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During the period June 20, 1979 (the effective date of the Good Laboratory Practice
regulations) through December 31, 1996, 1458 GLP inspections have been scheduled by-the
Office of Compliance, Division of Scientific Investigations.

£

1395 have been received to date

WASHOUTS (WO) 124
CANCELLED (C) 98
PENDING (PEND) 2
CLASSIFIED 17
NAI 589
VAI* 16
VAI** 76
VALl 29
VAI2 269
VAL-3 o 131
OAI 61

VAI* = Classified prior to 10/01/81
VAI** = Classified after 01/01/94



II. A. Ofthe 1171 nonclinical laboratories classified, the following percent of laboratories had:

1. No observed deficiencies

2. Only minor deficiencies

3. An FDA-483 Inspectional Observations Issued
4. Miscellaneous

% OF 117

22 -
17
53
8

B.  The percent of labs deficient in meeting one or more(*) of the requirements of 11 major GLP

provisions are as follows:

(*) A single laboratory may have multiple deficiencies which would consequently be

recorded in each respective GLP category.
SUBPART/CATEGORY
1. REFUSALS
2. PERSONNEL/MANAGEMENT/STUDY DIRECTOR
3. QAU OPERATIONS
4. ANIMAL/TESTING FACILITIES
5. EQUIPMENT MAINTENANCE/CALIBRATION
6. SOPs
7. ANIMAL CARE
8. TEST & CONTROL ARTICLES
9. PROTOCOL & CONDUCT
10. FINAL REPORT

11. RECORDS

% OF 1171

1

30

23

9

26

36

16

18

33

23

15

These data are shown in Table 1 and is further broken down into lab types i.e., sponsor,

contract, university, foreign & government.



II.  The following is a list of assignments & EIR's classified for fiscal years beginning with the 4th

Quarter '79.
#EIs

wo c PEND CLASS NAI VAI* VAI** VALl VAI2 V OAI
FY79 ) ) 0 6 3 2 - - - - . 1
4th Qtr
FY 80 12 9 0 54 45 9 - - . - 0
FY'81 6 4 () 49 44 5 - - - - 0
thra 9/30/81
FY'81 ° 1 0 9 2 - - 2 3 2 0
rec'd as of
10/1/81
FY'82 6 6 0 59 17 - . 12 13 15 2
FY'83 9 2 [ 59 20 - - 2 2 15 1
FY'4 2 0 0 81 44 - - 1 17 16 g
FY'85 5 1 0 69 19 - - 3 32 14 1

5

FY '86 7 2 0 %) 39 - - 0 26 14 3
FY'87 1 6 0 91 47 - - 0 26 10 8
FY's8 21 4 0 73 12 - - 2 24 14 1
FY '89 s 3 o 90 46 - - 1 30 10 3
FY 90 7 1 0 61 32 - - 3 15 4 7
FY 91 s 4 0 73 39 - 1 1 18 3 1
FY'92 s 6 0 %0 45 - 3 2 26 7 7
FY'93 7 10 0 29 37 - 21 0 18 7 6
FY'94 7 27 0 67 3 - 26 - 5 - 7
FY 95 5 9 0 48 30 - 18 - - - 0
FY 96 4 3 1 21 14 - 7 - - - 0
FY°97 0 (] 1 0 0 - () - - - 0
TOTAL 124 98 2 1n 589 16 76 29 269 131 61

VAI* = Classified prior to 10/01/81
VAI** = Classified after 01/01/94

The significant deviations froiii the 11 major GLP provisions for each Fiscal Year
{beginning with the 4th Quarter '79) are indicated in Tables 2 through 19 respectively.



At the beginning of Fiscal Year 1988 on October 5, 1987, the Good Laboratory Practice
(GLP) regulations were significantly revised. The FDA modified the requirements for the
Quality Assurance Units's (QAU) operations. Specifically, the requirements that the QAU
inspect each phase of a study at periodic intervals according to set schedules was changed.
The alterations permits the QAU to identify critical study phases and to set QA inspection
schedules so that studies can be inspected "...at intervals adequate to assure the integrity of the

Table 20 compares the GLP noncompliance rates for the cumulative fiscal years of FY'79
through FY'87 versus FY'88 through FY'96.

The section "Personnel, Management, and Study Director” shows a significant increase (up
11%) in noncompliance. This is due to many of the cited raw data deficiencies being
categorized as violations of part 58.33(b) under the responsibility of the study director; i.c.,
“The study director shall assure that: All experimental data, including observations of
unanticipategl responses of the test system are accurately recorded and verified.”

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 director’s role, duties, and responsibilities. As such, testing
facility management needs to establish adequate and detailed SOPs describing methods used
to make such an assessment. For example, testing facility management needs to periodically
review and assess the effectiveness of the procedures by which they assure themselves that any
deviations from 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 and verified?"
needs to be answered and assessed for effectiveness by the testing facility management.

We are convinced that too many study directors are not fulfilling their obligations as set forth
by the GLP regulations and/or by the facility management. Emphasis needs to be placed on
the study director as being the individual responsible 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
interpretation, analysis, documentation, and reporting of results, and represents the single point
of study control. |

The field will be directed to focus on assessing the study director's role and determining
management's efforts to evaluate the study director’s functions and responsibilities.



Of the 1171 nonclinical laboratories classified, 576 labs required correspondence in the form
of Post Inspection (PI), Notice of Adverse Finding (NAF), Rejection of Study, or Warning
Letters. |

PI  NAF REJECTION WARNING-1 WARNING-2

SPONSOR 173 34 7 : 5
CONTRACT 196 56 2 s .
UNIVERSITY 10 13 19 . 0
FOREIGN 24 1 0 0 0 T
GOVERNMENT 3 2 ! o .
TOTAL 406 106 51 7 -

As of January 1994, the scheme for classifying EIRs was changed. In order to continue
tracking letters in which nonclinical laboratory studies are being rejected, this office will
separate our "Warning" letters by recording 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




1. CUMULATIVE ... 06-20-79 through 12-31-96
SIGNIFICANT DGVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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Jo FY Y79 - 4th QIR

SIGNIFICANT DEVIATIONS: in meeting one or

of 11 major GLP provisions

Number of labs deficient
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3. FY '80
Number of labs deficient in meeting one or

SIGNIFICANT DBVIATIONS:
more of the requirements of 11 major GLP provisions
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4. FY'81

Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions

SIGNIFICANT DEVIATIONS:
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5. FY'82 ,
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the ﬂma:mqmamzﬁm of 11 major GLP provisions
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6. FY'83 ,
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or

more of the requirements of 11 major GLP provisions
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7. FY'84
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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C. Il OO
, SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisior
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9. FY'86

SIGNIFICANT DEVIATIONS:

Number of 1abs deficient
more of the eon:wwmsmsﬁm

in meeting one or
of 11 major GLP provisions
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10. FY'87

SIGNIFICANT DEVIATIONS:

Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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11. FY's8

SIGNIFICANT DEVIATIONS:

Number of 1labs deficient

more of the requirements

in meeting one or

of 11 major GLP provisions
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13. FY'90
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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14. FY'91
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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18, FY'92
Number of labs deficient
more of the requirements

in meeting one or
of 11 major GLP provisions

SIGNTFICANT DEVIATIONS:
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16, FY'93

SIGNIFICANT DEVIATIONS:

Number of labs deficient

more of the requirements

in meeting one or

of 11 major GLP provisions
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17.  FY'94
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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18. FY'95
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
, more of the requirements of 11 major GLP provisions
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FY'96 as of 12-31-96
SIGNIFICANT DEVIATIONS: Number of labs deficient in meeting one or
more of the requirements of 11 major GLP provisions
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INDEX
January 1997
Section TAB
CDER Staff Manual Guide 4010.3,1 SMG
CDER Nomenclature Control Policy POL
Center-wide Thesauri, Dictionaries, and Tables
Implementation
Metric System and Potency Expression
Use of Drug Name Terms
Valid Values
CDER Data Elements
Drugs DRG
Dosage Form C-DRG-00201
Drug Classification C-DRG-00101*
Exclusivity Code C-DRG-00801 *
Indication C-DRG-00601
Ingredient Name C-DRG-00401
Patent Number C-DRG-00803 *
Patent Use Code C-DRG-00802 *
Phase 4 Commitment Category C-DRG-00901
Phase 4 Fulfillment Category C-DRG-00902
Proprietary Name C-DRG-00402
Potency C-DRG-00501
Route of Administration C-DRG-00301
Therapeutic Equivalence Code C-DRG-00701
General GEN
Application Number C-GEN-10208
Application Type C-GEN-10207
Calendar Date C-GEN-00002
Educational Level C-GEN-10301
Fiscal Year C-GEN-00005
Gender C-GEN-10209
Height C-GEN-10212
Marital Status C-GEN-10211
Person Family Rank C-GEN-00204

Person Given Name

C-GEN-00201
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Person Middle Name C-GEN-00202
Person Surmame C-GEN-00203
Race C-GEN-10210
Sponsor/Applicant Name C-GEN-10201
Telephone Area Code C-GEN-10202
Telephone City Code C-GEN-10206
Telephone Country Code C-GEN-10203
Telephone Number, Format 1 C-GEN-10204
Telephone Number, Format 2 C-GEN-10205
Weight C-GEN-10213

Geographic GEO
City Name C-GE0-00302
Countries.. . . C-GEO-00101
Country Name C-GEO-00304
District Office Code C-GEOC-00305
State/Foreign Province C-GEO0-00303
States . .. C-GEO-00204
Street Address C-GEO-00301

Organization ORG
Firm Name C-ORG-00101

* In process of COER Nomenclature Standards Committee review.

The CDER Data Standards Manual is published by the Division of Database
Management, Office of Management. If 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. William A. Hess, the Center Lexicographer, at HFD-93, 1901
Chapman Avenue, Rockville, MD 20857 - (Telephone 301-443-3910; Fax 301-443-
1326; Intemet HESS@FDACD.SSW.DHHS.GOV).
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GENERAL OPERATING POLICIES - STANDING COMMITTEES

NOMENCLATURE STANCARDS COMMITTEE

1. Purpose
2. Reference
3. Poiicy
4. Authornty
S. Membership
6. Officers
7. Advisors and Consultants
8. Procedures
3. Responsibilities
10. Effective Date
1. PURPOSI Thisguide describes current guidelines, procedures, and responsibilities for the
Nomenciature Standards Committee.
2. REFSRENCS Staff Manual Guice 30 4010.3, "Establishment of Bureau of Orugs Infermaticn
Systems Jsars Commitiee.”
3. PCLICY Nomenclature controiis essential o the successful operation of individuai
information systems and to assuring the compatdility of numerous infermation systems
witnin COER.

To achieve this, a Center-ievel, Nomenciature Standards Committee is established. This

Commitiee will estadiish policy (not regulatory), coordinate its implementation and will
mecnitor to assure campliance with this policy.

4. AUTHORITY The Committee advises the Director, Division of Drug Information Resources
anc Oirector, Office of Management (CM), on all matters concerning the standards of
nomenclature in the Center Sy means of the minutes of the meetings and reports generated
by the Committee. Anyiters requiring immediate attention are communicated by the
Chairperson directly. The Canter Lexicographer shall serve as the final point of approval for
policies and standards pertaining to nomenclature, with the concurrence and signatory
authority of the Director, CM.

5. MEMBEISHIP

a. Committee.

(1) !n addition to the Chairperson, membership shall be comprised of at least eight
Canter managers or their designees. Such membaership is open to Center managers
and others reiiant upan automated data files who have an interest in nomenclature
standards. Upon request to the Chairperson, members may be seated from other
FDA companents, such as the Office of Regulatory Resource Management, Office of
Reguiatary Affairs. Atleast one member of the Committee shail represent each

Y
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of tne following COER components: a Review Division af the Office of Drug
Evaluation!; the Pilat Orug Evaluation Staff, or a Review Division of the Office of
Orug Evaluation Ii; the Division of Orug Information Resources, OM; Division of
information Systems Design, OM; the Division of Management and Budget, OM;
Division of Epidemiclogy and Surveillance, Office of Epidemiology and Biostatistics;
Division of Drug Quality Evaluation, Office of Compliance; and the Division of
Generic Orugs, Office of Generic Orugs. These members shall serve as a forum for

policy development pertaining to the stancdardizaticn of nomenciature in the
Center.

