfug-releasmg. convantiofuf $olii

dOsaqe lorm).

A stenla preoararmn mfendea !or reconstitution 702

{0 form a solutfion for oaremeral use.

A sterile preparation intendsd for recotmtitution 703
ra form a suspsmston tar 13amnrersd usa.

A srenla freeze dried pregaraaon inmnded for 710

reconstttuuon to form .3 suspension for

parencerai use which has bem !omwlatod in a
manner m allow at !east a raotoid raducnon m

dosing frequency as COnIOared !0 that dwg

presanmd as a conventional dosage farm (e.g..

as a soiuuonl.

A dosage form mended for ma soIuBon Preparsd 705

by !vophdizaIIOn l-!reez.e drvmg-), a process
which revolves the removal of water from

producrs m me frozen stare at ex-cnamsly low

pressures: lhm IS mtendea !Or subsequent

addmon of liquld w mate a solution that

conforms in all respects to ma requirements for
Iniactlons;

A sterile freaze dtmd gregamnan ‘nVMIdad fOr 713

reconstmanon for oaranreral u which hea been
formulated m a manner mat would aiiow

I@osomes ta be formed upon reconstltuuon.

INJECTION, POWDER. LYOPHIUZED. FOR SUSPENSION. EXTENOEO RELEASE A slenle frseze drisd pregaraoon ,ntanded for 712

rsconsdtubon for parenreral us wluch hsa beaa

formulated ,n a mannsr to abw at least a

rwofold reducnon m doscfsg fraquanef as

compwsd to that dfug Xesm7ted as a

convennonsl dosago form (e. g.. 3s ● solutionl.

INJECTION, POWOER, LYOPHILUED, FGR SUSPENSION

IwECTION, SOLUTfON

A Iiqwd Dreoafanon. lntendsd for rsarentsml use, 706

chat conta!m sohda susoanclsd m ● sca!fable ffwd

meawm and conforms m M :ss~ta !a the
raquwemants for Stanl* Suso.namns: [hs

medmnal agsnrs mtsoded for rho susmr-mon arc

preoarecf by :yODnJuallOn {” ‘meza dVm9-). a

oracass wimch ,mvolves ma removef of warac
from prod”cta m :n9 frozon icssa ar axtnam.atv

‘OW ofessures.

A hqwd Drsqamnon conlammg ona or mora drug 7C8

suD$tanCas dMSOlved In J wtab~ WIWt Qf
mlxtura of mutuallv mmclbla $Olvcntl that IS

lumtble for mlscrlon.



INJECTION. SOLUTION. CONCENTRATE

IwECTION. SUSPENSION

lNJECTfON. SUSPENSION. UPOSOMAL

INSERT, EXTENDED RELEASE

INTRAUTERINE OEVICE

IRRIGANT

KIT

UNER, DENTAL

UNIMENT

UPSTICK

LouJmP

LOllON

LOZENGE

solu!$on conlormmq (n all msoects co !ha

rnqubmmenm for rn)ecvoru.

A Ioqutd oraoamtmn, $uItaOla for mloctlon. which 704
consists 01 solid oarwcln aisoemed throuoho”(
a liquid oh+so m which U!e pamcias am nol

10 IUO[9. u can also cormaf 01 an oil Onasa

disoemed mfougw an squeaus pn~. w VICO.
vama.

A liquid pr8psm;Ion. ~taak fw ifi@tjOm. wht~h 714

consists at an 04 phaea dispersedthroughout an
aquews phase m such a massw Out li!Josom.S$

am formed.

A spoc!ally fcm’nulated and shaped solid 912
pmparauon (e.g.. ring. taokat. w stack) imtied

to be glaced m the vaguu by soecmi inaeclem.
whom the medicanon IS rak.asad. ge~,a~ far

localized affects: the extended mlassa system IS

demgnsd to alfow at lean a tw+fold reduction in

dosing frequency.

A dev!ce ,mwted and ‘aft in tha uterus co 260
pmvenr effecnve concegoon.

A s7amla salunon mtuded !0 ~alhe or flush ogen 330
wounds or boay cavmes: :?.ey’fa used topically,

never parencerally.

A packaged collection at related material. 261

A material appliad :0 h ,n.sid@ Of th dantal 316

cavity, for proracoon or msu&odn of me surface.

A soiut!on or mistura of wmous substances in 298

ad. alcoholic solutmne of soap. or asnulsmna
intended for extemsl apokcaudn.

A wxv solid. usually colored coameuc, in stick 265

form for the Iiaa.

A state of$uOSlaMe mat u an intermediate one 299

enlWad mm as marfer grn from solid 10 gas:
Iiawda am jlad mrerrnedufe m char they hwa

no!tfwr tha ordwtii ot a crwcal nos rho

randomness O? a gas. iNosw This rams should
no! ao used :0 dncnbe sahxmne. O* oum

cnemlcals m !hwr Iiqtud sram.1

A medicated Iozang. on :fm end d a sock 266
mtenaaa for omi adm~tmnom

‘The rnrm Iocmn- k bsm used to categonm 300
manv toolcal susoacwona. sOkXkON and
emulsmns mtWIdMl for a~atmn to the skin.

A mhd preoaratmn contammg one 0s more 931

med!camenta. uauailv m ● Wmted. sweelaawd

baae .tach ,s mwtmed to ~ w dh-wagmte
SIOWIV m me mrwth.

MOUTNWASN An aqueous sohmon .h!cn ts most offml uS9d 332

for ,rs deodorsnt. raf~ ar ●nnsapcsc eftact.



Topical Products

L -“

Extended-reiease dosaga forms
[capsulas, iniactables and tablets)

Active ingredients and dosage forms

with documemsd bioequivalanca

problama

There are a vsrtety of topical dosage forms

avadable fOr dermarolagtc, oph(hal~lc, ~tjc,

recral, and vaginal adminisrranon, including

solunons, creams, omtmenrs, gels, lotions,
pasres, sprsys, and suppositories. Even though

differen[ roglcal dosaga forms may Contain ~ha

same acuve !ngrediant end potency, these

dosage form$ ere not consatjtyrad phamle.

ceuticall~ equlvalant. Therefore, they are not

considered [herapeubcailv equivaienr. All
solurions and DES] drug products conraming tha

sama active ingredient in the same topical

dosage form for which a waiver ?f in vivo

bioaqwv.siance has been granted and for which

chemist~ and manufacturing processes are

adequate, are considered therapeutically

equivalent and coded AT. Pharmaceutically

equivalent topicai products that rame questions

of bioaquivalenca including all post- 1962

topical drug products are coded AB when

suppomsd by adequate bioequivalence data, and

BT in the absenca of such dara.

An emanded-releasa dosage form is defined by

the official compendia as one that allows at

Ieasl a twofold reduction in dosing frequency

as compared to that drug presented as a

convenuorrai dosage form [e. g., as a solution Or

a prompt drug-releasing, conventional solid

dosage form).

Although bioavallabili~ studies hava bean

conducted on these dosage forms, they are

subject to bioavadabiii~ difference, primarily

because firms developing exlended-releasa

products for rho same active ingredient rarely

employ the same formulation approach. FDA,

therefore, does not consider different

exrended-releese dosage forms containing the

same active ingredient !n aquai srrength to ba

therapeuricallv equivalent unless gquivalance

batween individual products in both rate and

extent has been specifically demonstrated

through appropriate bioaquivalence studias.

Exrended-release products for which such

bioequivaience data have not been submitted

are coded SC, while rhosa for which such data

are avetlable have baen coded AB.

The BO code denotes products containing

acnve lngrediants with known b!oequtvalence

problems and for which adequate studies have

not been Submlrred 10 FDA demonstrating

bloequlvalence. ‘Where studies sbo wing

btoequwalence have been submtrted. tha

product has been coded A8.

AT

6C



Delsyed-release oral do~age forms

L -“

Products in aerosol-nebulizer dmg

delive~ systems

A delayed-release dosage form is defined by BE

the official compendia as one that releases a

drug (or drugs) a! a uma other than prampdy

after edminiswauon. Enteric-coated articles ore

delay ed-releasa dosage forms.

Orug products in delayed-release dosage forma

containing the same ectivo ingredients are

subjact to significant differences in absorption.

Urdeas otherwisa specifically noted, the Agancy

considers different delayed- rsleese products

containing the same active ingredients as

presenting a potential bioequivalence problem

and codes thesa products EE in the abaence of

in W’vo studies showing bioequivslance. If

adequate in vivo studies have damonsrratad the

bioequivalefice of specific delaysd-relasse

products, such products are coded AB.

This code applies m drug solutions or powders EN

that are marketed only as a component of, or

as companbla with, a specific drug deiivew

system. There may, for example, ba significant

differences in the dose of drug and pam”cle size

delivered by different products of this we.

Therefore, the Agency does not consider

different metared aarosoi dosaga forms

containing the same active ingredient(s) in equal

slrengths to be therapeutically equivalent unless

the drug products meet an aPProPriara

bloequlvalence standard.



Active ingredion!s and dosage forms

wt(h potential bioequivalance probiams

Suppositories or enamas that deliver

drugs for systemic absorption

Products having drug standard

deflciancies

FDA’s bioequlvalance rggula[,ong (Z I CF~

320.33) contain crtteria and procedural for

de!emvrung whether a specific active ingredient

in a specific dosage form hss s po(enti~ for

caustng a bloequlvalencs problem. It is FDA’s

PolIc~ ro consider an ingredien~ moating thaae

crlreria .ss hawng a potential bioequivelance

problem even in tha absence of positiva data

demonstrating inaquivaienca. Pharmaceutically

aquivelent products containing these

ingredients in oral dosaga forms ara coded

BP until adequate in v;vo bioaquivalence data

are submitted.

In;ecrable suspanaions corwaimng an active

ingradiant suspanded in an aquaous or

oleaginous vehicla have also been coded BP.

Inlactable suspensions ara sub;act to

bioewivalence problams because diffarencas in

particle size, polymorphic structura of the

suspanded active ingredient, or tha suspension

formulation can significantly affect the rete of

release and absorption. FDA doss not consider

pharmaceutical equivalents of these products

bioaquivalenr without adequate evidencs of

bioequiva{ence.

The absorption of active ingradiema from

S’uPPOSitOrieS or ememas that are intended co

have a systamic affect (as distinct from

suu Posiforias administered for local effect) can

vary significantly from product to produce.

Therefore, FDA considars pharmaceutically

equivalent systemic suppositories or gnamaa

bioequwalenc only if in vivo evidanca of

bioequwalence is avedable. In thaaa caa~

whera /n vrVo evidance is avadable, the product

is coded AE. If such evidanca is not available,

the products ara codad RR.

If the dmg standards for an acnve ingrtilant in

a parucular dosaga form are found by FDA to

be deficient so aa TO proven! an FCtA evaluation

Qf elthar pharmacautlcai or therapeutic

equlvelamce, all drug products containing that
.

acnve Ingradiem in that doaaga form are coded

ES. For example. if tha standards perrm a wide

varlauon in pharmacologically active

comgonams of tha actrve Ingredient such that

pharmaceutical aquivalenca is in quaauon, df

products containing tha[ active ingredient in

[hat dosage form ma coded 6S.

BR

0s



Topical producrs with bioaquivalance

ia9uea

Drug products for which tha data ara

inaufficienr to determine therapeutic

equivalanca
L -“

This code applies mainl~ co p08t- 1962 8T

dermatologic, ophthalmic, oric, rectal, and

va~inal products for topical administration,

including creams, ointments. gals, Iotiona,

paatee, acd sprays, aa wabl aa sup~oaitotica not

intandad for systemic drug absorption. Topical

producte evduatad M having acceptable clinical

performance, but that are not btoequivaiont to

orhar pharmaceutically aquivaiant products or

that lack sufficient evidence of bioequivalenca

will ba coded S1.
.

The code 5X is aasignad YO specific drug 8x
products for which the dma that hava baen

revia w ad by the Agency are insufficiant to

detarmina tharapautic equivelance under tha

policies stated in tits document. In thasa

situations, tha drug products ara preaumad to

be tharapautically inequivalent until the Agancy

has daterminad that there is adaquata

information to make a full evaluation of

therapeutic equivalence.

.
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T{n’ m:;,* v: CDER DATA STANDARDS MANUAL-J -..---#

... ...........
FDA. Data Elamtifhfumiiiii;...,.,.:... ,. ......>..............

CQER,,Data E/e&~’’lX@&i C-GH+ 10208.....................

~at~’ ~ement NH. Application Number...........

*,riP~O~. Application wer is the number associated with the primaW catsgo~ of official submission :het

is recewsd by the Comer.

%tSFc&- Various Oracle tables, including COMIS Reference Table.

~e~atibf@lifl: Sea Application Type,. ... .......

~~,~:,~@f~@”O&i Application Numbar is represented by numeric text of six charactsr in Iangth, with,,., ............ ..
leading zercs and without punctuation.

FDA .Apgircwed’”Z&ii......,.,.,.......

WR4PW<VWD5=

~D&,”.giftst@&j f3j

.CDERj~Revis&,~7.@

Q“ij&~f@& Literal.

March 14, 1995



c)
%.=..9,.

{~~i CDER DATA STANDARDS MANUAL.““=-

FDA Data E?errmnt R?urnL&.”....... ..........

CL?ER Dat8 E/e&&: tiiirnbar. C-GW 10207 .
. . ............ ....

Data Eh@ld. ~~; Application Type

Description. Applicatio~~-e is the prima~ category of official submission that is recaived by rho Canter.

SCJ~rCCt. Various Oracle tables, including COMIS Referenca Table.

~e[at~$hi~. See Application Number.

FDA Spec@zdaRs. None.

C~ERSQSCif@iiti& Application Type is represented by alphanumeric taxt of one characrer in length.

FDA “J.@rovtw$ L?&i@. ................

CQER Aw@&&’L%ifi

FDA &vi.” L%*{..... .. ..........

CDER”Rei&iiftiai%;..... .........

Data Values:

March 14, 1995

Name Code

Device Classification 51 3(G) (CDRH)
New Device Application in Form 5’s and Form 6’s (CDRHI
Premarket Notification Submission 51 O(K)

Product Development Protocol
Reclassification PeIition

Drug Masrer File
Investigatlonai Device Exemption 520(G) (CDRH)

Investigational Device Exemption 520(L)

Investigational New Drug Exemption (CBER)

Investigational New Drug Exemption (CDER)
New Drug Application (CBER)
New Drug Application (CDER)

Premarket Approval Application

c
F

K

z
R

D

G
L
B
I

x
N
P



FDA Oat% 6%n@t,ffurn&~~ G HJ-0002

CL?ER Data EhJn@:yuti&&i C-G EN-ctoo2. ,.

Data ~~ent ~tk~, Calendar Dare - Format 2.

&SC~@@. This sran- ‘provides format specifications for representing the day, month, and the year as

identified by the Gregorian Caiendar.

~{@ U.S. Depamment of Commerce. National Institute for Standards and Technolo~ FederaI Informauon

Processing Standards.

FDA Spdicqio”k Calendar Date - Format 2 is represented by alphanumeric text of nine (9) or eleven T 1 )

characters In the format DD-MMM-(YY)YY where:

31) represents day of month (01, 02, . . . . 31):
MMM represents month of year (JAN, FEB, . . . . OEC]; and

(YY)YY represents year of century ((19)00, (1 9)01, .. . . (20)00).

(The representation for year can be expressed in two or four digits depending on a particular systems requirements.

~~~’ $@Cfi&&&Si All systems should attempt to convert to the four digit year (inaread of the two-ciglt.... .... ......... ... .:
yeir) because of the nearing of the end of the current century.

FDA; ‘AP~OV&”@$&: ~UIY 14, 1988.............

Name Definition Code

Literal Date represented the day. the month, and the

year by the Gregorian Calendar.



FDA Data ~e(..fi.+ij+ti.

CDER Data Ekmenf’ffumbeil C-GEN-I 030 I
,.,....... ., .. ...

....

Data Element ~~+ Educational Level

~f@iOft. This standard_spacifies various human educational levels. It is for the highast level of educauon

ar~alned.

SOU~C’& FDA Standardized Nomenclature Program

Flelatioti*in. Person Given Name (GEN-00201 ),Person Surname (G EN-00203). Person Family Rank (G EN-

00204), ~ers~n Middle Name (GEN-00202).

FDA SpecHicatit%& None.

~~~ S~CifrGJ~~S~ Educational level terminology will consist of alphenumaric.
of 60 characters. Corresponding codes shall be represented alphanumerically

abbrewations $rom $ihe list below are mandatow.

February 13, 1996

rext with a maximum length

with one character. Vaiid

Name Definition Code

Less Than High School Diploma

Correspondence School Diploma

Completed One Semester of College

Currently in High School
Adult Educarlon Diploma

Occupational Program Certificate

AssoclaIe Degree

Test-Based Equwalency Diploma

Overseas General Education Degree
Professional Nursing Diploma

Home Study Diploma

Eligh School Cer?lficate of Attendance

baccalaureate Degree
High School Diploma

Literal

Literal

Literal

Literal

Lit eral

Literal

Literal

Lit eral

Literal

Literal

Literal

Literal

Literal

Literal

T

7
8
9
B
c
D

E

F

G

H

J

K

L



Masters Degree

Post Masters Degree

High School SeniOr

Doctorate Degree

First Professional Degree

Literal

Literal

Literal

Literal

Literal

N

R
s
u
w

.
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$@ CDER DATA STANDARDS MANUALs..<

FDA Data Ek?m@nt N~&i GEN-0QOQ5,.,.. . . . ..... ........

COER Data EJ%&%fNu%ti- c-GEN-00005.................

Data EIehwnt. N&&i I%C~ Yeor.

~fipdOR. TM standarciiregmaenta a twelve (12)month accounting year ae specifiad by the U.S. Congress

for Ihe Federal Government. ‘As of the approval date of this standard, a fiscal year runs from October 1 of a

calendar year through September 30 of the following calendar year. Fiscal year is usually abbreviated as ~.

Source. U.S. Congress.

Re~atky~lp.

~~~. Spe@@f~~nS. fiscal Year is represented by

CDER S@ecificiiti&i& No further specifications.

F~~ @ffu&’@& October 12, 1989.

., ,,,... ......... ......
CDH,~~’@&&LWtiii November 5, 1991... ... ,. ... ....... ,..,.,.,,..,........... . .. . ..

~Q~ ‘“J@@@J#@,

C~ER””RtiWti:@&

Data If*s.

a four (4) digit number. The format for F’+ is YYYY.

Name Definition Code

Literal Number representing a Federal Governmam N/A

twelve month accounting year.

.



c)
%.......~..●.~:T5A &% CDER DATA STANDARDS MANUAL---.i---

FDA Daia %am&t!N@bti-.......... ........... ........

CDER Data -i@i~#u%&%?o C-G EN- 10209.... ..................................

.... ................
ffat~ @f@~t N@’w$ Gander

Qescriptitin - Gender refers LO the sex of a species.
-- -

SOUrCe. IS O 5218, and Webster’s New Collegiate Dictionav

F%fatiofiship..

FDA &l-”~Ca~~$~{- Gender shall consist of alphabetic terms wnh a maximum of 15 charectere in length.

Codes represenong ~hesa terms shall consist of one numeral.

COER %jfic-i@it@$i No further specifications..,,., .........,,.

FD& ““AL@UV(#~&~ This data elemem i.s pending approvat as an FDA Demographics Data Element.

<DERA@ti@f”””Qii&i September 12,1995.

FDA Revised. &M&,

CDEl?. .f@7se&DZi)&... .-. :.....

Oati: Vat&s;

Name Definition Code

Not <nown Literal o
Male Literal 1

Female Literal 2

Not Specified Literai 9



c)
8.=●.(.

$@ CDER DATA STANDARDS MANUAL-..4’~

............. .<,
FDA Data Ekn&it,:Aiumhe@

..... ...... .........
CL?ER ~aia “E&nenc Nmti; C-GEN-l 0212

...........................,.

...................

Data Eknetit: N$%& Height-.........

~~SC@bn. Height is t~~ c@ance from the bottom co the top of something standng upright.

S~”@ ASTM; Webster’s New Collegiate Dicrionaw

~&%&l~~ Weight.

~~” S~?C8tkl~j Height shall consisr of alphanumeric entries of a maximum of 10

Unless orherwwe specified in the fieid, the default value shail aiways be in centimeters.

CDER S@@t~~ri$; No further specifications.

characters in length.