(2) Members should bhe thoroughly xnowiedgeable about their area's namenclature

needs and ogerations and responsible for representing the requirements of their
respective files.

(3) The Center Lexicogragher serves as the Chairperson and will appeint an Executive
Secretary.

Subcammirtee(s)

Memisers of the Subcommittee(s) are appainted By the Chairperson with the
recommendaticns of the Committee membership. They sarve as the funcuonal
complement of tne Commitiee Dy assisting in the implementation of Committee palicy.

Altar~3tas.
Alzarmate members for the Commitiee are %o be specificail, designated Dy each member.

Cnly cne aiternatais ta be permitied for 2ach membper anc tnat person shauld be
kmcwledgeatiein theinformation service requirements cf their functional area.

Vacarg:es.

Continued representation from invelved Canter user areas s essential and reglacement

of members are encauraged to provide continuity for the completion of ongaing
projects.

OF=ICIs

The Center's Lexicographer, Division of Drug Infarmation Resources, hoids the position
of Committee Chairperson. The Committee Chairperson appoints the Chairperson(s) of
the Subcammitteels) and is responsible for arranging the time, place, agenda, and
minutes of the meetings. The Center Lexicographer also represents the Center at
Agency level activities an terminciogy standardization issues as a member of the
Informatian Management Council Data Standards Subcommittee.

The Cammittee Chairperson appeints the Executive Secretaries of both the Committee
and Subcammittee(s).

ADVISCRS AND CONSULTANTS. Advisors and consuitants may serve on the Committee and
Suocammitiee(s) at the discreudn of the fuil Committee 1o sarve as a resourcein resalving
issues that are heyond the scope of the membership.

GY mQ Y1 3UVVAY
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10.

PROCESURES

Commutiee meelings shall be open to all interested Agency personnel.

The Committee and Subcommittee(s) will meet as needed for the purposes of policy and
goal ceveicpment.

Membership of the Committee and Subcommitiee(s) is dependent upon the project or

mission the Committee is undertaking at the time. Therefore, membershnp may change
as missions are campleted and new ones are initiated.

Reporis will be prepared and distributed describing the intentions, metheds, and plans
of the Committee as well as the membersnip’'s consenting and dissenting viewpaints on
salientissues and policy. The reports will be used to gain concurrence by the
membershig and Director, OM cn issues and policy.

RESPCNSIZILITIES.

The Chairperson will estaclish Subcommitiees or ad hoc Commitiees, as may Se
required, 1o address specific nomenciature development and/or implementaticn issues.

The Committee will review all manual and automated dictionaries currently available in
the Canter; develop policy and guicelines for the preparation of new ncmenclature
dicticnaries which are campatibie with all Center data files; and make recommendations
regarding nomenclature standarcization within the Centar. The Commuitiee serves as
the arditration dody in the maintenance of existing nomenciature tabiesin orderto
ansure campatibility, cansistancy, and quality of ail terminclogy. The Directar of OM,
Directar of tne Division of Drug Informaticn Resources and the Directar of the Division

of information Systems Design will serve as an appeais board, 10 which appeais may be
sougnt from cecisions of tne Commitzae.

EFTSCTIVE DATI Thisguideis effective uponreceipt.

GT »Q 91-) (B9
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CDER Policy:

CENTER-WIDE THESAURI. DICTIONARIES, AND TABLES. It is in the Center’s interest to
make all Conter-wide thesauri, dictionaries, and tables available to all revieawers, managers,
and consumer safety officers on a query-only basis. This will be achieved by allowing
these individuals access through the COMIS main menu under the ‘SPECIALIZED USERS’
selaction. This policy is aeffective immediately.

CDER Approval Date: September 14, 7993.
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CDER Palicy:

IMPLEM ATION QF CDER DATA STANDARDS. A/l systems in operation at the time of
adoption of a data standard must incorporate the standard during the next major system
maodification or as thesneeds of the Center dictate, whichever occurs first.

CDER Approval Date: November 5, 19917.
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CDER Policy:

METRIC SYSTEM AND PQTENCY EXPRESSION. Whenaever possible, COER should use the
metric system to exprass potency. Potencies of 107 or less should be expressad as the
next lowest value (6.g5-0:01 GM would become 70 MG), and potencies of 10° or greater
should be exprassed as the next highest value (e.g., 1000 MG would become T GM).

CDER Approval Date: June 14, 1994.
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CDER Policy:
Palicy for Use of Drug Name Terms, Appropriate terms shall be used when referring to the

different types of drug names, as defined below. This includes, but is not limited to, the
mention of these terms in the Code of Federal Regulations, databases, outgoing
correspondence, and on the Internet/Intranet. Of particular concern is the improper usage of
the term “Trade Name~™ where the term “Proprietary Name” is often meant.

Term Definitions:

Brand Name: (See Proprietary Name} A word, name, symbol, etc., especially one legaily
registered as a trademark, used by a manufacturer to identify its products distinctively from
others of the same type.

Chemical Name: The name generated using the nomenclature conventions of the International
Union of Pure and Applied Chemistry (IUPAC). Several correct names may be formulated using
these rules but ordinarily the accepted chemical name will be the name listed by the Chemical
Abstracts Service (CAS) and is conveniently located in the USAN dictionary.

Compendial Name: The name of an article for which a monograph is provided in an official
compendia fe.g., United States Pharmacopeja, National Formulary, or Homeopathic
Pharmacopeia) recognized by the Food. Drug, and Cosmetic Act. An article may be an official
substance or official preparation.

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

Established Name: The designated FDA Official name, the Compendial name, the USAN Council
name or the common or usual name (section 502(e})(3) of the Act and 21 CFR 299.4).
Ordinanly, the established name of a drug will be the compendial name. However, FDA may
designate an established name in cases where a monograph does not exist.

Generic Name: An official or unofficial designation by which a drug is commonly available,
unprotected by a trademark.

INN Name: The International Nonproprietary Name designated by the World Heaith Organization
(WHO). Usually the USAN and INN namae are identical. WHO only assigns names to active
drug moieties.

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

Official:- The word “official” as used in the United States Pharmacopeia, is synonymous with
“Pharmacopeial”, with “USP~, and with “compendial.”



Official Name: The name designated under the provisions of section 508(a) of the Federal Food,
Drug, and Cosmetic Act.

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

Official Substance: An active drug entity, a recognized nutrient, or a pharmaceutic ingredient
for which the USP monograph title includes no indication of the nature of the finished form.

Proprietary 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, slogans, pictures or symbois that are used to identify the
source of a particular company’s drug or technology.

Tradename: The words, names, slogans, pictures or symbals that are used to identify a
company. In common usage, tradename is often used inappropriately for brand name and
trademark.

USAN Name: The Official nonproprietary name published in the USP Dictionary of USAN and
International Drug Names” by the United States Adopted names Council,

CDER Approval Date: November 8, 1996.
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CDER Policy:

VALID VALUES. It is in the Center’s interest to rastrict the number of sets of valid values
for each data element..gven though there may be multiple sats of valid values specified in
the Federal Information Processing Standards (FIPS), or at the Agency level. An example
of this is the sat of nusneric values coexisting with the set of alphabetic values for the FIPS
postal state codes (COER recognizes only the alphabetic set of values in this case). When
multiple

sets of values exist, the selection of only one set of valid values for the Center will be a
function of the COER Nomenclature Standards Committee.

CDER Approval Date: November 70, 71992.
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FDA Data Element Number:! Nore.

CDER Data Eleament Number. C-DRG-00201

Data Element Name. Dosage Form.

Description. This standard provides for all drug dosage forms.

Source. COMIS Referencs table (which is used by the Drug Product Referance File to generate Approved Orug

Products with Therapeutic Equivalence Evaluations {aka "The Qrange Book")), and the Drug Registration and Listing
Database.

Relationship.
FDA Specifications: None.

CDER Specifications. Dosage Form shall cansist of an alphabetic term which has a maximum length restricted
1o 240 characters, with the comma and hyphen being the only punctuation permissible. Cades reprasenting these
dosage forms shall consist of three digits.

FDA Approved Date. None.
CDER Approved Date! April 14, 1992.
FDA Revised Date.

CDER Revised Dates. January 12, 1993; October 11, 1994; January 10, 1995; December 12, 1996;
November 8, 1996

Data Values.

Name Definition Code

AEROSOL A product that is packaged under or and 248
contains therapeutically active ingredients that
are relensad upon acuvation of an appropnate
vaive it s r d for
application to the skin as well as local application
into the nose (nasal asrosols), mouth llingual

), of lungs lin

AEROSOL, FOAM AN emMuision CONtAMNG ONe or MOre active [ Lole]
ingredients, surfactants, aquacus or NoNaquecus
liquids, and the propx 1f the propeliant is in
the ntemal [discontinuous) phase li.e., of the ad-
in-water type), a stadie toam 13 discharged, and
it the gropedant is i the extemal {Contnuous)
phase (i.e., of the waterin-0d typel, 3 spray or a
quick-breaking foam i3 discharged.

AERQSOL. METERED An asrosol dosage form consisting of metersd 329
dose valves which allow for the delivery of a
urform quantity of soray upon sach activation.




AEROSOL, POWDER

AEROSOL, SPRAY

BAR, CHEWABLE

BEAD

BEAD, IMPLANT, EXTENDED RELEASE

8LOCK

CAPSULE

CAPSULE, COATED

CAPSULE, COATED, EXTENDED RELEASE

CAPSULE, COATED PELLETS

CAPSULE, DELAYED RELEASE

CAPSULE, DELAYED RELEASE PELLETS

CAPSULE, EXTENDED RELEASE

A product that /s packageg under pressure and
containg therapeuticaily acuve ngradiants, in the
'nrm ot 3 powcer. that are released upon
Jcuvation ot an appropnate +alve system.

An aerosol groduct which uliizes 3 comprassad
3as as the propelant !g jrovide he larce
nacessary to axgel the Droduct as 3 wet spray;
it 13 3pphcable 1o solutions of medicinal agents n
3queous solvents.

A sohd dosage form usuaily in the form of a
ractangle that s meant to be chawed.

A salid dasage form n the shape of a smail bail.

A small sterile solid mass consisting of a highly
purified derug ntended ‘or .mplantation 0 the
body which wouid allow at !sast a two-loig
reduction :n dosing frequency is compared to
that drug presented as a conventonal dasage
form.

Solid dosage form, usuaily n the shape of a
square or rectangte.

A solid dosage ‘orm in which the drug is
enclosed within either a “ard or soft soluble
container or “shell® mace from a swtable form of
gelatin,

A solid dosage form :n wnich the drug is
enclosed within either a hard ar saft soluble
container ar “sheli” mace from a sustabie form of
gelatin; additionaily, the capsule s coverad in a
designated coaung.

A salid dosage ‘orm :n which he drug is
enclosed within aither 3 Rard ar soft soluble
containar or “sned” mace from a suitable form of
getatin; additionally, the capsuie is cavered in a
designated coating, angd which releases a drug
{or drugs) in such a manner 10 allow at least a
two-fold reduction n Jasing frequency as
compared to that drug (of crugs) presented as a
conventional dosage form.

A solid dosage ‘orm n wnich the drug is
enciosed within either a hard or soft soluble
container or “shell” mace from a sutable form of
getatn; the drug itselt is in the ‘orm of granules
to which varying amounts of coating have bean
appiied.

A salid dosage torm in which the drug is
enctosed within either 3 hard ar soft solubie
containesr Made from 3 sutable form of galatin,
ang which reieases a drug [or drugs) at a time
ather than promptly after administration,
Entenc-coated articias are Jelayed rslease
dosage torms.