~~~””APprUVt?&~~&. This data eiement is pernding approvai aa an FDA Demographics Data !3emem.

CDER, Apw”v@f@@= Septembnr 12. 199s.

~.4 .mii*w=:

ff&2F~&&9$~: There are no pra-dafined vaiues.

.



FDA Data E?am~t #imtb@. .. ........... .....................

Description: Marital Stat& @ the legal status of a person in relation to his/her marriaga, or lack thareof.

squrc+ ASTM

Refatih3hiih

~~. ~@CfiC~iO~. Marital status shall consist of alphanumeric terms with a maximum of 15 characrars in

ieng~h, w!th alphanumeric codes representing These te~s of 1 charactar in len9th.

... ..>.........,..:..:
CDE~ .S&??Cfi~ta~Y$j No further specifications.

~~~ /@Pro~~”~~@~ This data element is pending approval as an FDA Demographics Data Element.

L3afii WAies.

Name Definition Code

Married literal M

Never Marned Litaral s

Separated Literal A

Widowed titaral w

Divorced Iireral D

‘Jnaelermlned Literal u

.
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“’i;Aqij CDER DATA STANDARDS MANUALs-y

Fi?A Dati ~~t. ““hTz6twi GEN-00204
.... .....’ ..........

. . .

CDER Da@ E_@Nurn~2 c-G EN-00204. ........ .......................

Ddta EI~~t. ~8&j Person Famdy Rank.. ..........

~SCd@&l; Thm smnda~ -&fines a person’s family’ rank following their surname.

S&JrC&. Data Standards Committea, FDA.

Relati&Sh& Person Given Nama (G EN-00201), Person Middle Name (G EN-00202),

00203).

FDA Sfkdf%~tb& Person Family Rank is represented by an .Iphanumaric coda... .......... ..........
characters.

CQER S@@”i%t&f&~ No further specifications.........,’. ..... ............

~~~’d~~&V~~~@ Octobar 12, 1989.. .............

~~ h“~<~:~~’; February 11, 1992... .... .......... ,,..,.,...>...,,.

FD~ ~#is&’ D&... ..... ..

@E~. Reukfiif’ @@j
.. ........,.,...

. . ... ...

Datzi” ~tis:

Person Surname [GEN-

consiadng of threa !3)

Name Definition Code

jumor Distinguishes tha son from tha father with tha JR

sarma name.

Senior

SR

Danores the oldar of two parsons having tha

same name.

II

Second Second occufrenca of a name within a famil~
not in consecutive generations. .

Ill

Th8rd Third occurranca of a name within a family.

Iv

Four-rh Fourth occurrence of a nsme wjthirr a fwnily.
v

,=ifth Fifth occurrersca of a name within e ferrsiiy.



FDA *m *titNa#: GEN-0020,
...............,,.,,.,.,.......

CDERData;EX#iiicffi&&jiii C- GEWO020 I

-ri@bl. This sratiard rw-rosenta a name thet USUS41Yprecedes the middle name and the surname. Person

Given” Name is commonly r“tie;red to as a first name.

%~rce. Data SIandards Commitlee, FDA.

i?d~ti”bhship: Person Middle Name (GEN-00202), Person Surname (GEN-00203), Person Family Rank (GEN-

00204).

FDA” S@dfiC&i&%_ Person Given Name is represented by veriable length alphanumeric text consisting of a.. ........
maximum of fifteen (15) characters.

CDER’”Specifj&”@i$j No furthar specifications.

F@l “~pwtw& ‘D;&- Oc~ober 12, 1989...

COEWAppiOV&i D&WI~ Februarv 11, 1992
.... ....... .........

Name Definition Code

bleral A person’s given name or first name. NIA



FDA Data EkrIw~.&lV~o GEN-00202

CL2ER Data g@j.&~N&%% c-G EN-00202.............. .. .....

Data EIement. Nanw5i parson Middle Name.. ......

Description- Thm stand~rd~rovides specifications for representing .s person’s middle name. This name IS

u“suallv located between the given name and the surname.

SO$~C~. gata Standards Committee, FDA.

~elatiamkip. Person Given Name (G EN-00201 ), Person Surname (G EN-00203), Pereon Family Rank (GEN-

00204). “

FDA S~”&”i~C&dR”~i Person Middle Name is represented by variable length alphanumeric text consisting of......
a maximum fifteen (1 5) characters.

CDEFi Specifi”qtiari%j No further Specificario.s.

FD~ A@YKw&”~&&., October 12, 1989.

~ER.A~ovW~ February 11, 7992.

Name Definition Code

Literal A person’s middle name. NIA

.



FDA Data 6%?xwtiN&Mi GEN-00203,, ,.,....................... .......

CDER Data E=~;@m~; c-G Efu-oozo3

Data Element N&j person Surname....... ...

~eSCriptiOn: Thw stand~~d r.apresents a person’s family name or last name.

SO~~CS- Data Standarda Committaa, FDA.

f%{~&s@. Person Given Nwne (GEN-00201 ), Person Middle Name (GEN-00202),

00204).

Person Familv Rank lGEN-

FDA’ Spe&ficSti;&$ Person Surname is represented by variable text alphanumeric text consisting of a

maximum of twenty-five (25) characters.

CDER Sflecifi@@& No further specifications.

FDA””A@pio@#” Diitiii. October 12, 1989......... ........ .

CDEJ?LWOU~t%6& FebruaW 11, 1992............

F..&, ”~%u@#-ri@& .............

CDE&@isiiifWdii$,.,... ....................

Data””%kies.

Name Definition Code

literal A person’s family name or Isst nama. NIA

.

.



o.~t-%,,~....
<“ Tqa-j;.-+. . CDER DATA STANDARDS MAW ALr..-.

FDA Data E/ement Numb-d

CDER Data Wement.Nurn@i?I C-G EFJ-102 I o

Data Element Nam& Race.

Description. An ethnic stock or division of mankind.

Source. ASTM/E 1384, and Dorland’s Illustrated Medical Dictiona~, 24th Edition

Relationship. Ethnic Origin.

FDA SPeCifiC@OnS* Ethnic Origin shall consist of an alphanumeric term of indefinite length. There are no codes

associated wilh these terms.

cDER Specificatioriis~ No further specifications.

FDA Approved Di?te. Pending Approval as an FDA Demographics Data Element.

CDER Approved D~@~ September 12, 1995; November 8, 1996.

FDA Revked Datti

CDER Revked Daf@~

Data Vaiues.

Name Definition Code

American Indian- Alaska Native Literal A

Asian Literal 8
White Literal c
81ack Literal Q
Other Literal E

.—



FDA Data Eemtit””itkiiib”:...,. ........ ............. .......,.

~~~~ ,Dati ;&@i&@furI@#$ C-GEN-l 0201
............. .,.

.

.,.... .....
~at~,~-~.. ~%~~ Sponsor/Applicant Name

~t@~. This standa~r~resents 1 )The name or designation under which a company transacts business;

Z)The name or designation under which an institution, hospital, or agency (federal and private) transacts business

or provides patient care; and 3) The Person Surname, the Parson Given Name (or first initial), the Person Wlddle

Name (or Ifs firsr initial), and tha Person Family Rank, followed by valid profesaionel degrees under which an

individual transacts business or provides patient care.

~O@’~ Nomenclature Standards Commmea, CDER

@~~~~&l@ Person Given Nama (GEN-00201 ), Person Surname (G EN-00203), Person Family Rank (GEN-... ..
00204). %n Name (ORG-OO1O 1).

~D8.- S;ec$ti,ati%g; Nona.
.,..:.......,.

Cm .$PCfi~@~ Sponsor/Applicant is represented by variable length alphanumeric text consisting of a

msxlmum”” or rwo-hundred fo~ (240) characters. R.mcruation will be limited to hyphenated Person Surnames, and

virgules (e. g.. in A/S and C/O). Hyphens in firm names will be replaced by a space. Text before and after an

apostrophe will be concatenated. Valid abbreviations from the list below are mandatory.

~x~. ..F>,

. ..LMfei..................+,

~D~ “l%?V&t#’tia&g April 14, 1994.. .......

Name Definition Code

ASSOCIATES

ASSOCIATION

AITENTION

CARE OF

COLLEGE

COMPANY

CCRPORA70N

DEPARTMENT

OIVISION

00CTOR OF 2ENTAL MEDICINE

DCCTCR OF OENTAI. SURGERY

DOCTOR OF MEDICINE

00CTOR OF OPTOM~RY

Literal

Literal

Literal

literal

Literal

Lteral

Lirard

Literal

Literal

Uterai

titaral

Litaral

literal

.
ASS OC

ASSN

AITN

Clo

COLL

co

CORP

DEPT

Olv

DMD

DOS

MO

00



DOCTOR OF OSTEOPATHY

DOCTOR OF PHARMACY

00CTOR OF PHILOSOPHY

DOCTOR OF V~RINARY MEDICINE

FOUNDATION

HOSPITAL

INcORPORATED

UMITED

MEDICAL CENTER

RESEARCH CENTER

SAINT

SCHOOL

SUSSIOIARY

UNIVERSITY

UNUMITED

Literal

Literal

Literal

Litaral

Literal

Uteral

LitaraJ

Litaral

IJteral

Iitaral

Iitard

Litaral

Litaral

Litard

Litarai

DO

PHARMD

Pt+o

DVM

FDN

HOSP

INC

LTD

MEDCTR

RESCTR

ST

SCH

SUB

UNIV

UNLTD

L -“

9



FDA D~~ ~~~~w~~ None.... .. ,,., ..,,,.,.>,...........................,,..,

~QER:q4p _$7.w C.GEN-l ~202

................... ...... .+x.,.,... ..-,

.... ...............
~~i~”’E!”3MWX.. ?&&& Telephone Area Code.. .. ....... ,.,,.,.,..,.,,,...,..

Descrijitii. Thts sta~rovides format specifications for representing the telephona area coda for the.... . ... .
lJruted Stares, Canada, aml the Carribean nations of Anguilla, Antigua, Earbuda, Bahamas, Barbados, British Virgin

Mands, Ca~an Lslarxla, Dornrica, Dominican Republic, Grenada, Jmmica, hfontsarrat. Saint Kim and Nevis, Saint

Lucia, Saint Vincent and Grenadines, Trinidsd and Tobago, Turks ad Caicos Islanda.

SOti&= Boil Atlantic directo~.

~eia-@: s
WI Telephone Number, Format 1.

C*~. $“~c$~@- Telephone Area Code is represarwed by numeric text of three characters. There shall

he no punctuation (including no parentheses surrounding the code).

&7@ V%. See rho current telephone book listing of area codes for values. Actual values have not been

presented in this standard because area coda geographic boundaries are defined by tha telephone systems

according COeach cItv, and sometimes further defined by unnamed sections within each ciw. In addkion. there

are some area codes that cover two counties pius a territory (e.g., 809 for sIJ Carribean nations and Puerto Rico):

Oracle tables cannot stora more !han one code for each country. finally, area codes frequently split with oniv

r.eglonai notification. These idiosyncrasies would maka the actusl maintenunca of a verifiabl. araa code list

exlremelv tedious and rime consuming.

●



FDA Da? 6%%~; ~~%~ None.....................................

... ....................,.., ..
COEfi ,@ti””E&iIan~fftitii C-GEN-l 0206

,,..,..,..,..,.,,,.,.,...

.............. ....>..,.,.............

ffk “~12&~~”~wj Telephone City Code.... ................................

.

~~~~~ This stander@crvidaa fomwt specifications for representing the telephone city coda for all foreign

counrnes, excluding the %ahunaa, Esrmuda. and Canada. Those codaa are normally eoceaaed after the felephcma

coumrv code is accessad, but before the telephone numbar ia accesaed. Thay may neceaaitate consulting a

foreign relephone operator.

Ri[i/&&@. See Telephone Country Coda, and Telephone Number, Format 2.

~~~~~~~~~~$. Teiephone City Code ia represented by numeric taxt of up to three characters. There

shall be no punctuation (including no parentheses surrounding the code).

~8&: %&&& Since the earablishment of the telephone city code is made by the local telephone company of

~he ‘counr~ 10””w hich calls are being made, there may not be a distinct numeric relationship fOr each ci~ [e-Q.,

Chaka, baadesh and Brussels, 8aigium both have a telephone city code of 2). It is su99eatad that a forei9n

telephone operator be consulted for specific ralephone city codas.



MANUAL

FDA O- ~%&”’N-~ None.... ................ .............................

CUER””D~~”,WtWiunfiar: C-GEN-l 0203
....“ . ...............

... .......... ............... ............

i%t&” ~~~” N’6iii&Z Telephone Cot.mr~ Cade.. .....................

~%SCciP~~k This stand@.. provides format specifications for raprasenting the telephone country code for all. .....
foreign counmes, excluding Canada and the Caribean nationa of Anguilla, Antigua, Rsrbuda, Bahatas, Earbados,

Briush Virgin Islands, Cavman Islands, Dominica, Dominican Republic, Granada, Jamaica, Montaerrat, Saint KItts

and Nevis, Saint Lucia, Saim Vincent and Gramsdnes. Trinidad and Tobago, Turks and Caicoc Iaianda.

Some codes are not available (N/A) for some of the more obscura countrias (a.g., Clippanon Mar-d) and coumrres

deemed hostile TO the Urwad Sralas (a. g., North Korea). This may necessitate consulting directo~ assistance.

Cerrain nations rhar have racently gained independence (e.g., Russia) may temporarily share their country code

with their predecessor nation (a. g., USSR).

stiLk&

~&i~~@. See Telephone City Code, and Telephone Number, Format 2.. .... . ..

FD& S@if&k@& Nona.

~~~”$”fXki’fi@$~S* Telaphone Country Coda is represented by numeric

There shall be no punctuation (including no paramheses surrounding the code).

F~&’”~&&&&’B@ None.
..............

C~E~~~~@~~~~~&& January 10, 1995.

~DA:m-#.=

cuf@..Rn%iitf’ga*O........... .

Llam Vaht.es.

!axt of up to threa characters.

Name Definition
.

Code

AFGHANISTAN IJterai NIA

ALSANIA Literal 35s

ALGERIA IJteral 213

AMERICAN SAMOA Literal 684

ANDORA IJteral 33

ANGOLA Litaral 244



ANTARCTICA

ARGENTINA

ARMENIA

ARUEA

ASCENSION ISLAND

AS HMORE ANO CARTIER ISLANDS

AuSTRALIA

AuSTRIA

AZERBAIJAN

BAHRAIN

BANGLADESH

3ASSAS DA INDIA

BELARUS

3ELGIUM

9ELIZE

aENIN

3HUTAN

BOLIVIA

30 SNIA-HERZEGOVINA ~.~

30 TSWANA

&IOUV~ ISLAND

3RAZIL

3RITISH INDIAN OCEAN TERRITORIES

3RUNEI

3ULGARIA

3URKINA FASO

3URUNDI

CAMEROON

CAPE VERDE

CENTRAL AFRICAN REPUBLIC

CHAD

CHILE

CHINA

CHRISTMAS ISLAND

CLIPPERTON ISLAND

COCOS (KEELING) ISLANDS

COLOMBIA

CO MOROS

CONGO

COOK ISLAND

CORAL SEA ISLANDS

COSTA RICA

COTE D’IVOIRE

CROATIA

CUBA

CYPRUS

CZECH REPUBLIC

3ENMARK

DIEGO GARCIA

5JISOUTI

ECUADOR

SGYPT

EL SALVADOR

EQUATORIAL GUINEA
5RITREA

ESTONIA

STHIOPIA

5UROPA ISLAND

‘A LKLAND !SLANDS

=ARCE ISLANDS

FIJI

=INL.AND

FXANCE

FRENCH GUIANA

FRENCH POLYNESIA

GAaON

Literal

Literal

Literal

bteral

Iirarai

Literal

Literal

titartd

Literal

Iitarel

Literal

Literal

Literal

Litaral

Litaral

Lmral

literal

Literal

Literal

Literal

brand

Litarel

Literal

Literal

Litaral

Literal

titeral

Literal

Literal

Lkaral

Literal

Literal

Literal

Litaral

Literal

titaral

Literal

Literal

Literal

Litaral

Literal

Literal

Literal

Literal

Litaral

titaral

Litaral

Literal

Literal

Literal

Literal

Literal

titerel

Literal

Literal

Literal

Literal

titerai

Literal

Literei

Litard

titerd

Litard

Litard

Literal

Literal

.

.

672

54

7

297

247

NIA

61

43

7

973

880

N/A

7

32

501

229

975

591

387

267

NIA

55

NIA

673

359

226

257

237

238

236

235

56

86

672

NIA

N/A

57

269

242

682

NIA

506

225

385

NIA

357

42

45

246

253

593

20

503

240

291

372

251

NIA

298

679

358

33

594

689

241



GAMBIA

GAZ.4 STRIP

GEORGIA

GERMANY
GHANA

GIBRALTAR

GLORIOSO ISLANDS

GREECE

GREENLAND

GUADALOUPE
GUAM

GUATEMALA

GUERNSEY

GUINEA

GUI NEA-SiSSAU

GUYANA

HAITI

HEARD ISUNO AND MCDONALD ISLANDS

HONDURAS

HONG KONG
~..

HOWLAND ISLAND

HUNGARY

ICELAND

INDIA

INOONESIA

IRAN

IRAQ

IRELAND (SOUTHERN ONLY)

ISRAEL

ITALY

JAN MAYEN

JAPAN

JERSEY

JORDAN

JUAN DE NOVA ISLANO

KAMPUCHEA

<AZAKHSTAN

KENYA

KIRIBATl

KOREA, NORTH

KOREA, SOUTH

KUWAIT

KYRGYZSTAN

LAOS

LATVIA

LEBANON

LESOTHO

LIBERIA

LIBYA

LIECHTENSUIN

LITHUANIA

LUXEMBOURG

MACAU

MACEDONIA

MADAGASCAR

VtALAWl

MALAYSIA

MALDIVES

MALI

MALTA

MAN, ISLE OF

MARTlNlr2UE

IMAURITANIA

MA URITtUS

%lAYO~

MEXICO

Literal

Literal
Literal

Literal

Literal

Iirarel

tirarel

titaral

Literal

Literal

iiteral

Literal

Literal

Litaral

Literal

Literal

titad

Literal

Literal

Litard

Literal

Literal

Literal

literal

Litaral

Literal

!-itaral

Literal

Literal

Literal

Literei

Litaral

Literal

Literal

literal

Literal

Literal

Literal

Literal

Literal

Litarai

titeral

Literal

Literal

Literal

titaral

titerel

Literal

Literal

Literal

Literal

Literal

Literal

Literal

brend

literal

Literai

titeral

Lkard
Literal
titerd

Utaral

LitereJ

brerd

Literal

btarei

.

●

220

NIA

7
49

233

350

NiA

30
299
590
671
502
NIA

224

24S

592

509

NIA

504

852

NIA

36

354

91

62

98

964

3!53

972

39

NIA

81

NIA

962

NIA

855

7

254

686

NIA

82

965

7

856
371

961

266

231

218

41

370

352

853

389

261

265

60

960

223

356

NIA

596

222

230

269

52



MICRONESIA

MOLDOVA

,MotJAco

MONGOLIA

MONTENEGi10

,MOROCCO

MOZAMBIQUE

MY ANMAR

NAM181A

NAURA

NEPAL

NETHERLANDS

,NETHERIANDS ANTILLES

NEW CALEDONIA

NEW ZEAUND

NICARAGUA

NIGER

,NIGERIA

NIUE L -“

NORFOLK ISLAND

NORWAY

OMAN

PAKISTAN

?ALAU

PANAMA

PAPUA NEW GUINEA

PARACEL HANDS

PARAGUAY

PERU

PHILIPPINES

PITCAIRN ISLANDS

POLAND

PORTUGAL

CIATAR

REUNION

ROMANIA

RUSSIA

3WANDA

SAINT HELENA

SAINT PIERRE AND MIQUELON

SAIPAN

SAN MARlNO

SAO TOME AND PRINCIPE

SAUDI ARABIA

SENEGAL

SERBIA

SEYCHELLES

SIERRA LEONE

SINGAPORE

SLOVAKIA

SLOVENIA

SOLOMON ISLANDS

SOMAUA

SOUTH AFRICA

SOUTH GEORGIA/SANDWICH ISLANDS

SPAIN

SPRATLY ISLANDS

SRI LANKA

SUOAN

SURINAME

SVAL8AR0

SWAZILAND

SWEDEN

SW17~ERLAND

SYRIA

TAIWAN

Literal

Literal

Literal

licard

Liwrd

Literal

Literal

titerel

titeral

Literal

Litarel

literal
titarel

literal

titaral

Ii farel

Litarai

Iitarel

Uterat

Litarei

Litaral

Literal

Lilaral

Literal

Literal

Literal

Literal

Literal

Literal

titaral

Literal

Litaral

Literal

Lkaral

Literal

Literal

Literal

LitareJ

Literal

titerel

Literal

Literal

Litarai

Literal

Litaral

Litaral

Litarel

Litaral

Litaral

Litara!