A solid dosags ‘orm N wMch the drug s
anclosed within asther 3 hard or soft soiuble
cantainer or “shed” mace trom a sutable torm of
jelatin: the drug itsaif s 1 the ‘arm of granules
10 which gntenc coatung Nas bdeen applied, thus
delaying ralease of the crug untl its passage INto
“he intesunes.

A sohd dosage ‘arm .n whch the drug is
anclased within either 1 Nard or soft soluble
contaner Made from a switadle form of gelatin,
Ing which reieases 3 drug 'or drugs) (N such a
Manner 10 allow at 'sast 2 two-told reduction in
108G frequency as camoared to that drug lor
rugs) prasanted as a convennanal dosage form,
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602

611

803

821



CAPSULE, FILM COATED, EXTENODED RELEASE

CAPSULE, GELATIN COATED

CAPSULE, LIQUID FILLED

CEMENT

CIGARETTE

CONE

CORE, EXTENDED RELEASE

CREAM

CRYSTAL

CULTURE

DENTIFRICE

A soud dosage 'orm n which the drug s
anclosed withun adher 3 hard or saft soluble
contaner or “sheil” made !rom 3 suitable form ot
gelatin; additionally, the capsule .3 coversd in 3
Jy8signatad fiim coaung, and wich releases a
drug (or drugst in such 3 manner 1o allow at least
a3 twa-lfold reduction n dosing !requency as
comparad ta that drug lar drugs) presented as a
convantional dosage form,

A solid dosags form N which the drug is
anclased within sither a hard ar soft solubls
container made trom 3 suitabie form of gelatin;
through a banding procass. the capsule is coatad
with additional layars of gelatin 50 as to form a
compiets seal.

A solid dosage ‘orm :n which the drug is
enciased within 3 soluble, gelann sheil which is
plasticized by the addition of a potyol, such as
soroitel or glycenn, and s herefors of a
somewhat thicker consistency than that ol a
hard sheil capsute: typcaily, the active
ingredients are dissolved or suspended in a liquid
vehicie.

A substance that serves 10 produce solid union
batwaeen twa surfaces.

A narrow tube of cut "ctacco (or other similar
marerial) anclosed n paper and Zesigned for
smoking.

A solid dosage form bounded by a circular base
and the surtace formed by line segments joining
every pont of the boundary of :he base to a
common vertax. A zone fusuaily contaming
anubiotics) s normally placed Zelow the gingiva
after a dentai extraction.

An ocular systam placad in the ays from which
the drug diffusas :hrough a3 membdrane at a
cONStant rate over 3 specifisd penad.

A semisalid dosage form containing one ar more
drug substances dissaived of cispersed in a
suitable base: more recently, hs term has been
rastricted to products consisting of oil-in-water
smulsions ar aquecus  microcrystalline
dispersions of long cnain farty 3c:ds or alcohols
that are watsr washable and more cosmatically
and aestheticaily acceptabie.

A naturally produced anguiar solid of definite
torm in which the ulimats units 'ram which it is
buiit up are systemancaily amanged: they are
usuaily avenly sgaced an a requiac spacs lattics.

The pragagation of microarqarusms or of living
tissua seils in special medial conducive ta their
qrowth,

A praparaton composed of an NOrganic
abrasive, detergent, “umacrtant, dinder, and
flavonng agent, ntenced 1o clean and polish the
leath. A dentfnce may De ether 2 Dastd or 3
powder, but not a jei.
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DENTIFRICE/GEL

OIAPHRAGM

DisC

DQUCHE

ORESSING

ELIXIR

EMULSION

ENEMA

EXTRACT

FILM

FILM, EXTENDED RELEASE

FILM, SOLUBLE

GAS

GEL

GEL, JELLY

GENERATOR

A combination of a denufnce {a preparation
compasad of an norgaric abrasive, detergent,
humactant, binder, and flavanng agent, intended
to clean and poiish the testh), and a gel (3
semisalid system which consists of suspensions
macde up of aither 1mail nargarmc partcles or
large crgamic molscuiss ntescenstrated by 3
lquid) and which 13 used ~ith 3 toothbrush for
the purpose af cleaning and polishing the teeth.

A dawvice usually Jome-shaped, worn during
copulation aver the cervical mouth or grevention
of conception or intection:

A circular plate-lika argan or structure.

A hiquid preparation, intended for the imgative
cleansing of the vaqina. that \s prepared from
powdars, liquid solutions, or iquid concentrates
and contains ona or more chamical substances
dissoived in a3 suitadls soivent or mutually
miscible soivents.

The application of vanous materisis for
protecung a wound.

A clear, pieasantly flavored, sweetsned
hydroalcohaiic  ligud contamng  dissolved
medicinal agaents; .t is intendaed for oral use.

A two-phase system in which one liquid is
dispersed throughaut another liquid in the form
of small droplets.

A rectat praparation for therapeutic, diagnostic,
or nutntive purposes.

A concantrated preparation af vegetabls or
ammal drugs obtaineg by remaval of the active
constituants af the respactive drugs with 2
suitable menstrua, avaooranon of ail or neary ail
of the soivent, and adjustment of the residual
masses ar powders 0 the prescnbed standards.

A thin layer or coaung.

A drug delivery system in the form ot a film that
reieages the drug aver an oxtended neriod in
such a way as 1o maintain constant drug lavals
in the blood or target tissue.

A thin layer or coaung which is susceptible to
bemng dissolvad when in contact with a liquid.

Any glastic aenform thud in wnich the maolecuies
are separatad from one another and have free
paths.

A samisolid system consisung of either
SUSDENSIONS Made up of small inorganic particles
0f largae organmc maleculss :nTermenstrated by a
hauid.

A class of geis—-semisold systems which consist
of suspensions made up of erther smail inorgamnic
particles or large Arganuc maolecules
nrerpenatrated Dy 3 ‘iquid—t  which the
STrucTural coherent mamx contans a igh portion
ot tquid, usually water.

An 3gparatus for the ‘ormanon of vapor or gas
from a liquid or sohd Dy heat ar chemical action.
The tarm GENERATCR aiso apphes 10 rachosctive
columns from which radionuchides are provided.
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GLOBULE

GRAFT

GRANULE

GRANULE, EFFERVESCENT

GRANULE, DELAYED RELEASE

GRANULE, FOR SOLUTION

GRANULE, FOR SUSPENSION

GRANULE, FOR SUSPENSION, EXTENDED RELEASE

GUM

GUM, RESIN

GUM, CHEWING

IMPLANT

INHALANT

Also cailad peilets =r pilules, ars made of gure
SuCrose, lactosse, Ir nther polysacchandas. They
e tormad «ta small jlobular masses of vanous
sizes, and are medicated v placing them .n a
vial and 1gaing 1he iquid drug artanuation in the
groportion not ‘ess than one parcent (viw), After
shaking, 'he madicated jlobules are dried at
tamperatureas not (o axcsed 30 dagrees
Canugrace.

A shp of skin or af other tissus for implantation.

A smail partuicle or gran.

A smail parucie or grain containing 3 medicinal
agent n a dry muxturs usually composed of
sooum Dicarbonate, citne acid, and tartanc acid
which, when n contact with watsr, has the
capabiity to releass Jas, rasulting in
affarvescance.

A small medicinal particls ar grain t@ which an
antenc or other coaung has besn applied, thus
delaying releass of the drug untl its passage into
the intesunes.

A smail medicinal partcle or grain made available
n its maora stable dry form, to ba raconstituted
with solvent just befora gispensing; the granuies
are 50 prepared to contain not only the madicinal
agent, but the colorants, lavarants, and any
athar desired sharmmaceutic ingredient. (Corland’s
lystrated Medicai Dictionary, 24th Ed.;
INTRODUCTION T0 PHARMACEUTICAL
DOSAGE FORMS, 4tn 3d.)

A smail medicinal partcie or jrain made available
in its more stable dry ‘orm, 0 be reconstituted
with solvent just zefore dispensing to form a
suspension; he granuies are so prepared t
contain not anily ‘he medicinal agent, but the
colarants, flavorants, ang 3ny other desired
nharmaceutic \ngredient.

A small meaic:nal parncie or grain mads available
in its more stable dry ‘arm, ‘0 be reconstituted
with saivant ;ust dafore disgensing to form a
suspension; the axtended rsiease system
achtaves slow releass of :he drug over an
axtendad period of ime and maintaing constant
darug laveis in the blood or targat tissue.

A mucilaginous axcraton fram vanous plants.

Natural mixture af jum and resin, usuaily
obtainad as axudations from glants.

A sweetensa 3nd ‘lavared insoluble plastic
martenal of vanous snages which whan chewaed,
raleases a drug subSTance :nto the oral cawty.

A matenal contamung Jdrug ntended (o be
insarted sacursiy ol Jseply n a living site tor
growth, siow releass, dr formauon of an organic
unon.

A spacial class of inhalations conushng of a drug
or comuwmnation of drugs, that by vwrtue of thew
igh vapor pressure, an e carned dy an ar
curent :Nto the nNasal J3assage wnere they sxert
their atfect; he contawner from which the
‘nhalant jeneraily 's adrminisTecad 13 known as an
nNNaler.
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INJECTION A stenle greparation intendsd (3¢ Darentsral use: 700
live distinct classas af injacticns axist as delined
by tha USP

INJECTION, EMULSION An amulsion, 3 twa-gnase systam n which ane 701
hquid 13 dispersed nroughout another liquid n
the farm of small drociets, conuistng of a stenls,
pyragen-free preparation ntended to be
admimstered pareniarally.

INJECTION, SUSPENSION, EXTENDED RELEASE A stenie preparation :ntended ‘or parenteral use 711
winch has been formuiated \n 3 manner to allow
at least a t'wofold reduction .n dosing frequency
33 compared to that drug presented 33 3
conventional dosaqge ‘orm {s.q., 33 a solution or
a prompt drug-reisasing, canventional solid
dosage form).

INJECTION, POWDER, FOR SCLUTION A stenle preparation ntended ‘or reconstitution 702
to form a solution tor parenteral use.

INJECTION, POWDER, FOR SUSPENSION A sterle preparation intended ‘or reconstitution 703
10 form a suspension for parenteral use.

INJECTION, POWDER, FOR SUSPENSION, EXTENDED RELEASE A stenle freeze dried preparation intended for 710
raconstitution to form a suspension for
parenteral use which has been ‘ormuisted in a
manner to allow at 'east a twotoid reduction in
dosing frequency 3s compared to that drug
presantad as a convennuonal dosage form (e.g.,
as a solution).

INJECTION, POWDER, LYOPHILIZED, FOR SOLUTION A dosage form intended for the sokstion prepared 708

by l!vophiization {“‘reaze drying®}, a grocess
which involves the ramoval of water from
products in the frozen stats at extremely low
prassures; this s intended for subssqguent
addition of fiquid (0 create a solution that
contarms in all respects to Ne requirements for
injections; .

INJECTION, POWDER, LYOPRIUZED, FOR LIPOSOMAL SUSPENSION A stenie freezs dried preparaton intended for 713
raconstitution for parenteral use which has been
formulated @ 3 manner hat would allow
lipasomes to be formed upon reconstitution.

INJECTION, POWDER, LYOPHILIZED, FOR SUSPENSION, EXTENDED RELEASE A stenle freeze drisd preparanon intended for 712
raconstitution for paranteral usa which has been
formulated in 3 manner to alow 3t least 3
twofold reduction in dJdosing frequency as
compared to that drug presentsd 233 2
conventional dosage form (s.g., a8 2 solution).

. INJECTION, POWOER, LYOPHIUZED, FCR SUSPENSION A liqud preparation, intended for parenteral use, 706

that contains sokds suspended n a suitable fluid
maedium and conforms n al ‘espects to the
raquirements for Stenle Suspensions; the
madicinal agents ntended {or the SUSPENSION ars
prepared by ‘yophulizaton ("‘reezs drying”), 3
grocess which involves the ramovat of warter
from praducts in the frozen state at axtremely
'ow pressures.

INJECTION, SOLUTION A liquid pragaranon containing one of more drug 7c8
substancas dissoived " 1 suitable solvent or
mixture of mutuaily muscidle solvents that s
suitable for :.njecnon.