Litarel

btarel

Litarel

Literal

Litarel

Litaral

Literal

Litarel

Literal

Lit oral

Litaral

Litaral

Litaral

Literal

Litarel

Litarai

691

373

33

976

N 1A

212

258

95

264

674

977

31

599

687

64

SOS

227

234

683

672

47

968

92

680

507

675

NIA

595

51

63

N{A

48

351

974

262

40

7

2s0
290
508

670

378

239

966

221

NIA

248

232

65

42

386

677

NIA

27

NIA

34

NIA

94

NIA

597
NIA
268

46
41

963
S86



TAJIKISTAN

TANZANIA, uNITED REPUBLIC OF

THAILAND

TOGO

TOKELAU

TONGA

TROMEIJN ISLANO

TUNISIA

TURKEY

TURKMENISTAN

TUVALU

UGANOA

UKRAINE

UNITEO ARAB EMIRATES

UNITEO KINGOOM

UNITEO STATES

URUGUAY

UZBEKISTAN

VANUATU

VAITCAN CKY

VENEZUELA

VIETNAM

WALUS ANO FUTUNA

WEST BANK

WESTERN SAHARA

WESTERN SAMOA

YEMEN

ZAIRE

ZAMBIA

ZIMBABWE

L -“

Literal
Literal

Literal

Literal

Iitaral

Idarai

Literal

Literal

Litaral

Literal

titerai

Litwd

literal

Literal

Literal

Litaral

Literal

Iiterat

Literal

Literal

IJterai

Literal

titeral

Literal

Literal

Literal

Literal

Literal

literal

Literal

7

255

66

228

NIA

676

NIA

216

90

7

6aa

256
7

971

44

1

59a

7

678

39

5a

a4

6a I

NIA

N/A

685

967

243

260

263

.

.———.— —
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~$~b CDER DATA STANDARDS MANUAL~..y..

—

.,.,,..................~~A.Da&~~~,~~~. Non..

%?E~...?~@ =~~%=: C-G EN- 10204.,, ... ... .......... ..... ....... .........

~St3y Ekf’IWhi”f%@~ Telephone Number, Format 1... .. ..... .,, .... ... .... ...

Wfi@CKI” This stendar%p-~videe format specifications for representing the telephone number for tha United.

Stares, the Bahamas, Bermuda, and Canada.

~@Cc~ Bell Atlantic directory.

%3@@ti~. See Telaphone Area Code, Format 1.

FDA” Specifiiati6@i None...... .. ......... . . ........ ..... :

CQER”Stiecifi=idrigi Telephone Number, Format 1 ia represented by numeric taxt........ ...........
There’ “shell be no punctwtion (including no hyphen between the third and fouflh digits).

JanuaW 10, 1995.

@& ~@J?S- Literal. Letters shall be converWd to numbers in the following waw

A.8, and C=2

D, E,and F=3

G, H,andl =4

J, K,and L=5

M, N,and O=6

P, R,and S=7

T, U,and V=8

w, x, and Y=9

of savan characters.



CDER DATA STANDARDS MANUAL

.,.,.,.,,,.......... .............. ..............
FDA Da& 6%70tWNU#I?&Ri NOtW.... ... ..............................

CQE/?Da@ =Fti%w C-G~Kl-10205.:...... .,,,............., .. .......... ,,..,7

ff~?<,~~t. N:=, Telephone Number, Format 2.. . . ....................

~@@h. This starsh&&&des fomat specifications for representing the telephone number for all foreign

countries, excluding the Bahamas, Bermuda, and Canada.

~~[CfY. Bell Atlentic directory.

~F#~@@& Sae Count~ Code and City Code....

FDAJ...S@ec#latiW: None............

CO@”~Sji@fiCifi”! Telephone Number, Format 2 is represented by numaric taxt of fifteen characters.

Punctuation In the form of hyphens and parentheses shall be permitted.

gjpyiis.

January 10, 1995.

Literal. Letters shall be convarted to numbers in the fallowing waw

A, B,arrd C=2

D, E,and F=3

G, H,andl =4

J, K,and L=5

M. N,and O=6

P, R,and S=7

T, U,and V=8

w, x, and Y=9

●
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;,,4 -: CDER DATA STANDARDS MANU AL“. -.$*

FDA iida E!&tiAlki&id.. .............. ... ... ...

CDEl? Data E1.’h&i&iE............... ... ...’.

Data EIemertt N= -yeighr........... ........

C-GEN-10213

~SCf@Orl’. Weight is the amount thaz an objact weighs.

%WCe. ASTM: Webster’s New Collegiate Dictionary

~elat-~i~. Height.

~~ S~~C~@ Waigrrt shell consist of alphanumeric entrias of a maximum of 10 characters [n length.

‘Jnless olherwrse spacified

cuE~ spetifiiiiio~~

FDA’Appmvedwatii

in the field, rho def.stdr vaiue

NO further specifications.

shall aiwaya be in kilograms.

This data elemant is pamding approval as an FDA Demographics Data Element.

.
~f~~~~Q’V@.@@& September i 2. ?995.

FDA Raw”s@ L@z&;

CDERRevise@Da& ,.. .........

&7ataVti. There are no pro-defined vaiues.
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(&j-ii)CDER DATA STANDARDS MANUAL.-<y

FDA Data Semant””Ntirn&% GEO-00302.. ... ......’-.............

CDER Data Eferm%$””Nti6& C-G EO-00302,. ..,... .... ........... ...

ffata !3ement Na@i City Name.

Descriptim’t~ This sta~d provides for the city pornon of a domestic or foreign address. The Federal

Inforrnanon Processing Standards Pubiicationa 5S-1 contains a listing of the cities within the United States.

SOUrCt?. i3i~sion of Reguietory Information Systems, Office of ReguiatoW Resources Management, Office of

regulatory Affairs, FDA.

Refat-k@tig,: Firm Name (ORG-00101 ), Street Address (G EO-00301 ), Foreign State/Province (GEO-003031,

Country Name (G EO-00304).

FDA S@CfiC~t~O~~ City Name is represented by variable length alphanumeric text consisting of a maximum

of thirty (30) characters.

~~~~ Silt?C{~’@@QfiS~ This field should not contain any non-related information, such as a zip code.

~~~” jp~~@t~< October 12, 1989.
................

Data Vaiuas

Name Definti:on Code

bteral C@ portion of a domestic or foreign address. NIA

.



FDA Data Ehwi@ N+bei.. GEQ-00 I o I

CDER Data .Eiq”&ff~”b& c-G EO-00 I o I

Data JEiemem Nqne. &ountries, Dependencies. and Areas of Soecial Sovereignty.

#&3C@@~_ This standard provides names and abbreviations for representing countries, dependencies, and

areas “of spectal sovereignty as defined in ANSI 239.27 - 1984, “Srmcture for the Representation of Names of

Countries, dependencies, and Areas of Special Sovereignty for Information Interchange, - of the American National

Standards lnsnrure (ANSI).

%UCC& Federal Information Processing Standards (F!PS) Publication 104.

Reiatkmsh;D.

~o~ Sp@Cifk@#@. Names of Countries, Dependencies, and Areas of Special Sovereignty are represented

ay aiphaoeuc text of two (2) characters.

CM% SPSCfi&&S; al There have been many changes in the names of counrries since the FIPS list was

publish~ m 1984”(6~gjj’ Eaar and West Germany have unified). Therefore, this standard naeds to be reevaluated

on a~ leas~ a yearly basis. b) FIPS designates a country code for each terri!oW of the United States, which

~suaily nas :he letter ‘Q’ as tha second character, rather than using the U.S. Postal Service territory codes. Since

CDER uses this address data to generate letters, it waa felt that CDER needed to deviate from the FIPS data

elements in :,%s field when U.S. territories were rcSprtXSen?Od. Thus, we have added the U.S. Postal Service U.S.

:wnto~ aobrewations to C-G EO-00204, and have deleted the FIPS U.S. Territory abbreviations from C-G EO-001 01.

‘urther, wnen a U.S. Postal Service U.S. territoW abbreviation is placed in a srate field, the countrf field

associated with that record should contain the FIPS abbreviation ‘US’. c) When the counrW is not known, CCIER

reserves :he aobreviat!on ‘XX’ where null fields are not allowed.

f~~ @PfOV~””~&tffi Octooer 9, 1986.

@c*,~,ptiv&[~~i* November 5, 1991.. . ...........................

FDA R3f7ied Lkit(k

CDER &3v~@’~a& February 11, 1992: ARril 14, 1992: October 11, 1994.

Dati Values.

.

Name Definition Code

AFGHANISTAN Lterel AF

AL9ANIA ti;eral AL

ALG?RIA Literal AG

ANDGRA Literal AN

ANGOLA Literal AO



< -“

ANGUILLA

ANTARCTICA

ANTIGUA ANO BARBUOA

ARGENTINA

ARMENIA

AS HMORE AND CARTIER ISLANDS

AuSTRALIA

AuSTRIA

AZERBAIJAN

3A I+AMAS

3AHRAIN

3A NGLAOESH

3ARBADOS

3ASSASOA INDIA

3ELARUS

3ELGIUM

!3ELIZE

3ENIN

3ERMUOA

3HUTAN

30 LIVIA

30 SNlA-HERZEGOVINA

30 TSWANA

30UVET ISLAND

3RAZIL

3RITISH INDIAN OCEAN TERRITORIES

3RlTlSi+ VIRGIN ISLANDS

3RUNEI

3ULGARIA

3URI(INA

3URMA

3URUNDI

CAMEROON

CANADA
CAPE vERc:

CAYMAN ISLANDS
cENTRAL AFalcAN REpuBuc
:HAO

CHILE

CHINA

CHRISTMAS !SLAND

CLIPPERTON ISLAND

COCOS (KEELING} ISLANOS

COLOMBIA

COMOROS

ZONGO

COOK ISLAND

CORAL SEA ISLANOS

COSTA RICA

COTE O’IVOIRE

GROATIA

CUBA

CYPRUS

CZECH RE?UBLIC

5ENMARK

3JIBOUTI

30 MINICA

30 MINICAN ~EPUELIC

5CUAOOR

ZGYPT

5!- SALVAOOR

EQUATORIAL GUINEA

5RITREA

:STONIA

3THIOPIA

:URCPA ISIANO

Literal

L~reral

Literal

Lteral

Litaral

Litaral

Litaral

Literal

Literal

Literal

bteral

Literal

Literal

Literal

Litaral

Lit eral

Literal

Literal

Literal

Litare{

Iiterel

Literal

Literal

Lit eral

L@ral

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Litaral

Literal

Literal

Literal

Lirerai

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literai

Literal

Literal

Literal

Literal

Literal

Literal

Li taral

Literal

Liteml

Literal

Literal

Literal

Literal

Literal

Literal

.

AV

AY

AC

AR

AM

AT

AS

AU

AJ

BF

BA

BG

88

8s

00

BE

W+

BN

BD

5T

8L

SK

Bc

Bv

BR

10

VI

ax

au

Uv

BM

3Y

CM

CA

cv

CJ

CT

CD

c1

CH

KT

1P

CK

co

CN

CF

Cw

CR

Cs

Iv

HR

Cu

CY

Ez

DA

DJ

Do

OR

EC

EG

ES

EK

ER

EN

El

EU



FALKLAND ISLANDS Literal

FIJI Literal

FINLAND Literal

FRANCE LI taral

FRENCH GUIANA Lterai

~RE,NCH POLYNESIA bteral

FRENCH SOUTHERN AND ANTARCTIC LA ND SLteral

GAOON Li(efat

GAMBIA, THE bteral

GAZA STRIP titeral

GEORGIA Ltaral

GERMANY Literal

GHANA Litaral

GIBRALTAR Litarei

GLORIOSO ISLANDS titaral

GREECE Literal

GREENLAND Iiraral

GRENADA Literai

GUAOELOUPE Litaral

GUATEMALA Literal

GUERNSEY LteraJ

GUINEA Iiterai

GUINEA-BISSAU Literai

GUYANA Literal

HAITI Literal

HEARD ISLAND AND MCDONALD ISLANDS Litarai

HONDURAS Literal

HONG KONG Literal

dOWLAND ISLAND titeral

HuNGARY Literal

ICELANO Literal

INDIA LKaral

!NDONESIA titeral

IRAN Literai

IRAQ Literal

!RELAND [SOUTHERN ONLY) Literai

ISRAEL titerai

ITALY Liraral

JAMAICA Literal

JAN MAYEN Litaral

JAPAN Literal

JERSEY Literai

JOROAN titerai

JUAN DE NOVA ISLAND Liraral

KAMPUCHEA literal

KAZAKHSTAN Licaral

KENYA Literal

KIRIEATl Literal

KOREA, NORTH Litarai

KOREA, SOUTH Litaral

KUWAIT Uteral

KY RGYZSTAN Litarai

LAOS titarai

LATVIA titaral

LEBANON Utaral

LESOTHO Meral

LIBERIA Literal

L18YA Literal

LIECHTENSTEIN Litaral

LITHUANIA bterai

LuXEMBOURG lLitaral

MACAU bteral

.MACEDONiA btarai

sAAOAGASCAR titeral

MALAWI Lteral

MALAYSIA U taraJ

●

FK

FJ

H

FR

FG

FP

Fs

GB

GA

GZ

GG

GM

GH

GI

GO

GR

GL

GJ

GP

GT

GK

GV
Pu

GY
HA

HM

HO

HK

Ha

HU

Ic

IN

ID

IR

[z

El

Is

IT

JM

JN

JA

JE

JO

JU

C8

KZ

KE

KR

KN

KS

KU

KG

LA

LG

LE

LT

LT

LY

LS

LH

LU

MC

MK

MA

IMl

MY



UALDIVES

NIALI

MALTA

MAN, ISLE OF

MARTINIQUE

ktAURITANIA

MAuRITIUS

ktAYO~E

MEXICO

(MOLDOVA

MONACO

MONGOLIA

,sAONTENEGRO

MONTSERRAT

MOROCCO

,wOZAM81QUE

,NAMIBIA

,NAURA

NEPAL L .“
NETHERLANDS

NETHERLANDS ANTILLES

NEW CA LENDONIA

NEW ZEALANO

NICARAGUA

NIGER

NIGERIA

NIUE

NORFOLK ISLANO

.?40RWAY

CIMAN

?AKISTAN

?ANAMA

PAPUA NEW GUINEA

?ARACEL ISLANOS

PARAGUAY
?ERIJ

?wLIPP!NES

JITCAIRN ISLANDS

?OLANO

~ORTUGAL

2A TAR

?EUNION

?OMANIA

?USSIA

3WANOA

SAINT KllTS ANO NEVIS

SAINT HELENA

SAINT LUCIA

SAINT PIERRE AND MIQUELON

SAINT VINCENT ANO THE GRENADINES

SAN MARlNO

SAO TOME ANO PRINCIPE

SAUOI ARABIA

SENEGAL

SERBIA

SEYCHELLES

SIERRA LEONE

SINGAPORE

SLOVAKIA

5LOVENIA

SOLOMON ISLANDS

SOMAUA

SOUTH AFRICA

SOUTH GEORGIAISANDWICH ISLANOS

SPAIN

SPR.ATLY ISLANOS

Literal

Literal

ti!efal

Ltteral

literal

bteral
Lteral
Literal
Literal

LItaral

Literal

Iiterel

Literal

Literal

Literal

Literal

Lireral

bleral

Urerel

Literel

Literal

Literal

Literal

Lirerai

Iitaral

Literal

Utaral

Literal

Literal

Literal

Literal

Literal

Litaral

Literal

Lireral

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

bteral

titeral

Litaral

Literal

Literal

Litaral

literal

bterel

Literal

‘Literal

btaral

L!terel

Literal

Literal

Literal

Uteral

bteral

btarel

Literal

‘Literal

titeral

Litaral

Literal

●

MV

ML

MT

IM

M8

MR

MP

MF

MX

MD

,MN

MG

MW

MH

MO

MZ

WA

NR

NP

NL

NA

NC

NZ

NU

NG

NI

NE

NF

NO

MU

?K

PM

PP

PF

PA

PE

RP

PC

Pt.

Po

QA

RE

RO

RS

RW

Sc

SH

ST

SB

Vc

SM

TP

SA

SG

SR

SE

SL

SN

LO

SI

BP

so

SF

Sx

SP

PG



SRI LANKA

SUDAN

SURINAME

SVALEIARD

SWAZILAND

SWEDEN

SWITZERLAND

SYRIA
TAIWAN

TAJIKISTAN

TANZANIA. UNITED REPUBLIC OF

THAILAND

TOGO

TOKELAU

TONGA

TRINIDAD AND TOBAGO

TROMELIN ISLAND

TUNISIA

TURKEY L -“

TURKMENISTAN

TURKS AND CAICOS ISLANDS

TUVALU

uGANDA

uKRAINE

UNITED ARAa EMIRATES

UNITED KINGDOM

lJNITED STATES

UNKNOWN COUNTRY

uRUGUAY

UZBEKISTAN

VANUATU

‘JATICAN C;~

‘/ENEZUELA

‘JIETNAM

‘W ALLIS AND FUTUNA

WEST 3ANK

‘NESTERN SAHARA

‘NESTERN SAMAO

YEMEN

ZAIRE

ZAMBIA

ZIMaAaWE

Limwal

Iireral

bteral

Llleral

Literal

btaral

Lneral

Li[eral

literal

Liraral

Literal

Literal

Literal

titaral

titeral

timrtd

literal

Literal

literal

Literal

Litaral

Literal

titerd

Literal

Lkaral

Literal

tirarai

Literal

Litaral

LNeral

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

CE

Su

NS

Sv

Wz

Sw

Sz

SY

Tw

TI

Tz

TH

TO

. TL

TN

TD

TE

TS

TU

Tx

TK

Tv

UG

UP
TC
UK
us
xx
UY
Uz
NH

v-r

VE

VM

WF

WE

WI

Ws

YM

CG

ZA

Z1

.



FDA Data E?ernent.Nuhbe~ GE O-00304

CDER Data flemeiif.~tibiti c-GEO-00304
.

Data Element. Narn6i Cwm’v Nam-

IhSC@~iOn. This slandard provides for the counrry nama portion of the addrsss. Countnas. Dependencies, and

Areas of Spectal Sovereignty as Aescribed in Federal Information Processing Standards Publication 104 are included
--

in this standard.

so”&ti, Division of Regulatory Information Systems, Office of Regulatory Reeourcea Management, Office of “

Regulatory Affairs, FDA.

Rekitiuriship”. Firm Name [O RG-OO1O1 ), Sweet Address (GEO-00301), City Nama (G EO-00302), Foreign

Stare/? rovince (G EO-00303), Countries Dependencies and Areas of Special Sovereignty (GEO-OO1O1 ).

~~ S@dfiC~itiiW Country Name is represented by variable length alphanumeric text consisting of a maximum

of thirty (301 characters.

CDER SpecKca:[o.,r%-NO further specifications.

FDAAwroued@f@ii October 12, 1989.

cD~.~P&#.~.8~%; November 5, 199”

F..* ~ew.=&~a$&

~DE~ffe@8#ga*0.