INJECTION. SOLUTION, CONCENTRATE

INJECTION, SUSPENSION

INJECTION, SUSPENSICN, LIPOSOMAL

INSERT, EXTENDED RELEASE

INTRAUTERINE OEVICE

IRRIGANT

KT

LINER, DENTAL

UNIMENT

UPSTICK

uQuio

LOLLIPOP

LOTION

LOZENGE

MOUTHWASH

A sterile preparation for parentsral uss which,
upen the addition of suitable solvents, yields 3
solution conforming i all respects to the
raquiraments tor (njections.

A liquid praparatian, suitable for imection, which
consists of sohd particies dispersed throughout
a liquid phase n which the paricles are not
soluble. it can aiso consist of an od phase
dispersad throughout an aquecus phase, or vics-
versa.

A liquid preparation. suitable for injection, which
Consists ot an od phase dispersed throughout an
aqueous phase in such 2 manner that liposomes
are formed.

A specially formulated and shaped solid
preparation {e.g., nng, taclet, or stck) intended
to be placed in the vagina by spacial insertars,
where the medication is released. generally fac
localized affects; the extended reiease system is
designad to allow at 'east a two-fold reduction in
dosing frequency.

A device insarted and aft in the utsrus to
prevent atfactive concagtion.

A starie solytion intended o bathe of flush open
wounds or body cavities: ‘hey're used topicaily,
naver parenteraily,

A packaged calection of related matenial.

A material applied 0 the inside of the dental
cavity, for protection ar insuigoon of the surfaca.

A solution or mixturs of vanous substances in
o, alcoholic solutions of soap, or amulsions
intended for extemal apphicaton.

A waxy solid, usually colored cosmetic, in stick
form for the lios.

A state of substance that is an intermaediate ona
antared into as Martted Joss from solid to gas;
liguids are 3iso intermediate in that they have
neither the orderiiness of a crystal nor the
randamnass ot a gas. (Note: This term should
not be used 0 descnbe sciutions, only pure
chamicals in their liqusd state.)

A medicated ‘ozsngs on :he end of a slick
ntandea for oral admemstration.

“The tarm lanon® has been usad to categonzs
many topical suspensions, solstions and
amulsions intended for apphcation to the skin.

A solid preparatian contmning one of more
maeadicaments. usuaity n a flavored, sweetensd
bass winch 13 intended to dissolve of disntegrate
siowly :n the mouth.

AN aqueous solution which is mest often ysed
for its deodorant, ratrasieng, or antiseplic aftect.
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Topical Praducts

Extended-raieasa

dosage forms

{capsules, injectables and tablets)

Active ingredients and dosage forms

with  documented
problems

bioequivalencs

Thers are a varisty of topical dosage forms
avallable for dermatolagic, ophthalmic, otie,
rectal, and vaginal administration, including
solutions, creams, ointments, gels, lotions,
pastes, sprays, and suppositories. Even though
different topical dosage farms may contain the
same aclve ingredisnt and potency, these
dosage forms are not considarad pharme-
ceutically equivalent. Tharafars, they ars not
considered therapeutically aquiveient, All
solutions and DESI drug products containing the
same active ingrediant in the same topical
dosage farm for which a waiver aof in vive
bicequivalenca has been granted and for which
chemistry and manufacturing processes are
adequate, ara considersd  therapeutcally
aquivalant and coded AT. Pharmaceutically
squivalent fopical products that raise questions
of bioeguivalence including all  post-1962
topical drug products are coded AB when
supportad by adequate bicequivalence data, and
BT in the absence of such data.

An extended-reiease dosage form is dafined by
the afficial compendia as one that allows at
feast a twofold reduction in dosing frequency
as compared to that drug presentsd as a
conventonal dosage form (e.g., as a solution or
a prompt drug-releasing, conventional solid
dasage form),

Ajthough bicavailability studies have been
conducted on these dosage forms, thay are
subjact to bioavailability diffarencss, prmarily
because firms developing extended-ralease
products for the same active ingredient rarely
smpioy the same formuiation approach. FDA,
tharefore, does not  consider  differsnt
extended-release dosage forms containing the
same active ingredient in equal strength 10 be
therapeutically equivalent uniess squivaience
between individual products in both rats and
axtent has been specifically demonstrated
through appropriate bioequivalence studies.
Extanded-reisase products for which such
bicequivaiencs data have not been submitted
are coded BC, while those for which such data
are available have been coded AB.

The BD code denotes products containing
active ingredients with known bioeguivaience
problems and for which adequate studies have
not been submitted to FDA demonstratng
bicequivaience. Where studias spowing
bioeguivalence have Dbeen submitted, the
product has been coded AB.

AT
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Delayed-reieass oral dosage forms

Products in aerosci-nebulizer drug
delivery systems

A delaysd-release dosage form is dafined by
the official compendia as one that relsases a
drug (or drugs) at a time other than pramptly
aftar administration. Entaric-coated articles are
delayed-raleass dosage forms.

Orug products in delayed-reisase dosage forms
containing ths same active ingredients are
subjact to significant differances in absorption.
Uniess otherwise specificsily noted, the Agency
considers diffarent delayaed-reiease products
cantaining the same active ingredients as
praesenting a potantial bioaquivalence problem
and codes thess products BE in the absence of
in vivo studies showing biosquivalancs. If
adequate in vivo studies have demanstrated the
bicoequivaience of specific delayed-relesse
products, such products ars coded AB.

This code appliss ta drug solutions or powdars
that are marketed only as a component of, or
as compatible with, a specific drug deiivery
system. Thers may, for axample, be significant
differances in the doss of drug and particie size
delivared by different products of this typa.
Therafore, the Agency does not consider
differant metered aerosol dosage forms
containing the same active ingredient(s) in equal
strengths to be therapeuticaily equivalent uniess
the drug products meet an appropriats
bicaquivaisncs standard.
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Active ingredients and dosage forms
with potental bioequivalence problems

Suppaositorias or enemas that deliver
drugs for systemic absarption

Products having drug atandard
deficiencies

FDA’s bioequivalance ragulations (21 CFR
32C.33) contain critaria and procedurss for
detarrmurung whether a specific active ingredient
in a apecific dosage form has a potantial for
causing a bioequivaiencs problem. It is FDA's
policy to consider an ingradiant mesting these
criteria as having & potential bicequivalence
problem even in the absence of positive data
dermonstrating inaquivalence. Pharmacsytically
aquivalent products containing thess
ingredients in oral dosage forms .are coded
B8P until adequats /n viva biocequivalence data
are submitted.

Injectable suspensions containing an active
ingrediant suspended in an aqueous or
oieaginous vehicle have also been coded BP.
Injectable suspensions are subject to
bioequivalence problems because diffarances in
particle size, polymaorphic structurs of the
suspended active ingredient, or the suspension
formulation can significanty affect the rate of
releagse and absorption. FDA doas not consider
pharmacsutical aquivalents of these products
bioequivaient without adequate avidence of
bicequivalence.

The absarption of active ingredients from
suppositories or enemas that are intended to
have a systemic affect (as distinct from
suppositories administered for locai effect) can
vary significantly from product to product.
Therefora, FDA considers pharmaceutically
equivalent systamic suppositories ar anemas
bicequivalent only if /in vivoe evidence of
biosguivalence is available. In thoss cases
where /n vivo svidence is available, the product
is coded AB. If such evidenca is not available,
the products are coded BR.

if the drug standards for an active ingredient in
a partcular dosage form are found by FDA to
be deficient so as ta prevent an FTUA svaluation
aof either pharmaceutical or therapeutic
aquivalencs, all drug products containing that
acuve ngredient in that dosage form arc.codod
BS. For example, if the standards parmit a wide
variauon in pharmacoliogically active
componants of the active ingredient such that
gharmaceutical equivalence is in queston, all
products containing that active ingredient in
that dosage form are coded BS.
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Topical products with biosquivalance
igsues

Orug products for which the data are
insufficient to determine therapeutic

ivalen:
equivalence "

This code applies mainly to post-19682
dermatologic, ophthalmic, otic, rectsl, and
vaginal products for topical administration,
including creams, ointmaents, gaeis, lations,
pastas, and sprays, as well as suppasitaries not
intended for systemic drug absorption. Topical
products avaluatad as having acceptable clinical
performance, but that are not bicequivsient to
other pharmaceutically squivealent products or
that lack sufficient svidence of bioequivsience
will be coded BT. .

The cods BX is assigned to specific drug
praducts for which the data that have been
reviewed by the Agency are insufficient to
detsrmine therapeutic aquivalencs under the
policies stated in this document. In thess
situations, the drug products are presumed to
be therapeutically inequivaient until the Agency
has determined that thers is adequate
information to make a full evaiuaton of
therapeutic equivaience.
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D’gs;ripﬁon. Applicaion MNymbier is the number associated with the primary catsgory of official submission that
is raceived by the Canter.

Source. Various Oracle tables, including COMIS Referencs Table.

-1 € . Appiication Number is represented by numeric text of six character in length, with
leading zercs and without punctuation.

FDA Approved D

March 14, 1398



FDA Data Sement Number.

ber. C-GEN-10207

Source. Vanous Oracle tables, including COMIS Refarence Table.

Reiationship. See Application Number.

CDER Revised

Data Values:

Name Code

Device Classification 513{G) (CORH)

New Device Application in Form 5's and Form 6's (CDRH)
Premarket Natification Submission 510(K)
Product Development Protocol

Reclassification Petition

Drug Master File

Investigational Device Exemption 520(G) (CDRH)
Investigational Device Exemption 520I(L)
Investigational New Drug Exemption (CBER)
Investigational New Drug Exemption (CDER)
New Drug Application (CBER)

New Drug Application {CDER)

Premarket Approval Application

VZX " WM OOIOINATNTO



CDER DATA STANDARDS MANUAL

Data EIementName, Calendar Date - Format 2.

Descnpuon This standmed provides format spaecifications for reprasanting the day, month, and the ysar as
identified by the Gregorian Calendar.

Source U.S. Department of Commerce, National Institute for Standards and Technology; Federal Informauon

Processing Standards.
Relationship.

FDA Specxﬁcauor\s. Calendar Date - Format 2 is represented by alphanumaeric text of nine (9) or eleven :11)

characters in the format DO-MMM-(YY)YY where:
20 represents day of month (01, 02, .... 31);
MMM represants month of year (JAN, FEB, ..., DEC); and
(YYIYY represants vear of century ({18100, (19101, ..., (20)00).

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

CDER'Spec:f:camns'f All systems shouid attempt to convert to the four digit year (instead of the twa-cigit

year) becauss of the nearing of the end of the current century.

July 14, 1988.

Novermber 5, 1991,

@EREF?!?#L&J f’;'ff.D' ‘

Data: Values:

Name Definition Code

Literal Date reprasentad the day, the month, and th
year by the Gregorian Calendar.



STANDARDS MANUAL

Description. This standard_specifies various human sducational levels. It is for the highest level of educauon
attained.

SQL!FCE;‘ FOA Standardized Nomenclature Program

00204), Person Middle Nama (GEN-002C2).

FDASpecrﬁcaﬁons None.

CDER Specification © Educational level terminology will consist of alphanumeric text with a maximum length

of 80 characters. 'C':-oﬂrresponding codes shail be represented alphanumearically with one character. Vaiid
abbreviations ‘rom the list below are mandatory.

February 13, 1996

Data Values.
Name Definition Code

Less Than High School Diploma Literal 1
Correspondence School Diploma Literal 7
Compieted One Semester of College  Literal 8
Currently in High School Literal . 9
Aduit Education Diploma Literal 8
Qccupational Program Certificate Literal C
Assaociate Degree Literal D
Test-Based tquivalency Diploma Literal E
Overseas General Education Degree Literal F
Professional Nursing Diploma Literal G
Home Study Diptoma Literal H
High School Certiticate of Attendance Literal J
Baccalaureate Degree Literal K
High School Diploma Literal L




Masters Degree

Post Masters Degree
High School Senior
Doctorate Degree

First Professionat Degree

Literal
Literal
Literal
Literal
Literal

scwnz



CDER DATA STANDARDS MANUAL

Descnptlon. This standard repsesents a tweive (12) month accounting yesr as specified by the U.S. Congress
for the Federal Government. As of the approval date of this standard, a fiscal year runs from October 1 af a
calendar year through September 30 of the following calendar year. Fiscal yesr is usually abbreviated as FY.