Data Vaiks

Name Definition Code

Lireral Country name portion of an address. NIA

.



FDA Data E7ement Number’. mm.

CDER Data Element Numbqr. C-G~O-00305

Data Element Name. District Office Code.

Description. This standard provides format specifications for representing the FDA District Office code.

%UrCe. FDA Office of Regulatory Affairs.

Relationship.

FDA Specification% None.

CDER Specification District Office Code is represented by alphabetic text of three characters, withour

puncmation. District Office codes are based upon the US Postal Servica zip code (rather than state name because the

stales of New York and California each have two FDA District Offices).

FDA Approved Date.

CDER Approved Date.

FDA Revised Date.

CDER Revised Date.

Data Values.

January 10, 1995.

District Office Name Definidon (Zip Code, State Name) Code

ATL4NTA 27000-28999, NORTH CAROLINA ATL

290b0-29999, SOUTH CAROLINA

300@-31 999, GEORGIA

20000-20599, DISTRICT OF COLUMBIA BLT

20600-21999, MARYLAND

22000-24699, VIRGINIA

24700-26899, WEST VIRGINIA

BALTIMORE



NEW ENGLAND 01000--02799,

02800--02999,

03000--03899,

03900--04999,

05000--05999,

06000--06999,

10505,10509,
10541,10542,
10914,10915,
10919,10922,
10930,10932,
10953,10958,
10973,10975,
10987,10988,

BUFFALO

MASSACHUSETTS

RHOOE ISLAND

NEW HAMPSHIRE

MAINE

VERMONT

CONNECTICUT

10512, 10516, 10537,

10579, 10910,10912,

10916, 10917,10918,

10925, 10926,10928,

10933, 10940, 10950,

10959, 10963, 10969,

10979, 10981, 10985,

10990, 10992, 10998,

CHICAGO

CINCINNATI

OALIAS

OENVER

DETROIT

and 12000--14999, parts of NEW

YORK

60000-62999, ILLINOISCHI

40000-42799, KENTUCKY

43000--45899, OHIO

71600--72999, ARKANSAS

73000-74999, OKLAHOMA

75000--79999, TEXAS

80000-81619, COLORAOO

82000-83199, WYOMING

84000-84799, UTAH

87000-88499, NEW MEXICO

46000-47999, INOIANA

48000-49999, MICHIGAN

NWE

BUF

CIN

DAL

DEN

DET



KANSAS CITY

LOS ANGELES

MINNEAPOLIS

NASHVILLE

50000--52899, !OWA

63000--65899, MISSOURI

66000--67999, KANSAS

68000--69399, NEBRASKA

85000--86599, ARIZONA

90000--93199,93400--93499,
93510, 93532,93533,93534,93535,
93536, 93537,93538,93539,93543,
93544, 93545,93550,93551,93552,
93553,93554,93558,93562,93563,
parts of CALIFORNIA

53000--54999, WISCONSIN

55000--56799, MINNESOTA

57000--57799, SOUTH DAKOTA

58000--58899, NORTH DAKOTA

35000--36999, AIABAMA

37000--38599, TENNESSEE

NEW ORLEANS 38600--39799, MISSISSIPPI!

70000--71499, LOUISIANA

NEW YORK CITY 09000--10499, 10501, 10502, 10503,
10504, 10506, 10507, 10508, 10510,

10511, 10513, 10514, 10515,10517,

10518-10536, 10538, 10539, 10540,

10543-10578, 10580-10599, 10800,

10901--10909, 10911, 10913, 10920,

10921, 10923, 10924, 10927, 10929,

10931, 10935, 10936, 10937, 10938,

10939, 10941, 10942, 10943, 10944,

10945, 10946, 10947, 10948, 10849,

10951, 10952, 10954, 10955, 10956,
10957, 10960, 10961, 10962, 10964,

10965, 10966, 10967, 10968, 10970,

10971, 10972, 10974, 10976, 10977,

10978, 10980, 10982, 10983, 10984,

10986, 10989, 10991, 10993, 10994,

10995, 10996, 10997, 10999, parts

of NEW YORK

NEW JERSEY

FLORIDA

07000--08999, NEW JERSEY

32000--34299, FLORIDA

KAN

LOS

MIN

NSH

NOL

NYK

NWJ

FLA



PHILADELPHIA 15000--19699, PENNSYLVANIA

19700--19999, DELAWARE

SAN JUAN 00600--00799, PUERTO RICO

00800--00899, VIRGIN ISLANDS

00900--00999, PuERTO RICO

PHI

SJN

SAN FRANCISCO S9000--89899, NEVADA SAN

93200--93399, 93500, 93501, 93502,

93503, 93504, 93505, 93506,93507,

93508,93509, 93511,93512,93513,

93514,93515,93516,93517, 93518,

93519,93520,93521, 93522,93523,

93524, 93525, 93526,93527,93528,

93529, 93530,93531,93540,93541,

93542,93546,93547, 93548, 93549,

93555,93556, 93557,93559,93560,

93561,93564, 93565, 93566,93567,

93568,93569,93570,93571, 93572,

93573,93574,93575, 93576,93577,

93578, 93579, 93580,93581,93582,

93583,93584, 93585, 93586,93587,

93588,93589,93590, 93591, 93592,

93593, 93594,93595, 93596, 93597,

93598, 93599, 93600--96699,

parts of CALIFORNIA

96700--96799, AMERICAN SAMOA

96800-96899, HAWAII

96900-96999, GUAM

SEATTLE 59000-59999, MONTANA

83200-83899, IDAHO

87000--97999, OREGON

98000--99499, WASHINGTON

99500--99999, AIASKA

SEA

—. . .. . -.. —



CDER DATA STANDARDS MANU AL

., ........ ,.,.,,.,...
FDA &?za Ek&<tV&thero GE O-00303,., ,.,.....................,,,., ......

CDE/? Diti”;-~~~~w C-G EO-00303

.....................
~&~ “~~z” ~~~ Stata/Forrtign Province... ...................

~“&SCt@~ This sttmd@~rovidee for the foreign province,.. state, or oudying area pordon of the address.

The Fe&rs Information Processing Standerd (5-1) providas namee and abbreviation codes for representing the 50

srams, Washington, D.C. and tha oudyina areas, all of which are considered to ba ‘first order eubdiwsions - of

ths Untrod States.

~OtJ~Cen Division of Regulatory Information Systems, Office of Regulatory Resourcee Management, Offica of

Regulator Affairs, FDA.

~?@@M~. Firm N-e (ORG-00101 ), Street Address [G EO-00301 ), City Name (G EO-00302), Country Name

(G EO-00304, ”Countries Dependencies and Areas of Spacisi Sovereign~ (G EO-001 01 ).

~~.:~”fiC~&$i State/Foreign Province is represented by variable length aiphanumaric......
a maximumof thirty (30) characters.

,.......... ..................
~~~~~”@~&@@l$. No furlher specifications.

%&.&@~U~Dk~~ Octobar 12, 1989.

c~~~”~~~~~~e- November 5, 1991.
. ....... ......

... ....... .

~ff,..:..m~=.=

.........,...... ..,.,.,....... .........

c@ER’R&aD5&*., ..... ..... .... ..,.,,...,,...........................

Qal%:”: ‘14&&9s*........... . . ......

text consisting of

Name Definition Code

bteral Foraign provinca, state or oud~ng area potion NIA

of the ddresa.

.



~D~ &lt% i%M~”t”’@&”i?kj GE O-00204

COER Data mt: Num6& C-G EO-00204

Data Element N8m% Scmss and Outlying Areas of Iha United Staras.

kt@~. Ths Standsd_wVidaa names, abbreviations and codes for reprosentrng the 50 Statas, tha District

of Columbia, and the outlying areas of tha Unitad States.

SO~~C~zFederai Information processing Standards Publication (FIPS Pub) 5-1.

13elati’msh@ Counties and County Equivalents [GEO-00201 ): Named Populated Placea, Primu~ County

D“ivision&, and ““Other Locauonal Entities of the Unitad Statas (G EO-00202); Metropolitan Statistical Area (GEO-

00203).

~& Sf3&~C~~O@~ United S(ates, the District of Columbia, and the outlying areas of the United States are

rep-resented sv a two [2] digit number, right juatifiad with leading zero.

CD~,Spe@f@#io~R. a) FIPS deslgna~ea a two-dig[t numeric code for aach state and tha District of

Columbia, tnstead of using a U.S. Postal Sarvice rwo-lettar abbreviation. Since CDER uses the data in this field

to address correspondence, and since the two-digit numeric code is not recognized by the U.S. Postal Service,

it was felt :hat we needed to deviata from FIPS in this regard, and solely amploy the U.S. Postal Service two

letter abbrewation.

b) As stated m GEO-001 01, FIPS designates a countrf coda for each territory of the United Statea, which usually

has the letter ‘Q’ as the second character, rather than using the U.S. Postal Service territo~ codas. Since CDER

uses this ddress data to generate letters, it was felt that CDER needed to detiate from the FIPS data elemants

!n this field when U.S. temrories were represented. Thus, we have added the U.S. Postal Servica U.S. territory

abbrewauons to C-G EO-00204, and have deleted the FIPS U.S. territory abbreviations from C-GEMO101 . Funhsr,

when a U.S. Postal Servica U.S. temtory abbreviation is placed in a state field, tha count~ field associated with

that record should contain tha FIPS abbreviation ‘US’. c) Whan the U.S. termory has no known abbreviation.

Cil ER reserves the abbrewarion ‘XX’ where null fields are not ailowed. [f there is no known two-latter

abbrewauon, the U.S. territory should ba completely spoiled out in the ADDR-FORIEGN field.

[t was decldad that FIPS codes would be specified in this standard monograph as e cross-rafarence to enabla data

conversion from non-CDER components.

FDA ~p~Wlif::D~h?; July 17, 1986.

CDER Apwo~”D& November 5, 1991.

FDA Revisad Date.

COER Rev&ad Date:

Data V*S. (sea next two pages)

.



ygipl Croao.Rofamnco9
PIPS FIPS

Alpha Alpha Nurrwric

state Country stat.
Nema Definition code coda Code

ALABAMA

ALASKA

AMERICAN SAMOA

ARIZONA

ARKANSAS

BAKER ISIAND

CALIFORNIA

CANAL ZONE

CANTON/ENDERSURY ISIANDS

COLORADO

CONNECTICUT L -+

DELAWARE

OISTRICT OF COLUMBIA

FLORIDA

GEORGIA

GUAM

HAWAll

HOWLAND ISLAND

IDAHO

ILLINOIS

INDIANA

lOWA

JARVIS ISLAND

JOHNSTON ATOLL

KANSAS

KENTUCKY

KINGMAN REEF

LOUISIANA

MAINE

MARYLAND

MASSACHUSETTS

MICHIGAN

MIDWAY ISLANDS

MINNESOTA

MISCELLANEOUS US TERRITORY

MISSISSIPPI

MISSOURI

MONTANA

NEBRASKA

NEVADA

NEW HAMPSHIRE

NEW JERSEY

NEW MEXICO

NEW YORK

NORTH CAROUNA

NORTH DAKOTA

NORTHERN MARlANA ISIANDS

OHIO

OKLAHOMA

OREGON

PALMYRA ATOU
?ENNSyLVANIA

PUERTO RICO

RHODE ISLAND

SOUTH CAROUNA

SOUTH OAKOTA
T~NNEssEE

Literal

literal

Literal

Literal

bteral
Literal
Literal
literal
Literal
Literal

Literal

titeral

Lkerd

Literal

Literal

Literal

Litaral

Literal

Literal

titerei

Literal

Literal

Literal

Literal

Literal

Literal

Litaral

Literal

Literal

Literal

Literal

Literal

Litaral

Literal

bteral

Litaral

Litar.d

Litard

Literal

Literal

Literal

bterd

herd

Literal

Litaral

Literal

Literal

titerd

Literal

Lneral

Literal

Ltard

Literal

Literal

Literal

Ltard

Li[erel

AL

AK

SA

AZ

AR

.
CA
Cz

co
CT
DE
DC
FL
GA
Gu
HI

Pa
EQ

GQ

ID

IL

IN

1A

KS

KY

LA

ME

MD

MA

Ml

MQ
MN

xx
MS

MO

MT

NE
NV

NH

NJ

NM

NY

NC

ND

CM

OH

OK

OR

PA

PR

RI

Sc

so

TN

01

02
AO 60

04
05
al
06
61
62
08
09
10
11
12
13
66
15

84
16
17
18
19

S6

67

20

21

89

22

23

24

25

26

71

27

28

29

30

31

32

33

34

35

36

37

38

69

39

40

41

9s

42

72

44

4s

46

47

C(X

RQ



CDER Std cross-Rofcrorrcoc

Po8tsl flPs FIPS

Alpha Aiphc Numwic

Statm Caunw Statb
Name Ddinition cod, C* Coh

TEXAS

TRUST TERRITORIES PACIFIC

UTAH

VERMONT

VIRGIN ISLANDS

VIRGINIA

WAKE ISL4ND

WASHINGTON

wEST VIRGINIA & -“

wISCONSIN

WYOMING

literal

literal
Moral
Litaral
Lhral

literal

Literal

Literal

Iiterd

Utard

literal

Tx

T-r

u-r
v-r
VI
VA

WA

Wv

WI

WY

4a
Na 75

49
. so

VQ 78

51

Wa 79

53

54

55

56



FDA ~m ~.tNwG: GEO-0030,
.,.....................,.,...........................

CQER @w ‘wrff&%w. C-’3EO-OO3O 1.......... ................................

............ ......
~&&””@ml. ~&lWg Street Address.,...... ..... ..... ..

~,~=i Thrs stsnda~p.ties for the street address including building name, post offrce box. routs, etc.

Street Address does not includs city, state, provincs, or countw.

%@C& E)iviston of Regulatow Information Systams, Office of Reguleto~ Raeources Msnagernent. Office of

Regulatory Affaws, FDA.

M,@@: Firm Nsme [ORG-00101 ), City Name (G EO-00302), Foreign State/Prownce (G EO-00303), Country

Name IGEO-00304).

FD~ &WE&&d&&* Street Address is represented by variable length alphanumeric tom consisting of a......
maximum of ~ofi (40) characters. The punctuation for this field is system specific.

C~~ $pecfi~fi$ a) When possible. buildinQ name, room number, post office box. and zip code should
............ . .

be separated Into distinct fields. b) See list below for valid mandatory abbreviations (Thase abbreviation were

dertved from Untrod States Postal Service valid abbreviations. Since that list was so extensivs, the Center
r.estncted anbrawauons to 1 )Only the more commonly used abbrewauons, and 2]Ordy when rho original word

conmmed more man four lertars (except ROAD and ROOM, which wera too common to omit).) c) Decimal Points

shall oniv be used to represent dislance from a parncular point (e.g., 24.5 KM NORTH OF RT 10) or to represent

a frscuon m a street address (e. g., 25.5 BROADWAY CT).

~ff&{~~@&&&~@ October 12, 1989.

November 5. 1991.

Name Definition Code

.

Lireral Sweet address including budding name, NIA

post office box, route, arc.

C5ER ‘Jalld Values:

APA~TMENT Literal

AVENUE Literal

30 ULE’JARD Litaral

3RANCH Literal

3UILDING Literal

APT

AVE

BLVD

3R

3LDG



I

●

f ‘1



FDA Data %ti~~-~ ORG-00 I o I........... ,. .. ..........

CDER Data w~~w C- ORG-00 I 01............ ............... .,,

~a?~ q~W?? N=; Firm Nemo.

,.
.. ..............

Description. This standard represents tha name or designation under which a company transact business.

SQUrC~: Diwsion of Regulatory

Regula~ory Affairs, FDA.

%[~-~ti~ Street Addraas 1

Count& Name [GEO-00304).

Information Systams, Offica of Regulatory Reeourcaa Management, Office of

(GEO-003011, Civ Name (GEO-003021, Foraign State/Province (GEO-00303),

~~””~$w~ firm N-e is represented by variable length alphanumeric text consisting of a maximum

of sixv (601 characters.

$~g~ S@&~Mi@& No further specifications. In process of review, 1992.

..... .........
~~~ &uw&,,D~Wi October 12, 1989...... ..............

~gg;,+~+~m
. .. .

... ............................

~&. R&&%#D&i&i........,...,.,...,.,.-.:

CpEi? J&tiwl%kii..... .......... ..... ,.,........... .......
.,.,,

5#Zi y?iiti?s.

Name Definition Code

Iileral Name or design~on under which a company NIA

trensacts buainaaa.



POWDER. DENTIFRICE

POWOER, FOR SOLUTION

POWDER, FOR SUSPENSION

RINSE

SALVE

SHAMPOO

SHAMPOO, SUSPENSION

SOAP

SOLUTION

SOLUTION, CONCENWfAE

SOLUTION. FOR SLUSH

SPONGE

SPRAY

SPRAY, METEREO

SPRAY. SUSPENSION

STICK

STRIP

An mttmale mtxtum >f cr{. fineiy diwded drugs 115
Jndlor chem,cals :har. ,wth Ihe aid 0/ a

toothbrush, IS used :cr :re ;UICOS8 of cleaning

rhe ~ccess,bla surfaces 0{ :?.s m.sm. IUSP, XXII;

Remmqton”s Pharmacsur. cat Sc:ences. 1l’th Ed. ]

An inomate mtxtum of Crf. !inaly divided drugs 534
andlor chemicals. WCIC3. uoan !ha addition of
Wrabla vehicles, yelds a suspension (a liquid
pregafatmn Conm$mng T4 solid Qamc!es
dispersed In Ihe Iiquuj ,emee).

A liquid used 10 c!earsa by “Uhing. 303

A ?hsck ointment or cerate la far w wax based 137
preparatmn with a cms,stenc{ !jatween an

oimment and a plasterl.

A Iiqu!d soap or derargem ,;ssd :0 clean tha hatf 304

and scalp and ,S often sad a3 a vehicle for

dermatologic agems.

A liquid soa~ or demr<enc camaming ane or 193
more solid. insoluble sues-dnces cisgersed in a

Iiquld veh!cle that is usad :3 c!ean the haw and

scalp and is often Wad 3s a vehicle for

dermafologic agents.

Any compound of ore x ~om :acrf acids. or 305
their aquivalems. .wm an alkali: soap is

tleIergenr and is muc? ?rncfoyed ~n Iinimems,

enemas, and m matung ;Iils. It :S also a miid

apsment. antsc!d and anceecmc.

A liquid prepamti.cn :?at :anrairs ona or more

chemical suos!anc~ c:$sawed, i.a., molecularly

dispersad, in a sultacle soivam x mixlure of
mutually miscible solvenrs.

A Iiquld preparation ii.e.. a substance that flows

readily in Its natural cratel .&t contains a drug

dissolved In a swcacfe solvent or mixtura of
mutually mlsclble sclvsma: me dmg has been

swengthenad by :hs e~ammuon of Its nOnaCUve

parts.

A solution for the preoacsuon of an iced saline

slush, which is admm.stemd 5.+ ~mgation and

used co induce ragcmal hypothermia fin

COnditIOflS such as cenam men heart and kidney

surgical procedures) 3V its dimcr soplicatf on.

An absorbent pad of !oldad Jauzs or cotton.

A liquid minutaly itw,cad x by a ]0[ of air or

steam,

An aarosol dosaqa ‘crm camtsnng of valves

wfmcn allow the Siscm-wng yf a specified

quant!t.f at sprav.

A I,qu,d pmgaratmn zontmmrq solid pamclas

dispersed m a liqwd .elvc!e and :n (he fOrm Of

coarse droplets or m ?II’WIVitivtdea scdias to be

aPPl!@d tomcallv. most tisually IO the nasal-
pharfngeat tract or :0 :* skin.

A ,dosage form pracarw n a mlatwaly Iang and
slander often cylinOnc31 ‘arm

A long narrow pieca at ma:ena{.

138

83S

321

27?

27:

3A5

195

273

27&



NOT APPLICABLE

OIL

OINTMENT

PACKING

PASTE

PASTE. DENllFRICE

PATCH. EXTENDED RELEASE

PATCH. WTENDED RELEASE.ELECTRICALLYCONTROLLED

PELLET

PILL

PiAS~R

POULTICE

PQWDER

me use qf a dosage !orm :&rm ,s toc redevanf or 313
aporoomwe.