S::Qufc'e; U.S. Congress.
Relationship.

FDA Specificatio

Fiscal Year is represented by a four (4) digit number. The format for FY is YYYY.

No further specifications.

Name Definition Code

Literal Number representing a Federal Government N/A
twelve month accounting vear.



CDER DATA STANDARDS MANUAL

FDA Data Element Number.

COER Dats Etemen C-GEN-10209

Data Element. | Gender

Dgscriptﬁbh’; Gender refers to the sex of a species.

~ -

Source. SO 5218, and Wabster's New Collegiate Dictionary

Relationship.

FDASaecxﬁcatnc . Gender shall consist of alphabetic terms with a maximum of 15 characters in length.
Codes represenung these terms shall consist of one numeral.

No further specifications.

This data element is pending approval as an FDA Demographics Data Element.

September 12, 1995,

Name Definition Code
Not <nown Literal o]
Maie Literal 1
Femaie Uiteral 2
Not Specified Literal 9



CDER DATA STANDARDS MANUAL

C-GEN-10212

No further specifications.
This data element is pernding approval as an FDA Demaographics Data Slement.

September 12, 1995,




C-GEN-10211

Relationship.

FDA. Specifications. Marital status shall consist of aiphanumeric terms with a maximum of 15 characters in
length, with aiphanumeric codes representing these terms of 1 character in length.

No further speciﬁcatibns.

This data element is pending approval as an FDA Osmographics Data Element.

September 12, 1995,

CDER Revised’Date.

Data: Valugs.
Name Definition Code

Married Literal M
Never Marned Literal S
Separated Literal A
Widowed Literal w
Divorced Literal D
Ungetermined Litecai u




Relanonshrp. Person Given Name (GEN-00201), Person Middle Name (GEN-00202), Person Surname (GEN-
00203).

FDA Specifi

characters.

CDER Specific No further spacifications.
October 12, 1989.

February 11, 1392,

Person Family Rank is represented by an alphanumeric code consisting of three (3)

Name Definition Code
Junior Distinguishes the son from the father with the JR
same name,
SR
Senior Denoctes the oider of two persons having the
same namae,
1}
Secand Second occurrance of a name within a family;
not in consecutive generations. -
1
Thirg Third occurrance of a name within a family.
v
Fourth Fourth occurrence of a name within a family.
v

Fifth Fifth occurrsnca of a nama within a family.



CDER DATA STANDARDS MANUAL

GEN-00201

C-GEN-00201

Data Element: Nar

Parson Given Name.

Des;ription: This standard represents a name that usually precedes the middle name and the surname. Ferson
Given Name is commaonly r#ferrad to as a first name.

Source. Data Standerds Committee, FDA.

Relationship: Person Middle Name (GEN-00202), Person Surname (GEN-00203), Person Family Rank (GEN-
00204).

February 11, 1982

Name Definition Code

Literal A person’s given name or first name. N/A



CDER DATA STANDARDS MANUAL

I

GEN-0Q202
C-GEN-00202
Parson Middle Namaea.

q;;:;ip;ion-; This stendard._provides specifications for representing a person’'s middle nama. This name is
usually located betwaen th?given name and the surname.

Relananshlp. Parson Given Name (GEN-00201), Person Surnams (GEN-00203), Person Family Rank (GEN-
00204).

Nao further specifications.

QOctober 12, 1989.

February 11, 1992,

Name Definition Code

Literal A person’s middle name. N/A



CDER DATA STANDARDS MANUAL

? Parson Surname is reprssented by variabie text alphanumeric text consisting of a
(25) characters.

No further specifications.

October 12, 1989.

February 11, 1992.

Name Definition Code

Literal A person’s family name or last name. N/A



CDER DATA STANDARDS MANUAL

FDA Data Element Number:

CDER Data Element Nuriibéf; C-GEN-10210

Data Element Name. Race.

Description. An ethnic stock or division of mankind.

Source. ASTM/E1384, and Dorland’s Illustrated Maedical Dictionary, 24th Edition
Relationship. Ethnic Origin.

FDA Specifications. Ethnic Origin shall consist of an alphanumeric term of indefinite length. There are no codes
assaciated with these terms.

CDER Specifications; No further specifications.

FDA Approved Date. Panding Approval as an FDA Demographics Data Element.
CDER Approved Date: September 12, 1995; November 8, 1996.

FDA Revised Date:

CDER Ravised Date.

Data Values.

Name Definition Code

American Indian- Alaska Native Literal A
Asian Literal B
Whita Litaral (o
Black Literal o]
Other Litaral E



FDA Dats Hemen

COER Dats Efey

C-GEN-10201 .

Sponsor/Applicant Name

Descnptlon This standarg rppresents 1)The name or designaticn under which a company transacts business;
2)The name or designation under which an institution, hospital, or agency (federal and private) transacts business
or provides patiant care; and 3)The Parson Surname, the Parson Given Name (or first initial), the Person Middle
Name (or its first initial), and the Person Family Rank, followed by valid profsssional degraes under which an
individual transacts business or provides patisnt care.

dééoa). Firm Name (ORG-00101).

None.

Spansor/Applicant is reprasanted by variable length alphanumaric text consisting of a
maximum of 'wo-hund ed forty (240} characters. Punctuation will be limited to hyphenated Person Surnames, and
virgules (e.g.. in A/S and C/Q). Hyphens in firm names will be repiaced by a space. Text befors and after an
apostrophe will be concatonated. Valid abbreviations from the list below are mandatory.

% April 13, 1993

April 14, 1994

Name Definition Code
ASSOCIATES Literai ASSOC
ASSOCIATION Literal . ASSN
ATTENTION Literal ATTN
CARE OF Literal c/o
COLLEGE Literal CcoLL
COMPANY Literal co
CORPORATION Litersi CORP
DEPARTMENT Literai DEPT
DIVISION Literal Div
DQOCTOR OF DENTAL MEDICINE Litarat DMD
DCCTOR OF DENTAL SURGERY Literal oos
DOCTCR OF MEDICINE Literai MD

OQCTOR CF OPTOMETRY Literal oD



DQOCTOR OF QSTEQPATHY

DOCTOR QOF PHARMACY
OQCTOR OF PHILOSOPHY

OOCTOR OF VETRINARY MEDICINE

FOUNDATION
HOSPITAL
INCORPORATED
UMITED

MEDICAL CENTER
RESEARCH CENTER
SAINT

SCHOOL
SUBSIDIARY
UNIVERSITY
UNLIMITED

Literal
Uteral
Litaral
Literal
Literal
Literal
Uteral
Literal
Literai
Litsral
Literal
Literal
Litersl
Literal
Literal

[ale}
PHARMD
PHD
OVM
FON
HOSP
INC

LTOD
MEDCTR
RESCTR
ST

SCH
sus
UNIV
UNLTD
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FDA Dats Elerme None.

C-GEN-10202 *

Srageid et

Telephone Area Code.

'."’uéanade. and the Carribean nations of Anguilla, Antigua, Ssrbuds, Bahamas, Barbados, British Virgin
isiands, Cayman Isiands, Dominica, Domunican Republic, Grenada, Jamaica, Montserrat, Saint Kitts and Nevis, Saint
Lucia, Saint Vincent and Grenadines, Trinidad and Tobago, Turks and Caicos Islands.

None.

Telephone Area Code is represented by numeric text of three charactars. There shall

January 10, 1985,

Data Vm See the current telephone baok listing of area codes for valuas, Actual values have not baen
oresented in this standard because area code geographic boundaries are defined by the teisphons systems
according to each city, and somstimes further defined by unnamed sections within each city. In addition, there
are some area codes thet cover two countries plus a territory (e.g., 809 for all Carribesn nations and Puerto Rico):
Cracle tables cannot stora more "han one code for each country. Finally, ares codes frequentdy split with only
regionai notfication. These idiosyncracies would maks the actual maintanance of a verifiable area code list
extremely tedious and time consuming.



CDER DATA STANDARDS MANUAL

Data El

Descriptfm. This standand_provides format spacificatons for representing the telephone city code for ail foreign
countries, axcluding the Bahamas, Bermuda, and Canada. These codes are normally sccessad after the telephone
cauntry cods is accessed, but befors the telephone number is accessed. They may necessitate consulting a
foreign telephone operator.

Source.

Relationshm. Ses Telephone Country Code, and Teiephone Number, Format 2.

None.

Teiephone City Code is reprasanted by numeric text of up to three characters. There

Nons.

January 10, 19985,

Chaka, Bangladesh and Brusseis, Beigium both have a telephone city code of 2). It is suggested that a foreign
telephone operator be consulted for specific telephone city codes.



CDER DATA STANDARDS MANUAL

None.

C-GEN-10203 .

Description. This standegd.provides format specifications for representing the telephone country code for ail
foreign countries, excluding Canada and the Caribean nations of Anguilla, Antigua, Barbuds, Bahamas, Barbados,
B8nush Virgin Isiands, Cayman Isiands, Dominica, Dominican Republic, Grenads, Jamsica, Montserrat, Saint Xitts
and Nevis, Saint Lucias, Saint Vincant and Grenadines, Trinidad and Tobago, Turks and Caicos !siands.

Saome codes are not availabla (N/A) for some of the more obscure countries (e.g., Clipperton Island) and countnes
deemed hostile 1o the United States (e.g., North Korea). This may nscessitate consuiting directory assistance.

Certain nations that have recently gained independence (e.g., Russial may temporarily share their country code
with their predecessor nation (e.g., USSR).

See Telephone City Code, and Telephone Number, Format 2.

None.

Tslephone Country Code is reprasented by numeric text of up to thres characters.

None.

January 1Q, 1995,

Name Definition Code
AFGHANISTAN Literal N/A
ALBANIA Literal 358
ALGERIA Literal 213
AMERICAN SAMOA Literal 684
ANDORA Literal 33

ANGOLA Literal 244



ANTARCTICA

ARGENTINA

ARMENIA

ARUBA

ASCENSION ISLAND
ASHMQORE AND CARTIER ISLANDS
AUSTRALIA
AUSTRIA
AZERBAIJAN
BAHRAIN
BANGLADESH
BASSAS DA INDIA
BELARUS
3ELGIUM
8ELIZE

8ENIN
3HUTAN
8OLIVIA
BOSNIA-HERZEGOVINA
30TSWANA
SOQUVET ISLAND
3RAZIL
8RITISH INDIAN OQCEAN TERRITORIES
3RUNEI

3ULGARIA

3URKINA FASO

3URUNDI

CAMERGQGON

CAPE VERDE

CENTRAL AFRICAN REPUBLIC
CHAD

CHILE

CHINA

CHRISTMAS ISLAND
CLIPPERTON ISLAND

COCOS (KEELING) ISLANDS
COLOMBIA

COMOROS

CONGO

COOK ISLAND

CCRAL SEA ISLANDS
COSTA RICA

COTE OIVOIRE

CRCATIA

CUBA

CYPRUS

CZECH REPUBLIC

JENMARK

DIEGQ GARCIA

2J1B8OUTI

ZCUADOR

ZGYPT

EL SALVADOR

EQUATORIAL GUINEA
ZRITREA

SSTONIA

STHIOPIA

ZURCPA ISLAND

SALKLAND ISLANDS

“ARCE ISLANDS

FlJi

FINLAND

FRANCE

FRENCH GUIANA

FRENCH POLYNESIA

GABON

k"-'

Literal
Literal
Literail
Literal
Literal
Literal
Literal
Litersl
Literal
Literal
Literal
Litaral
Uteral
Literal
Literal
Literal
Literai
Literal
Literal
Literal
Literal
Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literat
Literal
Literal
Literal
Literal
Literal
Uteral
Literal
Literal
Literal
Literail
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Litarai
Litersi
Litersl
Literal
Literal
Literal
Literal
Literal
Literal