An unctuous. comb”$:,z!e sutsfance which is 098
liqu8d, or easily Iiquat, acre. m -armmg. and is

soluole m ether but rso:utlo n #atsar. Such

Wbsfances, deoandmq m !PeIr ongm, are

class! tied m ammal, mmwal. C( ..egetanl@ OIIS.

A semtsolid pmgamuon nrencad !or external 101

aQWcJtlOfl to Ihe skm cr ZUczua membranes.

A cord-like malef!ai, &stJally :,yvefed by O, 839
Impregnated w!th a O_ug, :.hat is inaarted

between rhe moth ?ramel ma me gmgival
margm.

A s%mmoiid dosage !mrn mar canrams one or 103
more drug substances nrerICed fat topical

aPPiicattOn.

A substancn, m the fcrm a gasre, used with a 104
toothbrush for :he zumose If :!eaning the

accessible surfaces at :?* :ae.m.

A transdermal drug cetiv=ways;ern m the farm 813
of a patch chat ,eleasas :P.a :mg in such a

manner that a two-lad reCuc30n in dosing

frequancy compared to :-at crug ]rasented as a

convenfmnal dosage !xm :e.;.. a solution or a
promot drug-releasing, ::nvwmonal satid dosage

form).

A mnsdermal Cmg de!w?rf ws;em m the fofrn 81A

of a patch Whkh IS :: CTCIISO sv an electfic

current that releasas :?a :mg n SUC5 a manner

that a two-fold reduc:cn m :osinq !mquency

compared to that :mg zmsented as a

convantmnal dasaqe !cn .e.g,. a solution or a

promm dmg-releaamq, :mvaficnal solid dosage
farm!.

A sma(l starde solid ,ma.s.s:amscmg of a highly 105

purified drug (with or w!tmuc excpwmtsl made

by comgmasion or moidii thay am intended for
imglantaaon m NW boay h.IS@V su~ly}

for the ourpoae of prowdinqcmwiraaous mlaase
of !ha drug over lonq Panoda of time.

A small, round solid tcsaqe form containing a 107

medmnal again mtenaea !cr sral admtmawation.

Sub3rance intended for.~ aopkadon made 108

of such Malerlals and st JUC!I cmmsrency as to

adhere ro Ihe skin ma Inacn m a dmaaing:
plasrers am intended :3 3tfcm ~rorection and

suppon 3nd/Or 70 !Wm.sn an ~cc!uSlOn and
maceraung ac?lon ano :3 Snnq ,nadicatlon into

c[ose contact with me so%

A sofr, motst ma= of naal. wrcs. wed, etc., 109

usually applied hor m ccm :rar :cnaus.s of 9mel-
Iike conslsteneV.

An mmmate mcaum >t :w, Walv diwded drugs 1:0
~nd/Or chemicals mac may Se ntendad for
,ntarnai [oral ~owaarsr x sxremal {topical

pOwdWs) use.



SUPPOSITORY

SUPPOSITORY. EXTENDEO aELEASE

SUSPENSION

SUSPENSION, EXTENDEDaELSASE

SUTURE

SWA8

TABLET

TABLET. CHEWABLE

TASLET, COATED

TABLET, DELAYEDRELEASE

TASLET, OELAYEDRELSASEPARTICLES

TA8LET, EFFERVESCENT

TABLET. EXTENOEDaELEASE

A sohd body of (ar.cus -a)qt.ts and shapes, 173
Jdapled for ,ntroducwn. nto t?e r~c:a{, wagIna I,

or urethral Orifice 2! me human body; They

usually melt, SOI!W. cl C$ssolve a! body
[emuerature.

A clfug IMIWW $Vs!!m ,n .PII !OWO of ~ 815
SUWJO$IIOPIrhat WIG-S m ,east a [we-fold

reduct!on ,0 dosing ‘W-C: anC.f,

A liquid preoafatlon ccnws:mg of solid panicles

dtsoerse.d througncut a .iqwd ;nase tn which the

pamcles afe nor solmta; Ir,* ~“sgen~i~n h~s
been formulated in a nanner:o slow ar:aast a

!wofold reductton n dasmg frequency as
compared m that ~tug ;rssenred as a

convenr!ona[ dosage !cnn (e. ~.. as a sol”tio” O,

a Pram!Jt dwsve!namg, cmventional solid
dosage form],

816

A strand or fiber used m hold mound edges in 275

aPPOsltion during Pealing.

A wad of absorbent mafef!al USUaIIy w~””tj 276
around one end Ot a small sock snd used for

appWln9 metilcanon :r for removing matesial
from an area.

An oral solution Camammg ntqn cancenrralions 307
of sucrose or otner Wqars: TM renn has alWJ

been used [0 inc[uce mv m-.er ‘iquid dosage

form prepared in a sweer and viscrd vehicle,

Including oral suspers,crs.

A solid dosage ‘cm ::r:ammg medicinal 500
substances w!th or w!rrouc w$:ac:e diiuenta.

A solid dosage %m :On!ammg medicinal 501
substances w!th or .wvcurswrac,e cituents that

is ,ntended to be C.-ewed, ;rccuc:ng a pleasant

tasung residue in :he ?rat :av,~ !nat is eas!iy

swallowed and Cces -of :eawg a biner o,
unpleasant aker-tas:s.

A solid dosage fcn that ::n:ams medicinal 502
substanceswrthor w&cut sumcla ziluenrs and
IScovered wxh a desuyared ::atq!.

A solid dosage form wntc~ re!easas a drug [or 520
drugs] at a Ume Jtre.r ‘Jan promptly after

admmlslratmn. %tenc-coatea armcles are
delayed release dosaqa !on’ns.

A solid dosaga form :mwammg a c!mglomerate 521
of meaianal pamc!es :XSC have ham covered
vwth a coafing whlcn wleases a Gmg (or drugs)

at 3 uma omer :han gromptly after

aam!nmtraf ion. Snrenc-coatea armcles am
aelavea reieasedasage ‘aims.

A solid dasag~ farm :~nrammg, n addition m 503

acfwe mgreaients. m,nres or Ic:ds (cltnc acid,

;ananc ac!al and wct,m b,cwoonam. which
releasa cwfaon diomca .+-m z,ssawea m wateq

81 IS mended ro :e ::sso$ved Jr dispersed m

warar Wtore admm!s:?aeon,

—



TABLET, FILM COATED

TABLET, FILM COATEO, EXTENOED RELEASE

TABLET, MULTILAYER

TABLET, MULTILAYER. EXTENOED RELEASE

TABLET, SOLUBLE

TABLET, SUGAR COATED

TAMPON

TAPE

TINCTURE

TROCHE

UNASSIGNED

WAFER

A solid dosage form that COIIIalns medicmal

WbstanCSS WIrbor w!tWut %u,table diluenrs and

IS coxed wIm a thin :a?er 21 a waler-insoluble or
wa(ar-solubla pOlv~?. r.

A sohd dosage form mat :ontams madicmal

substances wdh or wmcut ‘W;able diluenrs and

m coated with a mm !ayer qf a water-insoluble w
wa[er. soluble polyrcec ‘Jo :aolet ,S farmulamd $n

such manner as !O maxe the comamad

medicament avatlablo o’% an ercended psmod of

nme following fnges:!cn.

A solid dosage !wm conratn,ng mediema[

Substances that have :een C:mgressed to form

a multipls-layemd :ac!ec or a rabiar-wirhin-a-

tablet, the inner [aclat temg :he core and !ha

outer goftmn Oeinq me sr.et.

A solid dosagB fcrm Csntalnlflg madi~i”al

substances thal have :aen csmpmssed to form

a multipls-layered !ab~et sr a tablef. within-a-

rablet, the inner rab:er 5emg !he core a“d the

ourer~omon being L-e shd. .wvch. additionally,

is covered in a des!gnared :caring; Ihe tablet IS
formulated in such manner ~:oallowat leaat a

two-fold reducuon m casing frequency as

compared m that drug ya-msnted as a

conventional dosa5e ?ccn.

A solid dosage h-n 5wt cm-itama ms,dicinal

substances with or wtroutsurtable diiuenrs and

possesses the abdirf:o :iasalwin f!u!ds.

A solid dosage farm Tat :omams medicinal

substances w!th cr .w?xu: Wrraole diluents and
is coared wlrh a cc[craa :r m uncolorsd water-

solubla sugar.

A glug made of :ansn, soonge, or oakum
varfousty used in w:.ge!v :3 plug the nose,

vagina, etc.. for?l% :zmm :f?emorrhage or the

absorfmon of secrencrs.

A narrow woven fame, :r 3 narrow extruded

symheuc (such as :laaacI. usually with an

adhesive on one or >om m?as.

An alcoholic or hydroalccmcic solution prspamd

from vagetable materials x from chemical

substances.

A disco! d-shaped solid :enraming the medicinal

agent in a suitably !Iavama Sasa: troches are
placed m ths mouth wnem WY slowly diaaolve.

Iiberating the acuve ingraaienra.

A dosage form has ,et :0 >eaa.mgned.

A thin slice of mamnal :entammg a medicinal

agenr.

SOL

5:1

SC5

512

S07

5C8

277

27~

837

362

9C0

245



o$... ..,,

<~~b CDER DATA STANDARDS MANUALJy

,,,., ..... ....... ..
FDA Data k’&tNwhr.! None.

~~~~ ~@@ ““Eh+&%W$/U&W; C-DRG-00 101... ........ .,... ...... ..........

I%@, Element N=. Oruo Classification.......-,. ...

~fi~ti~fi~ This srandar~rm”des for a mechanism for classifying all drugs from the Investigational New Drug

(lNC) sra”ge”’of development onward.

*@ In process - C3ER Drug Classification Subcommittee haa reviewed various drug classification darabases,

a~ has recommecdad that USAN and AHFS be the primary candidates to deveiop this standard. Indication may
supersede the need to progress further in the classification area.

Name Definition Code



.~t3S(X@@?: Exclusitirj Code is The code used by the Food and Drug Administration to indicate the rype of exclusive

markering rights granted !o.<n NDA holder.

$6~~c&. Approved Drug ?roduc!s with Therapeutic Equivalence Evaluations.

%f~@riS~~; See Patent Number and Patent Use Code.

~D~””S~ti”dfiC~~~ti~S; None.

~~~~.S@fiC~f~~+ Exclusivity Code is represented by alphanumeric text of five characters in length, with

hyphens as the only punctuation. The Ierter O in the code refers to a new dosing schedule, the letter I in the code

refers to a new indication, and The remainder of the codes are specified herein.

Name Definition Code

400MG EVS3Y 12 I+CL3S FOR THREE D-17

DAYS iO R UNCOMPLICATED

URINARY TRACT INFECTIONS

ACUTP TREATMENT CF VARICELLA

ZOSTER VIRUS

ADDITIONAL OCSAGE REGIMEN

EQUAL TO HALF CF WE ORIGINAL

DOSING REGIIMEN

I-45

D-25

●

ACJUNC7VE THE3AW IN THE

MANAGEMENT OF HEAAT FAILURE

1-92



,ADJUNCTIVE THERAPY TC DIET TO

REDUCE THE RISK OF CORONARY

ARTERY DISEASE

AOULT INTRA. AR7ERIAL DIGITAL

SUBTRACTION ANGICGa A?HY OF

THE HEAD, NECK, A2DOMINAL,

RENAL AND PERIPHERAL V: SSELS

AOULT INTRAVENOIJS C3NTRAST-

EN HA NCEO COMPUTED
TOMOGRAPHY OF THE tiEAO ANO

SODY

ALTERNATIVE DOSAGF CF 300MG

ONCE DAILY A17E3 TH5 EVENING

MEAL

AN GIOCARDIOGRA?HY, -C CtjTRAST

ENHANCED COX?U TED
TOMOGRAPHIC lMAGiNG OF THE

HEAD AND BCCY, AND
INTRAVENOUS 5X CR ETORY

UROGR,4PHY IN CHILDREN

.ARTHROGRAPHY CFTHE5HOULDER

JOINTS IN AOULTS

3EOT1ME DOSING OF 3COMG FOR

TREATMENT OF ACT:l/: BENIGN

GAST7+IC ULCER

3EOTIME DOSING OF 3CCMG FOR

TREATMENT OF ACTIVE 2UODENAL

ULCER

210 COSING

310PSY PROVEN MINIL!AL CHANGE

NE? HROTIC SYINORCME N CHILDREN

C: NTRAL PRECCC!CLJS =IJ3E3W

CHOL.ANGIOPANCRE.JTC GRAPHY

CONTINUOUS INTRAVENOUS

INFUSION

CONTRAST :NHANC:D CT IMAGING

OF THE HEAD ANO 3C:Y ,ANO IV
EXCRETORY URCGFIA?hY

CONTRAST EN HA NCW:NT AGENT

TO FACILIT,AT5 VISUALIZATION OF

L: SIONS IN T!-IE S?!NE AND

ASSOCIATED TISSUES

CONTRAST ENHANC:WNT AGENT
TO FACILITATE VISUALIZATION OF

L: SIONS 0FTHECENT3AL NERVOUS
SYSTEIM IN ~H[LDR~N ,: YEARS OF

AGE AND OLCER)

2ERMAL lNF:CTiCNS--:XZA ?S01S,
TiNEA CCRPCRIS, TINS.A CR URIS OUE

70 E?lDEFiMOP!iYTCN %CCCOSUM

.

1-27

1-25

t-a

D-21

1-83

1-36

D-14

D-12

D-7

I-7

D-19

1-68

I-2

0-16

1-7s

I-3 1

1-38

1-77



DIAGNOSIS AND LOCALIZATION OF
IS CFIEMIA ANO CC RCNAaY HEART

DISEASE

DYSMENORRHEA

EN DO SC OPIC RETROGRADE

PANCREATOGi?APHY

ENOOSCOPICALLy DIAGNOSED

ESOPHAGITIS, INCLUCING 5ROSIVE

ANDuLCERATWE 5SCPHAGITIS, AND

ASSOCIATED HEA13T3URN DUE TO
GASTROESOPHAGEAL REFLUX

OISEASE

EPIOURAL USE IN LABOR AND

OELIVERY AS AN &N~LGESIC

AOJUNCT TO BUPIVAC.AINE

EROSIVE GAS73CESO?HAGEAL

REFLUX DISEASE

EXPANDEO USS-FCR :C’J PATIENTS

UNDERGOING LONG-T:3,M INFUSION

OURING MECHANICAL’VENTILATION

FEMALE ANORCGENE7!C ALOP5CIA

FCR OVARIAN sAbNcE2 THE

RECOMMENCED /3iMEN IS

135MG/M2 195MG/M

INTRAVENOUSLY SVE3 THREE

HOURS EVERY7HRE~’NES:<S

FCR USEINWCMEV’$/lTil AXILLARY

NOOE-NEGATIVE 3REASYCANCSR

HERNIOGRAPHY

HERPES SIMPLEX 5NCSW+ALITIS

HERP5SZCSTEFI

HIGH 00SF IMETHOT3EXAT: WITH

LEUCOVORIN 3:5CUE IN

COMBINATION ~,vIT;+ CTHER

CHEMOTHERA?EUT:C AGENTS TO

OELAY RECURRENCE iN ?ATIENTS

WITH NONMETASTATIC

OSTEOSARCOMA ‘N1-io HAVE

UNOERGCNE SURGiC.AL RESSCTION

OR AMPUTATION FCR THE PRIMARY

TUMOR RESCUE ArVS3 HIGH-DOSE

METHOTREXATE THEF,APY IN

OSTEOSARCCMA

1-80

1-1

I-18

1-59

1-89

1-56

1-108

!-6 1

D-24

l-so

I-19

I-43

1-42

I-21

.



HYPE RTENSIO)I

HYSTEROSALPING CG?APFIY

INCREAS: MA X: F4U:+I DOSE AND

VARIATIONS IN T’%E DOSING
REGIMEN

INCREASED MAXI,MUM OAILY
DOSAGE RECOMMENDATION

INITIAL TREATMENT OF ADVANCED

OVARIAN CA3CINOMA IN

COMBINATION ‘,VITFI OTHER
APPROVEO CHE!AOTHE3APEUTIC

AGENTS

INITIATE AND MAINTAIN ,MONITORED

ANESTHESIA CARE ;MACJ S.~ATION

DURING OIAGNOST!C ?RO~EOURES

INTENSIVE CARE UNIT SEDATION

IN TRAOPERATI’JE ANO
POSTOPERATIVE TACHYC.ARDIA
AND/OR HYPERTENSION

INTRAVENOUS DIGITAL
SUBTRACTION ANG; CG:A?HY

INTRAVENOUS DIGITAL
SUBTRACTION ANG; CG?AP!-IY

INTRAVENOUS, :?! DURAL ANO
INTRATHECAL DCS; NG

KNE: ARTHROGRA?%Y

LOWER RECOMME?JCE2 STARTING

DOSE GUIDELINES

IMAINTENANC: TkS?A?Y !IN ‘HEALED

DUODENAL ULC:R ,’-3 AT DCSE OF 1

GIM TWICE DAILY

MANAGEMENT OF ChRCNIC STABLE

ANGINA ANO AXGiNA CUE TO

CORONARY ARTE3Y SPASM

MANAGEMENT C; CONGESTIVE

HEART FAILURE

,MANAGE,MEINT OF :NDCMETRIOSIS

IMANAGEMEINT CF IMCCERATE TO

SE’f ERE PAIN

IMETASTATIC 8R5.4ST CANCER [N

PREMENOPAUS,AL ‘,VCMEN AS AN

ALTERNATIVE T@ CCF%CRECTOMY

OR OVARIAN IRR.A:IA71CN

.

1-55

I-5

D-23

D-13

1-58

1-73

1-90

1-84

I-3

I-74

O-8

1-20

D-19

I-44

1-79

I-17

1-88

I-112

1-29



MIGRAINE HEAOACHE ?RCP!+YLAXIS

MO NO THERA?Y USE FOR
HYPERTENSION

NARCOTIC OVERGCSE IN ADULTS

NARCOTIC OVE.?OCSE IN CHILDREN

NEW COMBINATION

NEW CHEMICAL ENTITf

NEW DOSAGE FOR,M

NEW ESTER OF SALT CF AN ACTIVE

INGREDIENT

-- --
NEW PRODUCT

NEW ROUTE

NEW STRENGTH

ONCE A DAY APPLICA~CN

ONCE DAILY DOSING

ONCE DAILY TREA7ME!4T AS INITIAL

THERAPY IN THE 7? SATMENT OF

HYPERTENSION

ORAL CR RECTAL US: :N CHILDREN
FOR THE EXA,MIN,47:C, V CF THE

GASTROINTESTINAL ‘: ACT

CRAL uSZ IN ACUL-S =GR ~ASS.

THROUGH SXAMINATCN CF THE

GASTROINTESTINAL ‘3 ACT

ORAL USE CF 01LLIT:2 OMNIPAQUE

INJECTION IN A2UL7S FOR

CONTRAST ENHANC:3 COMPUTED

TOMOGi?APHY CF %= .A3CC,MEN

ORPHAN ORUG EXC2JSiVl~

PATENT CHALLENGF

PEDIATRIC ANESTHEj:A :N CHILDREN

3 YEARS ANO 0L!3F3

PEDIATRIC ANGICCA?21CGR.APHY

PEDIA731C CONTRAST

ENHANC:.NIENT CF COMPUTED
TOMOGRAPHIC !-!EAC >MAGiNG

PEDIA-RIC EXCRETC3Y URCGRAPHY

PER!? HE3AL ‘J:’JOGR.APHY

(P!+ LS3CGFIAP!-IY1

I-41

I-9 1

D-9

D-10

NC

NCE

NDF

NE

NP

NR

NS

D-1

0-2

1-63

I-97

[-34

1-33

ODE

Pc

1-99

I-48

1-35

1-52

1-32

I-4



PHOTOPHERESIS Irl THE PALLIATIVE

TREATMENT OF SKIN
,MANIFESTATIONS C; CUTANECUS T-

CELL LYMPHOMA [)4 ?ERSCNS NOT

RESPONSIVE TO OTPEH TREATMENT

POSTOPERATIVE NARCOTIC

DEPRESSION IN CHILCREN

PREVENTION ANO TREATMENT OF

POSTMENOPAUSAL CSTECPOROSIS

PREVENTION OF C? At/ OISEASE IN

TRANSPLANT PAT15N7S AT RISK FOR

CMV OISEASE

PREVENTION OF EX:RC:SE-INDUCED

EIRONCHOSPASIM IN CHIQ:R-EN AGES

4-11 YEARS

PREVENTION OF NAUSEA AND

VOMITING ASS CC:ATE3 WITH

RADIOTHERAPY

PREVENTION OF CS7:CPORCSIS

PREVENTION CF ?CSTGPERATIVE

DEEP VENOUS THRC,MEOSIS AND
PULMONARY EMSCL:S,M IN TOTAL

HIP REPLACEMENT SLRGE3Y

ORE~JENTION OF ?cSTCP5RATIVE

NAUSEA AND VOM17NG

PREVENTION OF SL?7,AVENTRICULAR

TACI+YC.AROIAS

PREVENTION OF UpOER

GASTROINTESTINAL 3LES31NG IN

CRITICALLY ILL ?AHSNT5

PRIMARY NOCTURNAL :Nb’Ft ESiS

PROPHYLAXIS AGAINST

?NEUMOCYSTIS CAR!NII PNEUMONIA

IN INDIVIDUALS ‘NH(Y ARE

IMMUNOCOMPSCMISED AND

CONSIDERED TO 3S AT RISK OF

DEVELOPING PNEUMCCYS7S C.ARINII

PNEUMONIA

?ROP~YLAXIS IN DESIGNATED

IMMUNOCOMPRCMIS:D CCNOITIONS

TO REDUCE THE lNC:CENCE OF

OR OPHARYNGEAL CA NDICIASIS

PROSTATITIS

RAOIOGRAP!i Y OF THE

TEMPO ROMAN CIBUL,AR JCINT IN
AOULTS

RE2UCTION IN NFL51C!N TiME FROM
2.t To 4 HOURS FCR ‘-E 5CMG DOSE

,

I-15

0-11

1-62

1-72

1-93

I-11O

1-76

1-1o

I-9

1-64

I-65

1-40

1-103

I-81

1-113

1-37

D-3,2

[-11



RENAL CONCENTRA-iCN CAPACITY
TEST

1-54

RENAL IMAGING AGE!17 FOR LISEIN

CHILDREN

SE30RRHEIC 0EFl,MA71T;S

SELECTIVE ADULT VISCERAL
ARTERIOGRAPHY

SEVEN OAYS/FCLJR7Z5N DAYS
DOSING SCHEDULE

SEVEN DAYSiNINE 5AYS/FiVE DAYS

DOSING SCHEDULE

SEVEN DAYS/SE’/E?~ DAYS/SEVEN

OAYS DOSING SC!iE2UL~
* .-

Si-IORT-TERM TREATMENT OF ACTIVE

BENIGN GASTRIC ULCE3

SHORT-TERM TREATMENT CF ACTIVE

OUODENAL ULCER

SHORT-TERM T?3A7MENT OF

PATIENTS WITH SY,MPTOMS OF

GASTROESOPHAGEAL REFLUX
01 S&4SE (G ERD), ,ANO FOR THE

SHORT TERM TREATMENT OF

ES OPHAGITIS CUE To GERD
INCLUOING ULCZ.?A71VE OISEASE

DIAGNOSFD 3Y ENCCSC$PY

SiNGLS 32MG 5CSF

S.:NGLS APPL!CA71CN 735 ATMENT OF

HEAR L[CE [N C:<ILCREN _iTVO

MONTHS TO TWO YZA?S IN AGE

SINGLE DAILY COSE OF
25 MG;37.5MG

STIMUL,ATZ THE CEVSLOPMENT OF

IMULTIPLE FOLLICL25,”OOCYTES IN

OVULATORY PATIENTS
?ARTIC!PATING IN AN IN VITRO
FERTILIZATION PRCGR,AM

TEN OAYSiELE’JEN OAYS 00SING

SCHEDULE

TO CECREASE Tfiz INC:OENCE OF

CA NO IO IASIS IN PATIENTS

UNDERGOING 3CNE MARROW
TRANSPLANTATION WHO RECEIVE

cmOTOXIC CHEMC:+E3.APY ANOIOR
FIACIATION THEFIA?Y

1-87

I-14

1-29

D-4

Q-6

o-3

I-23

1-57

I-69

0-20

1-60

0-15

1-16

0-5

1-1oo

I-106



TREATMENT OF ACUTE ASTHMATIC

ATTACKS IN CHILCRZ!I SIX YEARS OF

AGE ANO GLCER

TREATMENT OF ACUTS :AYCCARCIAL

INFARCTION

TREATMENT Ci ANOREXIA

ASSOCIATED WITH ‘)JE!GHT LOSS IN

PATIENTS WITH AICS

TREATMENT OF CHIL2REN WHO
HAVE GROW7Fi FAILURE

,ASSOCIATZD WITH CkRCNIC RENAL

INSUFFICIENCY

TREATMENT OF CUTANEOUS

CANDIOIASIS
-> -

TREATMENT OF OIAEETIC

NEPHRCPATHY IN ?ATIENTS WITH

l_fPE I INSULIN-CE%?ICENT OIABETES

MELLITUS AND RET;)JCPATHY

TREATMENT OF 31 CGSCCP!CALLY

01 AGNOSE3 Ei?OS:VE :5 CP!+AGITIS

TREATMENT OF JU’J5!JIL5 ARTHRITIS

TREATMENT OF LS- VENTRICULAR

DYSFUNCTION FOLLCIWING

MYOCARCIAL INFASCTICN

TREATMENT OF L!’JZ3 FLUKES

TREATMENT CF CESZSSIVE-

COMPULSIVE DISC3C:3

TREATMENT CF ?AGS-’S DISEASE OF

BCNE

TREATMENT OF ?ANIC CISCRDER,

WITH OR WITHOUT AGORAPHOBIA

TREATMENT OF ?ECIAT31C PATIENTS

WITH SYMPTCMA~C +IV DISEASE

T2EAToMENT CF PRIMARY

DYSMENORRHEA AND FOR THE

TREATMENT OF ICI CPATHIC HEAVY

MENSTRUAL 9LOC0 LCSS

TREATMENT OF ?UL\lCNARY ANO
EXTRA ?UL,MONARV AS?53GILLOSIS

IFJ PATIENTS WHO .A.7E intolerant

OF OR ‘NHO ,AR5 3S=a ACTORY TO
AMPHCTSRIC!N 9 ‘- S3A?Y

.

1-67

1-39

1-85

I-98

I-12

[-101

1-75

I-6

I-9 5

1-25

I-105

[-102

1-111

1-53

1-47

I-51

I-104

I-24



TREATMENT OF SECONDARY
CA RNITINE OEFIC:Z!ICY

TREATMENT OF SY3J1PTCMATIC

aENIGN ?ROSTA71C H’{?53?LASIA

TREATMENTGFTINEA ?EDIS

TREATMENT OF TRAvELERS’

DIARRHEA

TREATMENT cF Ti3AvELERS’
DIARRHEA DUE TO SUSCEPT18LE

STRAINS OF EN7E30TOXIGENIC

ESCHERICHIACOLI

TYPHOID FEVER

UNCOMPLICATED GCNCRRHEA

-- .

URINARY TRACT INF5CTION (UTi)

PREVENTION FOR ?5a100S UP TO

FIVE MONTHS IN ‘A/C MEN WITki A
HISTORY OF RECURRENT UTI

USE IN CHILDREN 70 ‘JISUALiZE

LESIONS WITH A@NCRMAL

VASCULARITY [N THE BRAIN

(INTRACRANIAL L5SiC!lS), SPINE AND
ASSOCIATED TiSSUF

USE IN CO MBl,NA7:CiN ‘.wTH 5-
FLLIOROURAC:L 70 ?!7CLONG

SURVIVAL IN WE ?ALLIATWE

TREATMENT CF ?ATISNTS WITH

AOVANCED CCLOREC7AL CANCER

uS5 IN p~~l~~~jc CC MPUTED
Tomographic HEAC AND BODY

IMAGING

USE WITH MRl IN .ACULTS TO

?RCVIDE CO NT3AST SN+,ANCEMENT

AND FAC!LITATZ VISUAL: ZA71ON OF

L5SIONS IN Th: 3CDY :EXCLUOING

THE HEART]

VAGINAL CANCICIAS;S

VA RI CELLA INFECTIONS

(C HICKENPCX)

I-86

1-96

1-30

1-82

1-49

.

I-109

1-66

I-13

1-114

1-70

1-46

1-94

I-107

I-7 1

..



O
*..“.,/

,.-%

w<.Q.. CDER DATA STANDARDS MANUAL--/

FDA Da&” titii ~&6#~ None.
... . .. ... ... .... . . . . .......... .

cLq”D@t8 .Ehwii?.ifNti@i’. c-D RG-or360 1

~at~ ~bfflkri$” ~a~~ Indicauons.

Descri’piiin. This srandard Qrovides for ail drug indications.... ... .. <.

SOU’iC&j National Librarf of Medicine’s Coach Merathesaurus Browser. This sofware is available in CDER

through the LA NMENU using Pathworks, and is located on the X drive. The Metatiesaurus prsserves the

meanings, hierarchal connecsons, and other relationships between terms present h its sourcevocabularies, while

adding certain basic information about each of its cancepts and establishing new relationships berween concepts

and terms from differenr source vocabularies. In this way, it allows CDER to determine “best-fit” standardized

indication terms for synonymous terms on different Iaoeling (e. g., high biood pressure and h~ertension; neoplasm

and carcinoma).

Reiat@iA~i@.-

FGA...”S@&i@iofi& None............

~~~~S@q&%~&_ Standard drug indication terms shall consist of a maximum length restricted to 100

charac~ers, wlfh The acccmoanying code. International Classification of Diseases, Version 9, with C!inical

{Mamfesta{ions ((CO-9-CM) mail be the primary drug indication term, and Systemized ?Jomenc!ature of !Medicine,

Version Ill (SNOMEWII) shall be rhe ;econdary drug indication term. Bo~h classification v+s:sms ![CD-9-C,M and

SNGMED-111) are necessary % those situations where a primary term is too broad (e.~., IC3-3-CM does not define

specific microbial infections, while SNOMED-111 does).

Da* “VaJuesi

Name Definition . Code



CDER DATA STANDAIUM MANUAL

FDA Data Element Number. Norse.

CDER Data Eiement Number. c-QRG-oa401

Data EIement Name. ingredient Name.

Description. This srandard provides far all ingredients, both active and inactive. k may also be used for

contaminants and simdar chemicals nor necessarily desirable in The end-product.

SOUfCe. CDER Ingredient Dictionary (CDID) is diremiy linked to DRLS, DDE, and OTC rhrougn ~he CDt# to the slaridard
ingredient term. It is indirectly linked 10 the CO MIS syszem by identifying the ingredients associated with IND’s and
NDA’s.

Relationship. Related terms are the Chemical Abstraccs Service Number (CAS NUMBE5}, and the FDA source

document (SOURCE) :har :he ingredient name was found in.

FDA Specifications. None.

CDER Specifications. Ingredient Name shall cansist of an alphanumeric term which has a maximum length

restricted to 240 characters. A detailed description of the process of arriving at an ingredient name is’ found under the

data values section. Since ~!?enumber of entries was so voluminous, it was felt that a descriorion of the process would

bener serve~hose intere=?d. Actual data values are not static, and can be determined by contac%q V31R at 301-4$3-

3910.

Codes representing these Ingredient Names shall consisx of nine characters [two alpha chara~ers :o:lowed by 7 numeric
characters). The alpha ponion of the code shall be determined by the responsible chemist. The firsx 6 d19iW of the

numeric po~ion of the cede shall be generated sequentially by computer, with the seventh digit also determined by

computer (based upon the las~ number in the sum of the product of each integer times its numeric location from the

righll.

Logicai flags delineating whether an ingredient name is a preferred term (PT) or a synonym term ISY] are also part of

the ingredient name.

FDA Approved Date. None.

CL2ERApproved Date; April I Z, 1994.

FDA Revised Date:

CDER Revised Date.

Data Values. see c3t~.

CDID Nomenclature Standmf.s.

1. All ingredients entered into the CDID must be preferred terms. The CDER guidelines for determining preferred

names for drugs accear in !he COER Staff Manuai Guide.

2. Established Names. Ss:ablished names are classified accarding to Section 502 [c) (2) cf :Re ACr as follows:



a. Qfficial Nam~. Seclion 508 of the FD & C A=. as amended, authorizes the Secretary ~f Health and Human

Services to designare an official name for any drug if it is determined that suca an ac:ion is necessary or

desirable m the inlerest of usefulness and simplicity.

b. Qfficial Compendium p~. If an official name has not been designated fcr :he ~rtig, and the drug is
recognized in an official compendium (U.S. ‘harmacopeia, National Formulary, or +omeo~athic Pharmacopoeia

of the U.S.), then ;he Official title in the compendium is the established name.

c. Qgmmtyn Or IJSU al Namq. If a drug has nekher an official or compendium name, :hen :he common name for

[he drug or mgrediem is the established name.

3. If a drug conrams 2 or more ingredients, the established name musr be gwen for eat?, ingredient.

4. Utilitv of Es~ablish ad Nameq. The established name facilitates communication by prowcicg a common designation

for identical drugs, or combinations of drugs. available from several sources. k may he used wrhout restrictions
imposed by a proprietary trademark.

5. gfficial Nam~.

a. The FDA has The final authority to accept or reject any name proposed as an e=mlisfied name, including a

USAN.

b. [n The official name, the word salt, ester, or other chemical combination in which the drug may exist is

generally omirced and only the parent or sem name is given. However, the full name of the drug must be

shown in the drug labeling.

c. The official name is the only name of the drug to be used in an official compeecium ;ubiished after such a

name has been designated as official.

CDJD “Format Standards.

The following format standards were esabiished for the CCIID above and beyond those dicared by !he agency. These

were established by :he ingredient dictionary subcammitree to have 1) standards that were n csmnliance with Agency

policy, and 2) slandards for ingredient nomenclature that were not covered by the agecc{ m MAIN.

1. Guidelines for makino entrje?.

a. The preferred order for the name of an inorganic salt and well known salts of slmcle crganic acids is cation-

anion.

b. The preferred order for the name of an organic compound is the pharmacologically ative portion first, and

the salt second.

c. The name of a substance should not indicate ihe sate of hydration, the morphology, the mode of preparation,
or the dosage form. These terms are only used when required to prevent ambiguity.

d. Federal law requires that the established name(s) of the active ingredient(s) of the drug appear on the

approved Frodum labelllabeling and this should conform to WAN standards. Wken this nomenclature differs,
USAN standards should be entered into the Dictionary as the preferred term with :he :erm on the label as the
synonym.

2. Name Seleclion Scherrtq.

a. When possible, sele~ed names will follow USAN convention. The USAN Council chooses each U.S. Adopted

Name wjth rhe expectation rhat it will be suitable for subsequent designation as :he :itle of the monograph,

should rhe anic!e ire recognized in the Oficial United States Pharmacopoeia :r National Formulary, and

designauon by the FDA as the established name for the armcte concerned.

b. The following priorily selection is followed when choosing a preferred name or a drug or ingredient:

a) Official Name (FDA)
b) Of fic~al Campendia Name

c1 USAN Name for atlicles not currently designated “offic~al”orcurrently recogmzed in Official Compendia

d) Common or Usual Name

3. Nam e Selection Forrnet mi~onsidereti “onq.

a. Elements such as dosage form and roure of adminislraIion will nor be inc!uded unless it reflects a
srandarccm ‘cumulation that is used as an mcjr?dient in a drug Product and is rec:gn!zed h a US? monograph



as such lex. Aluminum Hydroxide Get).

b. TO facilitate data relrieval, a minimum of punctuation is utilized.

CD!D Rules for Non:.USAN-Names,’

The following rules and standards are utilized if US.AN does not have an established name, it is inadequate in i!s

specificity, or is inconsistent in its convention.

1.

2.

3.

4.

All established generic ingredient will have a chemical name entered as a synonym. However, if a generic name

has numerous salt derivatives, then the chemical name for only one of these salt derivatives ,will be entered.

Chemical names for investigational drugs are entered as a preferred term only when there is no USAN adopred
names available.

Proorietarv n-.

a. Active Ingredierm: Proprietary names are generally not entered as preferred terms for active ingredients excepr
as a synonym to serve as a cross reference.

b. Inactive Ingredients (excipients): Froprielav names are entered as preferred terms for excipiems thaf represent
formulations for flavors, colors, etc.

Company Drug Code Names for investigational substarices are entered as a preferred term oniy when ~tiere is no

other reference avadable (e.g, chemical name).

3

—
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T{+fQj CDER DATA STANDARDS MANUAL.#

C-ORG-00S03

fJ=t& :gjem+~t: ~~: patent$Jum~er
,. .. . . ... . ... ... ..... . ...

U%:scii$ii’’ii. Patent NumbaL is the number used by the U.S. Parent Oftice to specifi index a patent on a.... ........ .... ....
product, process, use, indic%i~n. etc.

.........
~~~~~1%~ U.S. Patent Office and Approved Drug Products with Therapeutic Equivalence Evaluations.

~Oj%&%~@.~ See Exclusivi~ Code and Patent Use.... .. ..... ....... ....,........ ,,

~.~~~S~~C}~&,~ti@< None.

~o~~~@cfi~Rs~ Patent Number is represented by alphanumeric text of seven characters in length, with

no pu”ncwatian.

~~&””&&uua “Da&.
..,.,,.,.,..,,.,.... ....... ...

c5E#’@&20uiji&;‘Wgi
~D.#.R.i3a...a&d..........

......... . .-,.. ..

cm@%&%i&Daj&........,.,........... ..:......... ........

D~t&~~&ii&i-Literal.

.



CDER DATA STANDARDS MANUAL

FDA Data Elei@t /WflbeG
... .

Data Efe*6rit.Nfi. ?arenr Use Code
.

D@~”ptbii~ Patent LJsaCode is the cmie used by the Food and Drug Administration to specifi the “use claims- that

pro[ecc the approved use of a drug product.
-p.

L

~uKC~- Approved ~rug Products with Therapeutic Equivalence Evaluations.

~e[~~~OllS&& See Exclusivity Code and Patent Number.

@~~’Sj”k&Ifk.atiO& ?arenr Use Code is represented by alphanumeric text of five characters in length, with
. . .....,~. ..

hyphens as the only punctuation.

FQA%jt@roued@,iie:

CDERi4PPrnVei$@i&;
.............

FfMReviii4iij@iife.

CDE? “Rewi%d”f)atii. . ..... .

@fi7,.,L&ffe$

—
Name Definition Code

A METHOD =CR TREATING ANX!~ U-13

[N A HUMAN SUWECT IN NEED OF

SUCH TREATMENT

A METHOO OF 3LCCK1NG THE u-a4

uPTAKE OF IMONOA&+flNES 3Y 3RAIN

NEURONS IN ANIMALS

A IMETHOO OF INOUC:NG U-98

REGRESSION OF LSUKE.MIA CELL

GROWTH IN A MAMMAL .