872
54

297
247
N/A
61
43

973
880
N/A

32
501
229
97S
S9N
387
267
N/A

1]
N/A
673
359
228
257
237
238
236
235

56

86
872
N/A
N/A

57
269
242
682
N/A
506
22%
38S
N/A
357

42

48
246
253
593

20
503
240
291
372
251
N/A
500
298
679
358

33
594
689
241




GAMBIA

GAZA STRIP
GECRGIA
GERMANY
GHANA
GIBRALTAR
GLORIOSO ISLANDS
GREECE
GREENLAND
GUADELOUPE
GUAM
GUATEMALA
GUERNSEY
GUINEA
GUINEA-8ISSAU
GUYANA

HAITI

HEARD ISLAND AND MCDONALD ISLANDS

HONDURAS

HONG KONG
HOWLAND ISLAND
HUNGARY
ICELAND

INDIA

INDONESIA

IRAN

IRAQ

IRELAND (SOUTHERN ONLY)

ISRAEL
ITALY

JAN MAYEN
JAPAN
JERSEY
JORDAN

JUAN DE NOVA iSLAND

KAMPUCHEA
KAZAKHSTAN
KENYA
KIRIBAT!
KOREA, NORTH
XKOREA, SOUTH
KUWAIT
KYRGYZSTAN
LAQS

LATVIA
LEBANON
LESOTHO
LIBERIA

LIBYA
LIECHTENSTEIN
UTHUANIA
-UXEMBOURG
MACAU
MACEDONIA
MADAGASCAR
MALAW!
MALAYSIA
MALDIVES
MALI

MALTA

MAN, [SLE OF
MARTINIQUE
MAURITANIA
MAURITIUS
MAYQTTE
MEXICO

Literal
Literal
Literal
Litaral
Literal
Literal
Utaral
Literal
Literal
Literal
Uteral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Litersi
Literal
Literal
Literal
Literal
Literal
Litaral
Literal
Literal
Literal
Literai
Literal
Literal
Literai
Literal
Literal
Literal
Litaral
Literal
Literal
Literal
Litaral
Literal
Uteral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Litaral
Literal
Literal
Literal
Literal
Literal
Literai
Literal
Literal
Literal
Literal
Literal
Uteral
Literal
Literal
Literai

220
N/A

49
233
380
N/A

298
590
671
502
N/A
224
24§
592
509
N/A
504
8s2
N/A

38
354

62
28
964
3S3
972
39
N/A
81
N/A
962
N/A
11

254
686
N/A

82
365

856
371
961
268
231
218

41
370
382
8§83
389
281
265

60
960
223
358
N/A
596
222
230
283

52



MICRONESIA
MOLDOVA
MONACO
MONGOUA
MONTENEGRO
MOROCCO
MOZAMBIQUE

MY ANMAR
NAMIBIA

NAURA

NEPAL
NETHERLANDS
NETHERLANDS ANTILLES
NEW CALEDONIA
NEW ZEALAND
NICARAGUA

NIGER

NIGERIA

NIUE
NORFOLK ISLAND
NORWAY

OMAN

PAKISTAN

PALAU

PANAMA

PAPUA NEW GUINEA
PARACEL ISLANDS
PARAGUAY

PERU

PHILIPPINES
PITCAIRN ISLANDS
POLAND
PORTUGAL

QATAR

REUNION

ROMANIA

RUSSIA

AWANDA

SAINT HELENA
SAINT PIERRE AND MIQUELON
SAIPAN

SAN MARINO

SAQ TOME AND PRINCIPE
SAUD! ARABIA
SENEGAL

SERBIA
SEYCHELLES
SIERRA LEONE
SINGAPORE
SLOVAKIA
SLOVENIA
SOLOMON ISLANDS
SOMALIA

SOUTH AFRICA
SQUTH GEORGIA/SANDWICH ISLANDS
SPAIN

SPRATLY ISLANDS
SAl LANKA

SUDAN

SURINAME
SVALBARD
SWAZILAND
SWEDEN
SWITZERLAND
SYRIA

TAIWAN

Litersl
Literal
Literal
Liters|
Literal
Litersl
Litersl
Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Uteral
Literal
Literal
Literat
Literai
Uteral
Literal
Literal
Literal
Literal
Literal
Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Litsral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Litersl
Literal
Literal
Literal
Literal
Utaral
Literal
Literal
Literal
Literal

691
373
33
978
N/A
212
258
95
264
674
977
31
599
687
64
505
227
234
683
672
47
368
92
680
507
675
N/A
58§
S1
63
N/A
48
351
974
262

250
290
508
670
378
239
966
221
N/A
248
232

85

42
386
6§77
N/A

27
N/A

34
N/A

94
N/A
597
N/A
268

46

41
383
386



TAJIKISTAN

TANZANIA, UNITED REPUBLIC OF
THAILAND

TOGO

TOKELAU

TONGA

TROMELUIN ISLAND
TUNISIA

TURKEY

TURKMENISTAN
TUVALU

UGANDA

UKRAINE

UNITED ARAB EMIRATES
UNITED KINGOOM
UNITED STATES
URUGUAY

UZBEKISTAN

VANUATU N
VATICAN CITY
VENEZUELA

VIETNAM

WALLIS AND FUTUNA
WEST BANK

WESTERN SAHARA
WESTERN SAMOA
YEMEN

ZAIRE

ZAMBIA

ZIMBABWE

Literal
Litersi
Uiteral
Literal
Literal
Literal
Utarsi
Literal
Literal
Litersl
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Literai
Literal
Literal
Literal
Literal
Litersi
Literai
Literal
Literai
Literal
Literal

255

66
228
N/A
676
N/A
216

90

(-2:3:}
258

971

598

678
39
S8
84

681

N/A

N/A

685

967

243

260

263



CDER DATA STANDARDS MANUAL

.
Descnpﬁon. This standm:r provides format specifications for representing the telsphone number for the United
Stares, the Bahamas, Bermuda, and Canada.

Beil Atlantic directory.

Reiationshlp. Ses Telephone Area Code, Format 1.

FDA Specifications: None.

CQE Speczﬁcat Telephone Number, Format 1 is represented by numeric text of seven characters.
There shall be no punctuation (inciuding no hyphen between the third and fourth digits).

January 10, 1995.

alues. Literal. Lattars shall be converted to numbers in the following way:

A. B and C = 2
D.E and F = 3
G, H and |l = 4
J, K, and L = 5
M, N, and O =6
P, R, and § = 7
T, U and V = 8
W, X, and ¥ =9



CDER DATA STANDARDS MANUAL

None.

COER Dats Elemen. C-GEN-1020S

Telephone Number, Forrat 2.

Descriptmn. This standaré" p'rovides format specifications for represanting the telephone number for all forsign
countries, excluding the Bshamas, Bermuda, and Canada.

Source. Seit Adantic directory.

-

Relationship. See Country Code and City Code.

None.

Telephone Number, Format 2 is rapresented by numeric text of fifteen characters.

January 10, 1995.

A, B and C =2
D,E and F =3
G, H, and | = 4
J, K, and L =5
M, N,and O = 6
P, R,and S =7
T. U, and V = 8
W, X, and ¥ =9



Description. Waight is the amount that an object weighs.
S‘cmr{:e. ASTM:; Waebster's New Collsgiate Dicuanary

Relationship. Height.

Uniass otherwise specified in the fieid, the defauit vaiue shall aiways be in kilograms.

CDER Specificatidns. No further specifications.

September 12, 1998,

Data: Vafuss. Thers are no pre-defined vaiues.



GEQ-00302

Description. This standard’ provides for the city portion of a domestic or foreign address. The Federal
Information Processing Standards Publications $5-1 contains a listing of the citiss within the United States.

Source‘ Division of Reguiatory Information Systams, Office of Regulatory Resources Management, Office of
Regulatory Affairs, FDA.

Relationship. Firm Name (ORG-00101), Street Address (GE0-00301), Foreign State/Province (GEO-00303),
Country Name (GEO-00304).

FDASpeciﬁcations. City Name is represented by variable length alphanumeric text consisting of a maximum

af thirty (30) characters.

This field should not contain any non-related information, such as a zip code.
October 12, 1989.

November 5, 1891,

CDER Revised: Date.

Data- Values:

Name Definition Code

Literal City portion of a domestic or foreign address. N/A



CDER DATA STANDARDS MANUAL

FDA Data Element Number.. GEC-00101

Data Element Name: Countries, Dapendencies. and Areas of Special Sovereignty.

Oescriptpcn- This standard provides names and abbreviations for reapresenting countries, dependenciss, and
aresas of special sovereignty as defined in ANS| Z39.27 - 13984, "Structurs for the Reprasentation of Names of

Countries, Cependencies, and Areas of Special Soversignty for Information Interchange,” of the American Natonal
Standards Instutute [ANSI).

Relationship.

FDA' Specifications. Names of Countries, Dependencies, and Areas of Special Soversignty are represanted
3y alphaoeuc :ext of two (2) characters.

CDERSD&C!ﬁ%ﬁOﬂ al Thers have been many changes in the names of countries since the FIPS list was
published in '.984"('é.g.,“East and West Germany have unified). Therefore, this standard needs to be reevaluated
on at least a yearly basis. b) FIPS designates a country code for each territory of the United States, which
usuaily nas the letter ‘Q’ as the second character, rather than using the U.S. Postal Service tarritory codes. Since
COER uses :his address data to ganarate letters, it was feit that CODER nseded to deviate from the FIPS data
2iements in this field when U.S. territories were represanted. Thus, we have added the U.S. Postal Service U.S.
-erntory abbrewviations to C-GEQ-00204, and have deieted the FIPS U.S. territory abbreviations from C-GEO-00101.
Further, wnen a U.S. Postal Service U.S. territory abbreviation is placed in a state field, the country feid
associated with that record should contain the FIPS abbraviation 'US’. ¢) Whan the country is not known, COER
reserves he abbreviation "XX' where null fields are not allowed.

FDA Approved:Date: Octover 9, 1986.

Novembar S, 1991.

CDER Revised Dats.

Data Values:

Name Definition Code
AFGHANISTAN Literal AF
ALSANIA Literal AL
ALGERIA Literal AG
ANDCRA Litarsl AN

ANGOLA Literal AOQ



ANGUILLA
ANTARCTICA

ANTIGUA ANO BARBUDA
ARGENTINA

ARMENIA

ASHMORE AND CARTIER ISLANDS
AUSTRALIA
AUSTRIA
AZERBAIJAN
3AHAMAS

3AHRAIN
3ANGLADESH
3ARBADOS

3ASSAS DA INDIA
3ELARUS

3ELGIUM

SELIZE

3ENIN

3ERMUDA WX -
8HUTAN

30LIVIA
3OSNIA-HERZEGOVINA
30TSWANA
30UVET ISLAND
3RAZIL

BRITISH INDIAN OCEAN TERRITORIES
BRITISH VIRGIN ISLANDS
3RUNEI

3ULGARIA

IURKINA

3URMA

3URUNDI

ZAMERGCON

CANADA

CAPE VERCE

CAYMAN ISLANDS
CENTRAL AFRICAN REPUBLIC
CHAD

ZHILE

CHINA

ZHRISTMAS ISLAND
CLIPPERTON ISLAND

COCOS (KEZLING) ISLANDS
COLOMBIA

COMOROS

ZONGO

COOK ISLAND

CORAL SEA ISLANDS
COSTA RICA

ZOTE D'IVOIRE

ZROATIA

CUBA

CYPRUS

CZECH REPUBLIC

SENMARK

2JIBOUTI

JOMINICA

JOMINICAN REPUBLIC
ZCUADOR

ZGYPT

SL SALVADOR

ZQUATORIAL GUINEA
ZRITREA

Z5TONIA

ZTHIOPtA

ZURCPA ISLAND

Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literail
Literal
Literal
Literal
Literai
Literal
Literal
Literal
Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Literal
Literal
Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal

AV
AY
AC
AR
AM
AT
AS
AU
Ad
8F
BA
8G
88

80
BE
BH
BN
80
8T
8L
8K
B8C
BV
B8R
{¢]
Vi
8X
BuU
uv
8M
3y
cM
CA
cv
cJ
cT
co
cl
CH
KT
P
CK
co
CN
CF
cwW
CR
cs
v
HR
cu
cY

DA
oJ
00
OR

EG
ES
EK
ER
EN

EU



FALKLAND ISLANDS
FiJl

FINLAND

FRANCE

FRENCH GUIANA
FRENCH POLYNESIA

Literal
Litsral
Literai
Literai
Literal
Litaral

FRENCH SOUTHERN AND ANTARCTIC LANDSLiteral

GABON
GAMBIA, THE
GAZA STRIP
GEORGIA
GERMANY
GHANA
GIBRALTAR
GLORIOSO ISLANDS
GREECE
GREENLAND
GRENADA

GUADELQUPE & -

GUATEMALA
GUERNSEY
GUINEA
GUINEA-BISSAU
GUYANA

HAITI

HEARD ISLAND AND MCDONALD ISLANDS

HONDURAS
HONG KONG
HOWLAND ISLAND
HUNGARY
ICELAND

INDIA
INDONESIA
IRAN

IRAQ

'RELAND (SOUTHERN QNLY)
ISRAEL

ITALY
JAMAICA

JAN MAYEN
JAPAN
JERSEY
JORDAN

JUAN DE NOVA ISLAND
KAMPUCHEA
KAZAKHSTAN
KENYA
KIRIBAT]
XOREA, NORTH
KOREA, SQUTH
KUWAIT
KYRGYZSTAN
LAQS

LATVIA
LEBANGCN
LESOTHO
LIBERIA

LIBYA
LIECHTENSTEIN
LITHUANIA
LUXEMBOURG
MACAU
MACEDONIA
MAQDAGASCAR
MALAWI
MALAYSIA

Literai
Literal
Literai
Literal
Literal
Literal
Litersl
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Utersl
Literal
Literal
Literal
Literai
Literal
Literal
Literai
Literal
Utersi
Literal
Literai
Literal
Litersi
Litersl
Literai
Literal
Uiteral
Literal
Litaral
Literal
Literal
Literal
Literal
Literal
Litersi
Literai
Literal

FK
FJ
Fi
FR
FG
Fp
FS
G8
GA
Gz
GG
GM
GH
Gt
GO
GR
GL
GJ
GP
GT
GK
GV
PU
GY
HA
HM
HO
HK
HQ
HU
Ic
IN
o)
IR
b4
El
IS
T
M
JN
JA
JE
Jo
Ju
c8
KZ
KE
KR
KN
KS
KU
XG
LA
LG
LE
LT
LT
LY
LS
LH
L
MC
MK
MA
Mi
MY



MALDIVES

MAL!

MALTA

MAN, ISLE OF
MARTINIQUE
MAURITANIA
MAURITIUS

MAYQTTE

MEXICO

MOLDOVA

MONACO

MONGQOUA
MONTENEGRO
MONTSERRAT
MQORQCCO
MOZAMBIQUE

NAMIBIA

NAURA

NEPAL o -~
NETHERLANDS
NETHERLANDS ANTILLES
NEW CALENDONIA

NEW ZEALAND
NICARAGUA

NIGER

NIGERIA

NIUE

NORFOLK ISLAND
NORWAY

IMAN

PAKISTAN

PANAMA

PAPUA NEW GUINEA
SARACEL ISLANDS
PARAGUAY

PERU

PHILIPPINES

PITCAIRN ISLANDS
2PCLAND

PORTUGAL

2ATAR

REUNION

ROMANIA

RUSSIA

RWANDA

SAINT KITTS AND NEVIS
SAINT HELENA

SAINT LUCIA

SAINT PIERRE AND MIQUELON
SAINT VINCENT AND THE GRENADINES
SAN MARINQ

SAO TOME AND PRINCIPE
SAUDI ARABIA
SENEGAL

SERBIA

SEYCHELLES

SIERRA LEONE
SINGAPCRE

SLOVAKIA

SLOVENIA

SOLOMON ISLANDS
SOMALIA

SQUTH AFRICA

SOUTH GEORGIA/SANDWICH ISLANDS
SPAIN

SPRATLY ISLANDS

Litaral
Literal
Literal
Literal
Litersl
Literal
Literal
Literal
Literal
Literal
Litaral
Literal
Literal
Literal
Literal
Literail
Litarail
Literal
Literal
Literai
Literal
Literai
Literai
Literai
Litaral
Literal
Literal
Literal
Litsral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Literal
Literai
Literal
Literal
Literal
Literal
Literal
Literai
Litsral
Litaral
Literal
Literal
Literal
Literal
Literal

MV
ML
MT
M
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
PK
PM
PP
PF
PA
PE
RP
PC
PL
PO
QA
RE
RO
RS
AW
sC
SH
ST
s8
Ve
sM
TP
SA
SG
SR
SE
sL
SN
Lo
sl
8P
so
SF
SX
SsP
PG



SR! LANKA
SUDAN
SURINAME
SVALBARD
SWAZILAND
SWEDEN
SWITZERLAND
SYRIA
TAIWAN
TAJIKISTAN

TANZANIA, UNITED REPUBLIC OF

THAILAND

TOGO

TOKELAU

TONGA

TRINIDAD AND TOBAGO
TROMELIN ISLAND
TUNISIA -
TURKEY A -
TURKMENISTAN

TURKS AND CAICOS ISLANDS
TUVALU

UGANDA

UKRAINE

UNITED ARAB EMIRATES
UNITED KINGDOM
UNITED STATES
UNKNOWN COUNTRY
URUGUAY

UZBEKISTAN

VANUATU

JATICAN CITY
JENEZUELA

VIETNAM

WALUS AND FUTUNA
WEST 3ANK

WESTERN SAHARA
"WESTERN SAMAO
YEMEN

ZAIRE

ZAMBIA

ZIMBABWE

Litoral
Literal
Literal
Literal
Literal
Uteral
Literal
Literal
Literel
Litaral
Ltaral
Literal
Utersi
Litaral
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Litaral
Literal
Literal
Literai
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Literai
Literal
Literal
Uiteral
Literal

CE
SU
NS
SV
wz
SW
sZ
sY

T

TH
TG
TL
N
10
TE
TS
TU
X
K

uG
up
TC
UK
us
XX
uy
Uz
NH

VE
VM
WEF
WE
wi
ws
YM
cG
ZA
pal




Deascription. This standard provides for the country name portion of the address. Countries, Dependenciss, and
Areas of Special Sovereignty as.described in Federal Information Processing Standards Publications 104 are included
in this standard. -~

Source, Division of Regulatory Information Systems, Office of Regulatory Resources Management, Office of
Regulatory Affairs, FDA.

Relationship: Firm Name (ORG-00101), Strest Address (GEO-00301), City Name (GEO-00302), Foreign
State/Province (GEQ-00303), Countries Dependencies and Arsas of Special Sovereignty (GEQ-00101).

FDA Specificatior

. Country Name is reprasented by variable length alphanumeric text cansisting of a maximum

af thirty (30) characters.

Nama Dafinition Cods

Literal Country name portion of an address. N/A




CDER DATA STANDARDS MANUAL

FDA Data Element Number. None.

CDER Data Element Number. C-GEO-00305

Data Element Namae. District Office Code.

Description. This standard provides format specifications for rapresenting the FOA District Office code.
Sourcse. FDA Office of Regulatdry Affairs.

Relationship.

FDA Specifications. None. -

CDER Specifications. District Office Code is represented by alphabetic text of thres characters, without
punctuation. District Office codes are based upon the US Postal Service zip code (rather than state name because the
states of New York and Caiifornia each have two FDA District Offices).

FDA Approved Date.

CDER Approved Date. January 10, 1995,
FDA Revised Date. |

CDER Revised Date.

Data Values.

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

ATLANTA 27000--28999, NORTH CAROLINA ATL
29000--29999, SOUTH CAROLINA

30000—31999, GEORGIA

BALTIMORE 20000-20599, DISTRICT OF COLUMBIA BLT
2060021999, MARYLAND
2200024699, VIRGINIA

2470026899, WEST VIRGINIA



NEW ENGLAND 01000--02799, MASSACHUSETTS NWE
02800--02999, RHODE ISLAND
03000--03899, NEW HAMPSHIRE
03900--04993, MAINE
05000--05998, VERMONT

06000--06999, CONNECTICUT

BUFFALO 10505, 10509, 10512, 10516, 10537, BUF

10541, 10542, 10579, 10910, 10912,
10914, 10915, 10916, 10917, 10918,
10919, 10922, 10925, 10926, 10928,
10930, 10932, 10933, 10940, 10950,
10953, 10958, 10959, 10963, 10969,
10973, 10975, 10879, 10981, 10985,
10987, 10988, 10990, 10992, 10998,
and 12000--14399, parts of NEW

YORK
CHICAGO 6000062999, ILLINOCIS CHI
CINCINNATI 40000--42799, KENTUCKY CIN

43000--45898, OHIO

DALLAS 71600--72999, ARKANSAS DAL
73000--74889, OKLAHOMA

75000--79999, TEXAS

DENVER 80000--81619, COLORADO DEN
82000--831939, WYOMING
84000--84799, UTAH

87000--88499, NEW MEXICO

DETROIT 46000--47999, INDIANA DET

48000--49999, MICHIGAN



KANSAS CITY 50000--52898, |OWA KAN
63000--658399, MISSOURI
66000--67999, KANSAS

68000--69399, NEBRASKA

LOS ANGELES 85000--86599, ARIZONA LOS

90000--93199, 93400--33499,
93510, 93532, 93533, 93534, 33535,
93536, 93537, 93538, 93539, 93543,
93544, 93545, 93550, 33551, 93552,
93553, 93554, 93558, 33562, 93563,
parts of CALIFORNIA

MINNEAPOLIS 53000--54999, WISCONSIN MIN
55000--56799, MINNESOTA
57000--57799, SOUTH DAKOTA

58000--58899, NORTH DAKOTA

NASHVILLE 35000--36893, ALABAMA NSH

37000--38593, TENNESSEE

NEW ORLEANS 38600--39799, MISSISSIPP! NOL
70000--71489, LOUISIANA

NEW YORK CITY 09000--10499, 10501, 10502, 10503, NYK
10504, 10506, 10507, 10508, 10510,
10511, 10513, 10514, 10515, 10517,
10518--10536, 10538, 10539, 10540,
10543--10578, 1058010599, 10800,
10901--10908, 10911, 10913, 10920,
10921, 10923, 10924, 10927, 10929,
10931, 10935, 10936, 10937, 10938,
10939, 10941, 10942, 10943, 10944,
10945, 10946, 10947, 10948, 10949,
10951, 10952, 10954, 10955, 10956,
10957, 10960, 10961, 10962, 10964,
10965, 10866, 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 07000--08999, NEW JERSEY NwJ

FLORIDA 32000--34299, FLORIDA FLA



PHILADELPHIA 15000--1963993, PENNSYLVANIA PHI

19700--198998, DELAWARE

SAN JUAN 0C60C0--00799, PUERTO RICO SJUN
00800--00899, VIRGIN ISLANDS

00900--00999, PUERTO RICO

SAN FRANCISCO 88000--89899, NEVADA SAN

93200--33399, 323500, 93501, 93502,
93503, 33504, 33505, 93506, 93507,
93508, 393509, 33511, 93512, 93513,
93514, 33515, 93516, 93517, 93518,
93519, 93520, 93521, 93522, 393523,
93524, 33525, 93526, 93527, 93528,
93529, 393530, 93531, 93540, 33541,
93542, 33546, 93547, 93548, 93548,
93555, 33556, 93557, 93559, 9358Q,
93561, 93564, 33565, 33566, 93567,
83568, 93569, 33570, 93571, 93572,
93573, 93574, 93575, 93576, 93577,
93578, 33579, 93580, 33581, 93582,
93583, 93584, 93585, 33586, 93587,
93588, 93589, 93590, 93591, 93592,
93593, 93594, 93595, 93596, 335397,
93598, 93599, 33600--96699,

parts of CALIFORNIA

96700--96799, AMERICAN SAMOA
9680096899, HAWAII

96900--36999, GUAM

SEATTLE 5900059999, MONTANA SEA
83200--83899, IDAHO
87000--97989, OREGON
98000--99439, WASHINGTON

99500--99989, ALASKA



CDER DATA STANDARDS MANUAL

FDA Data Elem GE0-00303

COER Dats Eler

C-GEO-00303 .