A METHOO OF TREAT(NG A PATIENT

IN NEED OF MEMCRY ENHANCEMENT

A ?qCCSSS FOR TREATING A

?AT!E:VT SUFFS31NG FROM

?ARK:NSON’S SYNCSCME ANO IN

XEE2 CF T~EATMEN7

ACUT5 LIYCCARCIAL NF.ARCTICN

u-97

u-20

u-a



AOJUNCTIVE THERAPY FOR THE

PREVENTION AND TF15ATMENT OF

HYPERAMMONEMIA IFl THE CHRONIC

MANAGEMENT OF PATIENTS WITH

UREA CYCLE ENZYMC?ATHIES

AOJUVANT TREATMENT IN

COMBINATION WITH FLUOROURACIL

AFTER SURGICAL RESECTION IN

PATIENTS WITH DUK5S’ STAGE C

COLON CANCER

AID TO SMOKING CESSATION

ALTERNATIVE ~AE~A?Y To

Ti71METHOPRlh&SULFA,M~ HOXAZOLE

FOR TREATMENT CF !+lCOE3ATE-TO-

S@JERE PNEUMOCYSTiS CARINII
PNEUMONIA -IN
IMMUNOCOMPROMISE3 ~~ti AIDS

PATIENTS

ANALGESIA

ANGINA PECTORIS

BLOOD POOL IMAG;NG, INCLUDING

CAROIAC FIRST PASS AND GATED

EQUILIBRIUM lMAGiNG AND FOR
DETECTION OF SITES OF

GASTFtOINTESTINAL 3L~E21NG

C5RE3RAL ANO ?5R[pHERAL

.ARTERIOGRAPHY Ah:C CT I,MAGING
OF THE HEAD

CERE3RAL ANGICG3A?HY, AND
‘J EINOGRAPHY

C5RE3RAL, CORONARY, ?S31PHERAL,

VISCERAL AN3 RENAL
ARTERIOGRAPHY, ACR7CGaAPHY
AND LEr7 VENTRICULCGil APHY

CONTROL CF ZMESiS ASSOCIATED

‘#lTH ANY CANC:R C+ E?<1CTHE3APY

AGENT

CORONARY ARTE31CGRA?HY, LEFT
VENTRICULOGRAPHY, CT IMAGING

OF THE BODY, INT%4VENOUS

EXCRETORY U20GXA?HY,
INTRAVENOUS DIGITAL
SUBTRACTION ANGi CGRA?HY AND
‘J EN OGRAPHY

CT IMAGING OF %: HEAO AND

3COY, AND !NT3AVENOUS

EXCRETCRY URCGRA?+tY

DIAGNOSTIC ,M~-~c~ FOR
OISTINGUISHI,NG gET’#JEEN

HYPOTHALAMIC M.4LWNCTiONS OR
I-ESICNS IN HUMANS

21 SSOLVING C:+ CL SST5ROL

GALLSTONES AINC:C,< RiAGIWE,NTS
7HERECF

.

U-14

U-42

U-56

u-9 1

u-46

u-39

U-51

U-61

U-30

u-29

u-9

u-62

U-29

u-lo

U-27



HYPERCALCEMIA OF’JAL!GNANCY

INCREASING CARDIAC

CONTRACTILITY

IN TRA-ARTERI.AL OIG ITAL

SU8TRACTION ANGIOG?A?HY

IS OPRENALINE ANTAGO!JIS,V ON THE

HEARTRATEOR E!LOCC?RESSURE

MANAGEMENT OF Chronic PAIN IN

PATIENTS RECUIRI!JG OPIOIO

ANALGESIA

METHOD FOR INHIBJTLVG GASTRIC

SECRETION IN MAMMALS

METHOO FOR !~CtJIN>USIVE

ADMINISTRATION OF Sc~ATIVES,

ANALGESICS, ANO ANES%HICS

iMETHOO FOR TREATING ?ROSTATE

AOENOCARCINOMA COMPRISING

ADMINISTERING AN ANTI AN OROGEN

INCLUDING FLUTAMICE ANC AN LHRH

AGONIST

METHOD FOR TREA~NG ?FIOSTATIC

CA ZCINOMA C: FJ?RISING

ADMINISTERING FLUTAVICZ

IMETHOO OF CC MBA7TING
pATHOLOGICALLY ~EDUCED

CEREgRAL FUNCVC!JS AND
pERFORMA,N;~SLrr :~;=+E=Es,

CE5E3RAL
,--; ,-

!- AND

DISORDERS IN C5RE9RAL

C! RCUL.ATION AND M5.A30LISM IN

WA RM-BLOOCED AN I,MAL5

,METHOO OF INDUCING ,A,NESTHESIA

IN A WARM BLOOC&D AXILMAL

METHOD OF LOWERING

INTRAOCULAR PRESSU3S

METHOO OF ?qOOUCING

ERONCI-IOOILATICN

METHOO OF ?3co UCING

SYMPATHOMIMETIC S:=:C7S

METHOO OF PRO VICiNG HYPNOTIC

EFFECT

METHCO OF PRO VI CING ?OTASSIUM

To A SUBJECT ‘N NEEO OF

POTASSiUM

METHOO O’i TREA7:NG CARDIAC

ARRHYTHMIAS

METHCO OF TRS,AT’NG CERTAIN

‘CRMS OF E? ILEPSY

.METHOO OF TREATiNG 2; S5.ASES OR

INFECTIONS CAUSE2 3Y llYCETES

●

u-53

u-7

U-31

U-63

u-43

U-18

U-87

U-24

U-23

u-22

U-67

U-15

u-5

u-6

u-74

u-99

U-al

u-86

U-73



METHOD OF TREATING
GASTROINTESTINAL OIS&ASZ

METHOD OF TREATING
HYPE RCHOLESTERCLE?fil A

,METHOD OF TREATING

INFLAMMATORY INTESTINAL

DISEASES

METHOD OF TREATING OCULAR

9ACTERIAL INFECTIONS

,WETHOO OF TREATiNG VARICELLA

ZOSTER (SHINGLESI INFZCTICNS

METHOD OF TREATING [Al HUMAN

SUFFERING FRCM DEPRESSION

.
METHCD OF TREATMEfi - OF A

PATIENT INFECTED ‘)JITH HIV

METHOD OF TREAT),IENT OF BURNS

METHOD OF TREATMENT OF HEART

FAILURE

IMETHCOS OF TREA~NG 3ACTERIAL

ILLNESSES

NASAL ADMINIS73A71CN OF

WJTCRPHANCL

NASAL TREATMENT CF SEASONAL

AND PERENNIAL ALL:3GiC RHINITIS

SYMPTOMS

OPHTHALMIC US.E 2; \NCRFLOXACIN

PALLIATIVE T3SATMENT OF

PATIENTS WIT:+ OVARIAN

CAR C:NCMA RECURRENT AFTER

?RICR CHEMOTHE3A?Y, INCLUDING

PATIENTS WHO HAVE 3E~N

?RE’/lOUSLY TR5AT~D WITH

CISPLATIN

PREVENTION OF ?REGNANCY

PROVIDING PREVENTION AND

TREATMENT OF EMESIS ANO NAUSEA

IN MA,MMALS

REDUCING CHOLESTEROL

GALLSTONES AND, OR FRAGMENTS

THEREOF

REDUCING CHCL5STSROL IN

ChOL5LlTHlAS!S ?ATi~NTS

?ELIEF CF NAUSSA AND VOMITING

RELIEF OF OCULAR 17Ckl NG DUE TO
SSA SONAL ALLERGIC

CC INJUNCTIVIT:S

u-37

U-59

u-5a

u-so

U-96

U-12

u-65

u--to

u-7 1

U-36

U-60

u-8 5

U-57

u-3 2

u-1

U-4

U-26

U-25

U-44

u-75

R5LIEF CF SYMP7CMS ASSOCIATED

‘,vITH SEA SCNAL .ALLS3GIC RHINITIS



REVERSAL AGENT CR ANTAGONIST

OF NO NO E? OLAR IZING

NEUROMUSCULAR BLOCKING
AGENTS

SHORT TERM cMA}JAGE!AENT OF

IMCOERATE IWUR171S IN ADULTS

WITH ATOPIC DEa MAT171S AND

LICHEN SIMPLEX CHRCNICUS

STIMULATION OF THE RELEASE OF

GROWTH HORMCNE

SYMPTOMATIC CA:: CE3-?ELATED

HYPERCALCSMI.A

SYMPTOMATIC TREATMENT OF

PATIENTS WI-W NCCTURNAL

HEARTBURN DuE TO G53D
-- --

TREATING CYTOMEGALOVIRUS IN A

HUMAN WITH AN :NJECTA8LE

COMPOSITION

TREATING VIRAL lNFZCTiCNS iN A

MAMMAL

TREATING VIRAL INFECTIONS iN A

W.AR,M-SLOODED ANIVAL

TREATMENT FOR CS)(lENTIA IN

PATIENTS WITH ALZHEIMER’S

DISEASE

T? EATMENT OF AC7iNlC :<33ATOSIS

TREATMENT OF ACULT AND

PEDIATRIC PATIENTS [CVER SIX

IMONTHS CF AGE! Wll% ADVANCED

1+1’J lNFECTiON

TREATMENT CF ADULTS WITH
AC VANCED HIV INF2C7!CN ‘.VHO ARE

INTOLERANT OF APPROVED

THERAPIES WITH ?RCV5N CLINICAL

BENEFIT CR WHO HAV3 SX?EFUENCED

SIG NIFiCANT CL; NICAL OR

IMMUNOLOGIC C~S310RAT10N

‘WHILE RECEIVING THE3F THERAPIES

OR FOR WHOM SUCH 7!-+E3APIES ARE

CONTRAINDICATED

TREATMENT OF HUMANS SUFFERING

uNCESIRE!Y UROTOXIC SiCE EFFECTS

CAUSED BY CYTCS-ATICALLY

ACTIVE ALKYLATING AG;NTS

TREATMENT OF OIASETIC

NE? HROPATHY IN ?A7:ENTS WITH
lYPE I INSULIN CE?ENCEN7 GIABETES

MEL!.ITUS ANO RETINCP.A7HY

TREATMENT CF INFLAh:MA710N

TREATMENT OF :NFL.4hIMATION AND

ANALGESIA

u-54

u-95

u-47

u-49

u-79

u-35

u-33

u-34

u-82

U-68

U-52

u-94

U-92

U-21

u-3

U-19

U-45



TREATMENT OF MIGRAINES

TREATMENT OF MO DE3ATZ PLAQUE

PSORIASIS

TREATMENT OF PAIN

TREATMENT OF PANIC OISOROER

TREATMENT OF Paroxysmal

SUPRAVENTRICULAR TACHYCARDIA

TREATMENT OF PPJEUMCCYSTIS

CARINll INFECTIONS

TREATMENT OF PSYCHOTIC

DISOROERS

TREATMENT OF SEIZURES -s _

TREATMENT OF SYMPTOMS OF

SEASONAL ALLERGiC RHINITIS

TREATMENT OF TRANSIENT
INSOMNIA

TREATMENT OF VEN7~lCLJLAR AND

SUPRAVENTRICULAR AFIRHYTHMIAS

TREATMENT OF \/lRAL :NFZCT70NS

TREATMENT OR ?RCPHYLAXIS OF

ANGINA pEcTOa[S ANO

ARRHYTHMIA

TREATMENT OR PF?C?HYLAXIS OF

CARGIAC DISCRCE3S

TREATMENT OR ?RC?!+YLAXIS OF

EMESIS

TRIPHASIC REGIME.V

ULCS3ATIVE COLITIS

USE AS AN

ANTII+ISTAMINE; CECONG55TANT

USiE IN LUNG SCANNING

PROCEDURES

USE IN TREATING INW+,MMATORY

CERMATOSES

USZ TO IMAGE A SU3JECT ‘wITH A
MAGNETIC RESONANC5 IMAGING

SYST5M

U-72

U-88

u-55

U-46

6-38

U-69

U-90

u-83

u-77

U-70

U-17

U-64

u-2

U-II

U-89

u-66

U-78

u-93

U-16

u-so

U-76

●



FDA .Q+ti..q+nt Akiinhii Norre... ............

<.%%, “~~<+~~i=~til C-CX3G-0090 I. .. .. ... ........ ......

~at~ ~@e~” ~m. ~h~~e 4 Commitment Categov. .. .. ....

~=’$~@o~- This standard provides for ail Phase ~ smdy commitment categories. ?hase ~ studies are Post-

marketing studies thal are imposed upon a pharmaceutical firm as a condition for drug approval. Defining the
various commitment categories of these studies will permit CDER management to derermine trend anaiysis.

$~[~{~. CDER Supervmory Project Managers.

@ef~i~sfii& ?hasa 4 Fullfilment Categow.

qpim sJeiificat@is: Phase 4 Commitment Category shall consist of an alpnabarjc farm which has a

maximum Ienglh resmc:ed “;o 50 characters, with the comma and hyphen being the oniy puncwarion permissible.

Codes reoresentlng :hese ?hase 4 Commitment Categories shall consist of three digits.

FDA”, #pprove#: ~ak.. ~ane.

@@?{”#~@%”~~~& Seotember 12, 1955.............

WY@?%++”DAM

CDEl?Rb~ki@’D&_ Qecemtser1z, 1995; %bruary 13, 1996

Qati; .~a{ues~

Name Definition Code

AD~:ToxicIry, Specified A study that focuses upon a specific 001
adverse drug experience or a specific drug

toxici~ in a defined patient population.. ,

AD E!ToxIctCy, Surveillance A study where no specific adverse dmg 002

experience or specific drug toxiciW is being

investigated in a defined patient population.

Anvmal StLov, Orher Any study where ammals instead of

humans are used.

003



6ioavailability

8ioequivalence

Carcinogencity

CMC Method Development or

Improvement

.
“- -

Dissolution

Dose-Proportionality

Drug-Drug Comparison

Drug-Drug Interaction

Drug-Food Interaction

Efficacy

Efficacy, Long-Term

Efficacy, New Indication

Impurity Identification

Literature Search

A srudV to determine the exzent to which

an ac:lve ingredient of a drug dossge form

become wadable at the site of drug action

or in a biological medium believed to

reflect accesslb(lity rO a ~lt~ of action.

A sludy to determine whether rho

pharmacokinerics of a drug product is

stansucaily indistinguishable from thar of

ano[her drug. product wtth the same acnve

ingredients.

A study to determine rho propensiW of a

drug to produce or exacerbate tumors or

cancer cells. .

A study to determine whether a drug or

drug product’s chemisty, manufacturing, or

controls can be alternatively developed or

improved upon.

A study to determine the characteristics of

how a drug product dissolves.

A study designed to establish whether or

not proportlonare increases in the dose of

a drug product are reflected in

propoaionare increases in pharmacokinetic

parameters (i. e., AUC and C~~x).

A study to determine the differences and

similarities between drugs.

A studv to determine how a combination

of arugs manifests itself over and above

that of any particular drug’s known effec:s,

inclucing :heir pharmacokinetics and

pharmacodynamics.

A study TO determine how a combination

of drug(s) and food manifests itseif over

and above that of any particular drug’s or

food’s known effects

A study to determine a drug’s effrcacy.

A study to determine a drug’s efficacy

over a long period of time (generally

grearer than two years).

A study 10 determine a drug’s efficacy for

an [ndicatton other than :hat for which it

was originally or supplementally approved.

A study to ,dentify impurities in the drug

produc:.
●

A COtTtpUter!Z?d survey of (he literature

using keywords, hypertext, and fuzzy logic

10 identif’< applicable books and journal

amc!es.

004

005

006

007

008

009

010

011

012

013

014

015

016

017



Mutagenicity

Other

Pharmacokinetics

Reproductive Effects
L--” .

Special population, Ages >

60 years

Special Population, Ages < 2

Years

Speciai Population, Ages 2 to

6 Years

Specia{ Population, Ages S to

12 Years

Speciai Population, Female

Special Population, OTher

Stability

Terarogeniclty

A study to determine whether a drug has

the po:entlal or ability to cause .s mutation

in a Gene, tissue, organ. or appendage,

usuallv by conducting microbial, insect,
mammalian cell, and whole animal tesrs..

Any srudy that is not already defined by a

phase 4 commitmam category.

A study to demrmine the kinetic

mechanisms of exogenous drug absorption,

distribution, biotransformation, release,

transport, uptake, and elimination as a

funcnon of dosage, and axtent and rata of

metabolic processes. The study may aiso

include measurement of the drug’s effect

upon the body in relation to the

concentration time curve.

A study to determine the effact of a drug

on reproduction (including, but not

necessarily limited to, libido, copulation,

avulanon, ovogenesis, and

sperm atogenesis).

A stuav to determine a drug’s effect in

humans 60 years of age or eider.

A study to derermine a drug’s effect in

humans less ihan 2 years of age.

A study to determine a drug’s effect in

humans equai to or between the ages of 2

and 3 years.

A study to determine a drug’s effect in

humans equal to or between the ages of 5

and 12 years

A study to determine a drug’s effect in

humans of the female gendar.

A sway TO determine a drug’s effect in

humans having a parncular characteristic

(e. g., G6PD aenciency, AIDS, renai failure).

A study’ over lime to determine the

propensity of a drug to undergo a chemical

ar physical change.

A SOJCV to determine whether a drug can

cause physc!al da fects in a developing

embr,do,

018

019

020

021

022

024

027

028

029

023

025

026

.
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CDER DATA STANDAIU)S MANUAL

FDA Data Element Number.; ~one,

CDER Data EIement Number; C-ORG-00902

Data EIement Name. Phase 4 Fulfillment Category

~eSCri@On. This standard provides for all Phase 4 study fulfillment categories. Phase 4 srudies are post-marketing

studies that are imposed upon a pharmaceutical firm as a condition for drug approval. Defining the various fulfillment

categories for each .svJdy will permit CDER management to determine trend analysis.

SOUrC& DHHS Office of Inspector General, ‘Postmarl(eting Studies of Prescription Drugs - dated November 1995..

Relationship. Phase 4 Commitment Categor+

FDA Specifications. None.

CDER Specifications; Phase 4 Category shall consist of an alphabetic term which has a mm-mum length restricted

ro 100 characters, ‘with the comma and hyphen being :he only punctuation permissible. Codes representing these

Phase 4 Fulfillment Categories shall consist of two digits separated by a decimal.

FDA Approved Datei None.

CDER Approved Date; February 13, 1996.

FDA Revised Date.

CDER Revised Date.

Data Vaiues.

Name Definition Code

Study Not Begun, Will 3egm in~ 1.1

Future

Study NOT 9egun, Com~any Did Literal 1.2

Not Agree to Conduct Study

Study Not llegun, Comoany Literal 1.3

Awanmg Approval of Supplement

Study in Progress, UndefwaY literal 2.1

Study in Progress, Ccmpleted but Literal 2.2

not Yet Submitted :0 FDA

Study m Progress, Paned Literai 2.3

Study n Progress, ?er~erual Literal 2.4



Study Submitted, Accep!ed by
FDA

Study Submitted, Not Accep~ed

by FDA

Study Submitted, No

Oetermmation by FOA

Company Released fro

Commitment, Drug Not Marketed

Company Released from
Commitment, Question Answered

by Other Studies

Company Released from

Commitment, reason Unclear

Company Released from
Commitment, Study Not Feasible

Company Released from
Commitmem, Study “
Fulfilled

Status Unknown, No Information

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

Literal

3.1

3.2

3.3

4.1

4,2

4.3

4.4

4.5

5.1



CDER DATA STANDARDS MANUAL

FDA Data EYement Nuniberi None.

CDER Data Element Numbe4 C-DRG-0W32

Data Element Name; proprietary Name.

Description. This standard provides for all proprietary Names.

Source.

Relationship. Related terms include the Center for Drug Evaluation and Research Ingredient Dictionary ICDID)

ingredient name.

FDA Specifications. None.

CDEFt Specifications. Proprietary name shall ccmsisn of an alphanumeric term which has a maximum length

restricted to 240 charaaers. ProPr{e~a~ names are usually approved by a CDEfl LaEeling and Nomenclature

Commitlee, a~er diswssing their acceptabilirf based upon “look alike” and “sound aiike’ names, and ease of

association with the generic name andlor active ingredient name. Occasionally, the CDER Yqredieftt Dictionary may

have a Proprietary name retry and associated CD number for a proprietary mixture of inac@e ingredients, but generally

speaking, there are no codes necessary for Proprietary names.

FDA Approved Date: None.

CDER Approved Da@; November a, 1996

FDA Revised Dat@

CDER R@sed.Date,

Data VaIues. Literal.

,.

.

—— —
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T~j:~:;l CDER DATA STANDARDS MANUAL
Q&

@ “b#@i&%k%8rltRitih&.; ~0110.. ........../..,......’. ......
................... . ..................

C~E@ .Daf$:+t&tirnbe@ c-oRG-0050 I

........ .. ..
~at~. E@&@’’N@~. Potency.

~&C~l@’’Ct- This sxandard provides for all drug potencies.

“- --

Only uppercase Aramaic Iatters are to be used (i. e., no actual Greek letters, no !owercase Aramaic Iercers

substituted as Greek lemers, and no avoirdupois symbols). The following uppercase Aramaic letters may be

subsnmred for acuial Ci(eek Ieuers: U for the Greek Iemer mu, which stands for MIC30.

Oftentimes, a dosage form may coexist with the actual porency term to provide clarificanon; when this is done,

those and only :hose dosage form abbreviations which are presented in [he table beiow snail be used. Generally,

an abbreviation is only mada for words of grearer than five characters, unless the aobretiation is a widely

recognized srandard (e.g., GM for GRAM).

Whenever possible, CgE3 snouid use the metric system to express potancy. Potencies of IOz or lass should be

expressad as rhe nex ‘owest value (e.g., 0.01 GtM wouid become 10 MG), and potencies of 103 or greater should

be expressed as the next highest value (e.g., 1CCO IMG “would become 1 GM).

SOti~C&i CCMIS .?efer:nce table ~which is used by,. ...
Products with Therapeutic Equivalence Evaluationa

Listing System).

the Drug Product Reference File to generate Approved Drug

(aka “The Orange Book”) and by :hs :rug Registration and

~~,= ~@<~~~~=% S[andard potency abbreviations shall consist of a maximum lengrh restricted to 240

characters, with the virgule being only punctuation permissible in the abbreviated

abbreviations shall consist of a maximum length of 3 characters with no punctuation.

FDA” Xj&k@ ‘Da@: None.

C5E~:~ppcwe< f?? June T4, 1994

FDA @v&id”’LMe.

CDER Rev@+ Data.

Data Vaiues:

●

:erm itself. Potency



,Name Definition Cade

ADJUST PH

AMPULE
8AG
9AR
WILUS
Bol-rLE

Box

CAN

QmslJl&
CAROTID SINUS RWHYM UNITS
QRTRIOGE
CUNICAL UNITS
COAT
COUNT
CONTAINER
CUBIC Centimeter
CU81C INCH
CUBIC MILUM17ER

CURIE

CYUNOER

OISK

OROPS

ORUM

FE13, CU61C

FEEf, SQUARE

FL(JIO ORAM

FLUIO OUNCE

GALLON

GENERATOR

GRAM

GRAIN

!+oMECPATHIC OILUTION

HOUR

IMPLANT

:NCH

INHALATION

INTERNATIONAL UNITS

JAR

)GWLIKRIEN INHIBITOR UNIT

KILOGRAM

KIT

uTER

LOZENGE
wCROCURIE
kllCHOGiWM
,MICROUTER
,MICROMOLE
MICROMOLAR
MICRON
MILuCURJE
MIuIE(lUIVALENT
,MILuGPAM

MILLILITER

MIuJM~ER

MILUMOLE

MINIM

MISCELLANEOUS

MOLAR

MOLE

VANOGRAM

NANOMOLE

%ORMAL

NOT AFW-lCA81&

CIUNCE

?4cxAGE

?ACl(~

=ART PER MILLION

94RTS

?4TCH

%LLEr

.

AOJ W

AMPuLE

BAG

BAR

S.CL

SOT

Box

UN

CAP

CSFW

CTG

Cu

COAT

C%T

C7R

CU CM

CU IN

CU MM

cl

CYL

06)(

OROPS

ORUM

Cu n

sa F7
FL OR

FL OZ

GAL

GE?-4

GM

G3

x

HCUR

!MP

IN

INH

NJ

JAR

KIU

KG

KIT

L

LCZ
Uci
UGM
UL

UMCLE

UMOLAR

MC>4

MCI

MEa

MG

ML

MM

MMCti

MINIM

MISC

MCLM

MCE

NGM

NMGL5

N

N/A

Oz

%(G

?K7

WA

PAaTs

PATCH

PEL



PERCENT
I%RCENT VOISJME/VOLUME
PERCENT WEIGHT/VOLUME
PERCENT WZIGHTI%VEIGHT
FINT
MTENCY NOT GIVEN
mum
muNo
PRESSOR UNITS

PROTEIN UNIT
QUANTITY SUFFICIENT
QUART
sAluMTEu
scoaPPuL
SI=AY

SQUARE CsNnhumm
SOUARE YARO
STFUP
SUPPOSITORY
SYRJNGE
TABIH
TAS&ESPOON
TAhWON
TEASPOON
TEST
TON
TRACE
TROCHE
TUBE
UNASSIGNED
UNITED STATES PHARMACC-
uNITS
vIAL

WAFER

YARD

L -“

%
?6Vlv
%Wlv
%W!VJ
PT
FWG
Pout%
Ls
mu

mu

as

QT

SAT

SCP

SFUAY

sa c.M

sa YD

STRJP
SUPP
SW!
TA8

TSSP

TAMP

TSP

TEST

TON

TRACE

TRO

TU8E

WA

USP

UNITS

VIAL

WAFER

YD

.



FDA Data Element Number. None.

CDER Data E7emerit Number. c-m?G-0030 T

Data EIement Narn6. Roure of Administration.

hSCf@iOfI. This S.landard provides for all routes of administration for drugs.

SOUrCf?. COMIS Reference rable (which is used by Ihe Drug Product Reference File ro generate Approved Drug

Products with Therapemic Equivalence Evaluations (aka “The Orange Book-]), and the Drug Registration and Lisnng

Database.

Relationship.

FDA Specifications. None.

C(IER SpeCifICatiOiV3.Route of Administration shall cansist of an alphabetic term which has a maximum length

shall be resrricred :0 60 charamers, with the hyphen and virgule being only puncwation permissible. codes

representing these Routes of Administration shall canscsr of three digits.

FDA Approved Da~ei None,

CDER Approved Date. April 14, 1992

FDA Revised Date:

CDER Revked Dates: November 10, 1992; Oeober 11, 1994; November 8, 1996

Data Values.

Numeric

Name Definition Code

BUCCAL Pertammg to or directed toward the cheek. 030

CALJDAL BLOCK

CONJUNCTIVAL

DENTAL

ELECTRO-OSMOSIS

ENTERAL

&?l DURAL

&XTRACORPOREAL
:NFILTRAT!CN

An obstruction of a passage or opening directed

toward a tail.
Pertaining to the conjurrctiva, the delicate

membrane that lines the eyelids and covers the

exposed surface of the eyeball.
Pertaining to a rooth or teeth.

The diffusion of substance through a membrane

in an electric field.

Intestinal.

Situated upon or over the dura mater.

Outside the bod~.
A process by .#hich substances pass into tissue

spaces or into cells.

029

068

038

357

313

009
057
361

.—



INHALATION

INHALATION/NASAL

INTERSTITIAL

IN TRA-ABDOMINAL

INTRA-AMNIOTIC

IN TRA-ARTERIAL

INTRA-ARTICUMFI

INTRABILIARY

INTRABRONCHIAL

IN TRAEURSAL

INTRACARDIAC

INTRACARTIIAGINOUS

INTRACAVITARY

INTRACERVICAL

lNTRACORONAL, DENTAL

INTRACORONARY

INTRAOERMAL

INTRADISCAL

INTRADUCTAL

INTRADUODENAL

INTRAMURAL

INTRAEP!DERMAL

INTRAESOPHAGEAL

INTRAGASTRIC

INTRAGINGIVAL
[NTRAILEAL

INTRALESIONAL

INTRALUMINAL

INTRALYMPHATIC

INTRAMUSCULAR

INTRAOCULAR

INTRAOVARIAN

INTRAPERICARDIAL

INTRAPERITONEAL

INTRAPLEURAL

INTRAPROSTATIC

INTRASINAL

lNTi7ASPlNAL

INTRASYNOVIAL

INTRATENOINOUS

INTRATESTICULAR

INTRATHECAL

INTRATHORACIC

INTRATRACHEAL

INTRATUBULAR
INTRATUMOR

INTRATYMPANIC
INTRAUTERINE

[Intravascular

INTRAVENOUS
INTRAVENTRICUL4R
lNTRAVESICAL

lNTRA\JITREAL
IONTCPHORESV3

IRRIGATION

Drug Or salution or suspension of one or more
drug substances administered bythenasal or oral
respiratory raute for local or systemic effect.

Orug ar solution or suspension of one or mare

drug substances admmmtered by the nasal route
for local or sysremic effect.

Pertalnlng to or situated in ~he interstices of a

rlssue.
Within the abdomen,

VJithln the amnion.

Within an artery or arteries.
Within a joinr.

\Jfithin the bile, bile ducts or gallbladder.

Situated or occurring within a bronchus.
Within a bursa.

With The heart.

Within a Carwlage; endochondral.
Within a cavity.

Situated wifhin the canal of the cervix uteri.
Admmiswa~ion of a drug within a portion of a
tooth which is covered by ename[ and which is

separated framthe rools by a slightly constricted
region known as the neck.

Within the coronary arteries,
Within the dermis.

Within a disc.

Situated or occurring within the duct of a gland.
Wirhin the duodenum.

Within or beneath the dura.
Wilhin the epidermis.

Within the esophagus.

Situated or oceming within the stomach.
WiThin the gingivae.

Within the dis~al po~ion of the small intestine,
from the jejunum to the cecum.

Occurring within or introduced directly into a
localized iesion.

Within the lumen of a tube.

Within the lymph.

\Nithin the substance of a musc!e.
Within the eye.

Within the ovar{.

Within the pericardium.

Wi~hin the peritoneal cavity.

Within the pleura.

Within the pros~ate gland.

Within a sinus.

Situared or occum”ng within the vertebral column.
Within the synovial caviw of a joint.

Within a tendon.

Within the testic!e.

Administration into the cerebrospinal fluid at any

level of the cerebrospinai axis, including injection

into the cerebral venrric!es.
Endo[haracic.

Endotracheal.
Within the tubules of an organ.

Within a rumor.

Wilhin The aurus media
Within the uterus.

‘Within a \~essel or vessels.
Within or inro a vein or veins.
‘JJirhm a ventric!e.
Situated ~lthin the bladder.

Wirhm the wrreous body of the eye.
The imroduc:lon, by means of the electric

current. of ions of soluble salts into the tissues of
Che body for merapeutic purposes.
The in~raduc::an of a sterile solution intended to

Uathe or flusn cpen wounds or body cavides.

Ola

115

088

056
060
037
007
362
067
025
027
363
023
051
117

119

008

121

123

047

052
127

072

046

307

:65

042

310
352
005
036
354
314
OC4
043
061
010
022
019
049
110
103

006
035
353
030
366
029
021
002
048

128

311

055

032



LARYNGEAL

(MISCELLANEOUS

NASAL

,NASOGASTRIC

NE3VE 3LOCK

NOT APPLICABLE

OPHTHALMIC

ORAL

OTIC

PERCUTANEOUS
pEHIARTICU~R

PEFilOURAL

RECTAL

RETROEULBXR

Sam” TISSUE

SU8ARACHNOID

SUECONJUNCTIVAL

SU8CUT.ANEOUS

SUBLINGUAL

SUSMUCOSAL
TOPICAL

TRANSDERMAL

T%ANSIMUCOSAL

T2ANSTRACHEAL

TRANSTYMPANIC

UNASSIGNED

URETSHAL

URETHRAL

VAGINAL

‘/ JrIOUS rOUfe S Of adminlstrarian different frOm

those ,men UOne CI.
?enalnmg :0 :he nose; administered by way Of

:he nose.
??~alnmg to :ne nose and the stomach; used to

Sescnbe :uCes insened through the nose COend
m :I?e stcmacn.

The inrerrucoon of the passage of impulses

through a neme, as by chemical, mechanical, or
elecrnc means.

. Routes of acmmlstrarion are not applicable.
Pefiamlng :0 :he eye: administered by way af the
eve.
?eflammg :0 :ile mouth; administered by way of

the mouth.
Pertaining :0 me eac administered by waV of the

ear.
Performed :hrcwgh the skin.

Abaut a ~ainr.
Epldurai: espec:aily atxside the dura mater of the

spinal card.

Siruared or c!c~~rnng around a taoth; pertaining to

the per!adanrium.

Pertaining :0 ?he rom!,m.
—

Yenma me oans fir nm%?i_rh— t+l.

‘aeneath :he arachnaid.

Situated beneath the canjunctiva.

aenearh me skin: hypodermic.
3eneaIh :>e :zn~ue.
Situated beneath :he mucaus membrane.
?eflaining :0 a garTicuIar Spot: lacal.

C)eiivery sf :He drug through the skin to ;tte

svsremic c:rculatian by Oiffusion.

Passage ac:zss rhe mucasa.
,?erformed W ,sassage through the wail of ~?e

:rachea.

Galng ac:css ar :hrcuqh the Wmpanic cavi~.
~aure of acministratian has nor yet been

assigned.

Used upan We lurerer.
?eflaining :0 me urerhra.

penaining :3 :ke vagina.

364

099

OIA

071

059

312

012

Col

013

113
C45

050

WO

016
~

$Uz
CE6
C96
<03
024
553

Jll
3:a

!12
317
015



LARYNGEAL

MISCELLANEOUS

NASAL

NASOGASTRIC

NERVE BLOCK

NOT APPLICABLE

OPHTHALMIC

ORAL

OTIC

PERCUTANEOUS
pER]ARTICIJ~R

PERIDURAL

PERIODONTAL

Administered direc!ty upon the larynx.

Various routes of administration different from

those mennoned.
Penaimng 10 the nose; administered by way of

the nose.
Pertaining to the nose and the stomach; used to

describe tubes insefled through the nose to end
in the stomach.

The interruption of the passage of impulses

through a nerve, as by chemical, mechanical, or

eleclric means.
Routes of administration are not applicable.

Pertaining to rhe eye; administered by way of the

eye.

Pertaining to the mouth; administered by way of

lhe mouth.
Pertaining to the ean administered by way of the

ear.

Performed through the skin.

About a joint.

Epidural: especially ourside the dura mater of the

spinal cord.

Situated or occuming around a tooth; pertaining to

the periodontium.

R~~~&L_ Pertaining to the rectum.

@ETROBULBAR Befiid the pens oVb=h=d?he=&yebell.

SOfl TISSUE

SUBARACHNOID

SUBCONJUNCTIVAL

SUBCUTANEOUS

SUBLINGUAL

SUBMUCOSAL
TOPICAL

TRANSDERMAL

TRANSMUCOSAL

TRANSTRACFIEAL

TRANSTYMPANIC

UNASSIGNED

URETERAL

URETHRAL
VAGINAL

Beneath the arachnoid.
Simated beneath the conjunctival.
Beneath rhe skin: hypodermic.
Beneath the tongue.
Situated beneathrhe mucous membrane.

Pertaining to a particular spot: local.

Delivew of the drug through the skin to the

systemic circulation by diffusion.

Passage across the mucosa.
Performed by passage through the wail of the

trachea.

Going across orthrough thetympanic cavity.
Route of administration has not yet been

assigned.

Used upon The ureter.
Pertaining to the urezhra.

Pertaining to thevagma.

364

099

014

071

059

312
012

001

013

113

045
050

040

016 ~ite’ C&. ,

~“
109

066
096
003
024
C53
011
358

122
355

124

4G0

112
017
015



CDER DATA STANDARDS MAW AL

~~&D&”’’”~$f”’’~M~O None......... .,.,,.........,.,,,,...,.,.,,,.,...,.......................;.,.

<DE~.Dafa;=~,@~&; I=5RG-0070 1

~at~~~~ffl$fi~ ~~; Therapeutic Equivalence Code......................

........
!%SX@hl% This standa%p~~tidaa fommt specifications for representing the therapeutic equivaienca code (TE. ...... ....................
Code). The TE Code is used in CDER’S publication, Approved Drug Products with Therapeutic Equivalence

Evaluations, to allow compatisona between differant brands of the same drug.

Sayrc&. Approved SW Products with Therapeutic Ewivaience Evelu~tiong Ma The orange Book].......... .........

~eii7mi5ji

.... . ............... .. ..... .....

~DA.;:siedfti.5fi6ti ~ona.

Therapeutic Equivalence Code is repreaanted by alphabetic :en of two ch.sractars,

January 10, 1995.

—

Name Definition Code

?roducts in conventional dosage forms Products coded as ~ contain active AA

nor presenting bioequivalence ingredients and dosage forms that are not

problems. ragsded as presenting either actual or potantiai

bioequiva[ence probl?ms or drug quality or
s[andarda issues. However, all oral SOSaGO

fonms must. nonetheless, maet an appropriate

in vitro teat(s) for approvel.



Products meeting nrrcedsa~ Products generally will be coded AB if a study AB

biooquivalarrce requirements,

< -“

Solutions and powders

aarosolization

Injectable oil solutions

is submitted demonstrating bioaquivalenc5. Even

thou Gh drug products of distributors and/or

repackagers are not included in the Lsr, they

are considered therapeutically equivsienr to tha

application holder’s drug product if tha

aPPficaUon hoider’s drug product is rated AB or
is single source in the List. The only insranca

in which a mukisource product will be rated AB

on the basis of bioavailabili~ rather than

bioequivalence is where the innovator procluc~

is Cha only one Iiated under that drug in~redient

heading and has completad an ~ccaptable

bioavailabiliv study. However, it does not

signi~ that this product is therapeutically

equivalent to the other drugs under rho sama

hasding. Drugs codad AB undar an ingredient

hesding are considered therapeutically

eWiv~ent onlY to other drugs coded AB under
that heading.

for Uncertainty regarding tha therapeutic

equivalence of aerosolized producw arises

primarily because of differences in the drug

deliva~ system. Solutions and powders

inter!dd for aerosolization that are markared for

use in any of several cfalivery sys~ems are

considered to be pharmaceutically and

theraoautically equivalent and are codad AN.

Thase products :hat are compatible on[y with a
speclffc delivery system or those produc:s :hat

are packaged in and with a specific deiivafy

system are coded BFJ, unless they have met an

appropriate bioequivalence standard tecause

drug products in their respective delive~

sys~ems are not necessarily pharmaceuucaily

equivalent ro each other and, therefore, are not

Therapeutically equivalent.

The absorption of drugs in injec:abla

(parenteral) oil solutions may vary substantially

with the type of oil employed as a vehicle and

the concentration of the active ingredient.

In;ectabla oil salutions are therefore considered

to be pharmaceutically and therapeutically

equivalent only when the active ingredient, its

concentration, and the type of oil used as a

vehicle are all identical.

AN

AO



Injectable aqueous solutions

L -“

It should be noted that even though iniec:able

(parenteral) products under a specific !isting

mav !I.S evaluared as therapeutically equivalent,

(here ma~ be important differences amon~ !he

products in the general category, Injec.’aole:

)njecabn. Far example, some inlactable prcducts

that are rared thera~eutically equivalent are

labeled for different routes of adminisrranon. In

addition, some products evaiuated as

therapeutically equivalent may have dif?erem

presematives or no preservatives at all.

Iniecmbl.s products available as dry powders for

reconstitution, concentrated sterile solutions for

dilution, or sterile solutions ready for iniectien

are ail considered to be pharmaceutically and

therapeuticai[y equivalent provided they are

designed to produce the same concentration

prior ro injection and are similar(y Iaoeled.

Conakent with accepted professional practica,

ir is the responsibility of the prescriber,

dispenser, or individual administering rho
prcducr 10 be familiar with a product’s labeling

ro assure that it is given oniy by the route{s) of

administration staled in the labeling.

Csrtatn commonly used large vclume

intravenous products in glass containers are not

inc!udecl on the List {e. g., daxmosa injaction

5?6. dextrose injecrion 10’Yo, sodium ckioride

in;ec50n 0.9°6) since these products are on the

mamet without FDA approvai and the ‘2A :has

nor pubiisned conditions for marketing such

parenterai producrs under approved ,NCAS.

When packaged in piastic containers, howsvef,

FDA regulations require approved apclicauons

prior to marketing. Approvai then depaccs on,

among other things, the extent of the

available safety data involving the scecific

plastic component of the product. All :arge

volume parenterai products are manufactured

under similar standards, regardless of wcectler

they are packaged in glass or plastic. Thus,

F,3A has no reason to believe chat :he

pacKaging container of large volume parenleral

drug products that are pharmaceutically

equivalent would have any effect on their

therauauric equivalence.
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