State/Foreign Province.

. This standqrd.-provides for the foreign province, state, or outlying ares portion of the address.
The Federa information Processing Standard (5-1) provides names and abbreviation codes for representing the SO

states, Washington, D.C. and the outlying areas, all of which are considered to be “first order subdivisions® of
the United States.

Source, Division of Reguiatory Information Systems, Office of Reguiatory Resources Management, Office of
Regulatorv Affairs, FDA.

Name Definition Code

Literal Foreign province, state or oudying area portion N/A
of the address.



CDER DATA STANDARDS MANUAL

FDA Data Hement Nu . GEO0-00204

COER Data Efement Number. C-GE0-00204

Data Element: Name: States and Outlying Areas of the United States.

Descriptim. This standaed prevides names, abbreviations and codes for representing the SO States, the Distnct

.......... -

of Columbia, and the outlying areas of the United States.
Source Federai Infarmation Processing Standards Publication (FIPS Pub) 5-1.
Re]auonsh;p. Counties and County Equivalents (GEO-00201); Named Populated Places, Primary County

Divisions, and Other Locational Entities of the United States (GE0-00202); Metropolitan Statistical Area (GEO-
00203).

FDASpeciﬁcatl’o .( United States, the District of Columbia, and the outlying areas of the United States are
rapresented Dy a two (2) digit number, right justified with leading zero.

CDER

Columbia, instead of usmgma U.S. Postal Service two-letter abbreviation. Since CDER uses the data in this fieid
to address correspondence, and since the two-digit numeric code is not recognized by the U.S. Postal Service,
it was felt that we needed to daviate from FIPS in this regard, and solely employ the U.S. Postal Service two
letter abbreviaton.

b} As stated in GEQ-00101, FIPS designates a country code for each territory of the United States, which usually
has the letter ‘Q’ as the sescond character, rather than using the U.S. Postal Service territory codes. Since CDER
uses this address data to genersate letters, it was felt that CODER needed to deviate from the FIPS dsta siements
in this fieid when U.S. terntories were represented. Thus, we have added the U.S. Postal Service U.S. territory
abbreviations to C-GEQ-00204, and have deieted the FIPS U.S. temtory abbreviations from C-GEQ-00101. Further,
when a U.S. Postal Service U.S. tarritory abbreviation is placed in a stats field, the country fieid associated with
that record should contain the FIPS abbreviation ‘US’. c¢) When the U.S. terntory has no known abbreviation,
CDER reserves the abbreviation ‘XX° where null fields are not ailowesd. I[f theres is no known two-letter
abbreviation, the U.S. territory shouid be completely speiled out in the ADDR_FORIEGN field.

“Specificati ns. a) FIPS designates a two-digit numeric code for each state and the District of

It was decided that FIPS codes would be specified in this standard monograph as a cross-reference to enable data
conversion from non-COER components.

CDER Approved Date: November 5. 1991,
FDA Revised Date:
CDER Ravised Dats:

Data Values. (ses next two pages)




CDER Std Croes-References
Postal FIPS FIPS
Alpha Alpha Numaric
State Country State
Name Definition Code Cade Code
ALABAMA Litecal AL 01
ALASKA Literai AK 02
AMERICAN SAMQA Literal SA AQ 60
ARIZONA Literal AZ 04
ARKANSAS Literal AR 05
BAKER ISLAND Literal 81
CALIFORNIA Literal CA 08
CANAL ZONE Litaral cZ PQ 81
CANTON/ENDERBURY ISLANDS Literal EQ 62
COLORADO Literal co 08
CONNECTICUT L Literal CcT 09
DELAWARE Literal DE 10
DISTRICT QF COLUMBIA Literal [»]e3 "
FLORIDA Literal FL 12
GEORGIA Literal GA 13
GUAM Literai GU GQ 66
HAWAII Literai Hl 15
HOWLAND ISLAND Literal 84
IDAHOQ Literal D 16
ILLINOIS Literal L 17
INDIANA Literal IN 18
IOWA Literal 1A 19
JARVIS ISLAND Literal 86
JOHNSTCN ATOLL Literal JQ 67
KANSAS Literal KS 20
KENTUCKY Literal KY 21
KINGMAN REEF Literal 89
LOUISIANA Literal LA 22
MAINE Literal ME 23
MARYLAND Literal MD 24
MASSACHUSETTS Literal MA 25
MICHIGAN Literat Mi 26
MIDWAY ISLANDS Literai MQ 71
MINNESOTA Literal MN 27
MISCELLANEQUS US TERRITORY Literal XX
MISSISSIPP Litaral MS 28
MISSOUR! Literal MO 29
MONTANA Literal MT 30
NEBRASKA Literal NE 31
NEVADA Literal NV 32
NEW HAMPSHIRE Literal NH 33
NEW JERSEY Literal NJ 34
NEW MEXICO Literal NM 35
NEW YORK Literal NY 36
NORTH CAROLINA Literal NC 37
NCRTH DAKQTA Litaral ND 38
NORTHERN MARIANA ISLANDS Literal cM cQ 69
OHIO Litersi OH 39
OKLAHOMA Literal oK 40
OREGON Literal OR 41
PALMYRA ATOLL Uteral 95
PENNSYLVANIA Literal PA 42
PUERTQO RICO Litersl PR RQ 72
RHODE ISLAND Litarsd Ri 44
SOUTH CAROLINA Litersl sC 31
SCUTH DAKOTA Literal sD 48
TENNESSEE Literail TN 47



CDER Std Cross-References

Postal FIPS FIPS
Alpha Alpha Numaeric
State Country State
Name Definition Code Code Code
TEXAS Literal ™ 48
TRUST TERRITORIES PACIFIC Literal T NQ 75
UTAKH Literal uT 49
VERMONT Literal vT . 50
VIRGIN ISLANDS Literal \"| vaQ 78
VIRGINIA Literasl VA 51
WAKE ISLAND Literal wa 79
WASHINGTON - Literal WA 53
WEST VIRGINIA k- Literal wv 54
WISCONSIN Litaral wi 1]

WYOMING Literal wy 56



CDER DATA STANDARDS MANUAL

FDA Dats Hem GEO-00301

C-GEO-00301 .

Descrip '. This sunda:ip_navidos for the street addrsss including building name, post office box, route, etc.

Straet Address does not includs city, stats, province, or country.

Regulatory Aftairs, FDA,

Relationship. Fim Name [ORG-00101), City Name (GE0-00302), Fareign State/Provincs (GEO-00303), Country
Name (GEG-00304).

FDA Specitic

maximum of forty

Street Address is repressnted by variable length alphanumeric text consisting of a
characters. The punctuation for this field is system specific.

CDERSpectE‘ . a) When possible, building name, room number, post office box, and zip code should
be separated into distinct fisids. b) See list below for valid mandatory abbrevistions (These abbrevistions were
derived from United States Postal Service valid abbreviations. Since that list was so extensive, the Center
rastricted abbraviations to 1)Only the more commonly used abbrsviations, and 2)Oniy when the original word
contained mare than four lentars (except ROAD and ROOM, which were toc common to omit).) c)Decimal points
shall aniy be used to represent distance from a particular point {e.g., 24.5 KM NORTH OF RT 10) or to represant
a fraction in a street address {s.g., 25.5 BROADWAY CT).

October 12, 1989.

November S5, 1991,

Data Values.

Name Definition Code
.

Literal Street address including building name, N/A

post office box, route, etc.

COER Vaid Values:

APARTMENT Literal APT
AVENUE Literail AVE
I0QULEVARD Literai BLVD
ZRANCH Litaral B8R

SUILDING Litsral BLDG



CIRCLE
CQURT
ORIVE

EXPRESSWAY

EXTENSION
HIGHWAY
KILOMETER
MILE
MOUNT
MOUNTAIN
PARKWAY
PLACE
ROAD
ROOM
ROUTE

RURAL ROUTE

STREET
SUITE
TURNPIKE

Literal
Literal
Literal
Literai
Literal
Literail
Litersl
Literal
Literal
Literasl
Literal
Literal
Literal
Literal
Literal
Literal
Literal
Uteral
Literai

CIR

OR
EXPY
EXT
HWY
KM
Mi

MTN
PKY

RO
RM
RT
RR
ST
STE
TPKE



CDER DATA STANDARDS MANUAL

ORG-00101

C-0RG-00101

Description. This standard represents the name or designation undar which 8 company transact business.

Sou:ca. Division of Regulatory Information Systems, Office of Reguiatory Resources Management, Office of
Regulatory Affairs, FDA.

Relationship. Street Address 1 (GEO-00301), City Neme (GEO-00302), Foreign State/Province (GEO-00303).
Country Name (GEQ-00304).

FDA Specifications

Firm Name is represented by variable length alphanumeric text consisting of a maximum

of sixtvﬂ {60} charactars.

No further specifications. In process of review, 1392.

October 12, 1989,

Name Definition Code

Literal Name or designation under which a company N/A
transacts business.



POWOER, DENTIFRICE

POWDER, FCR SOLUTION

POWDER, FOR SUSPENSION

RINSE

SALVE

SHAMPQO

SHAMPQO, SUSPENSION

SOAP

SOLUTION

SOLUTION, CONCENTRATE

SOLUTION, FOR SLUSH

SPQONGE

SPRAY

SPRAY, METERED

SPRAY, SUSPENSION

STICK

STRIP

An intimate mixture of cry, tineiy divided drugs
and/or chemicals that. with the aid of 3
toothbrush, i3 used ‘cr wre surccse of cleaning
tha accessible surfaces af *ra reatn, (USP, XXit;
Remington's Pharmaceutcar Sc:ences, 17th £d.)

An inumate mixture 3f ¢ry, linely dividad drugs
and/or chemucals, ~nich, <ogn the addition of
suitable vehiclas, yields a scluticn.

An intimate mixture af 2ry, finely divided drugs
and/ar chemicais, wrich, ypan the addition of
suitable vehicles, yieics 3 suspension (a liquid
preparatan  confaining e  solid particles
disparsad in the liquid vericle).

A liquid used to clearise by fushing.

A thick ointmant or cerars /a fat o wax based
preparation with a znsistency bBetween an
ointment and a plaster).

A liquid soap or datergert used o clean the hau
and scalp and is often used as a vehicle for
dermatologic agents.

A liquid soap or detergent cantaining one or
mora solid. insoluble sudstances cisparsed in a
liquid vehicle that is used 9 clean the hair and
scalp and is often uses as a vehicle for
dermatologic agents.

Any compound of ore zr more ‘atry acids, of
their aguivalents, w~mh an aikali; soap is
detergent and is mucn amcloyed in liniments,
enemas, and in making sils. It ‘s also a miid
aperient, antacid ang antsesuc.

A liquid preparaticn :“at zantains one of mora
chemical substances sissaived, i.a., molecuiarly
dispersed, in a switacle soivant ¢ mixture of
mutually miscible soivents.

A liquid preparation ii.e., a substance that flows
readily in its natural state} that contains a drug
dissolved in a sunacie soivent or mixture of
mutuaily miscible scivents: the drug has been
strengthened by the evaporaton of its nonactive
parns.

A salution for the preparaton of an icad salins
slush, which is adrmrustered by ‘rrigation and
usead to induce regional hypothermia [in
conaitions such as certain coen hearr and kidney
surgical procedures) Sy its direct agplication.

An absorbent pad of foided Jauze or corron.

A liquid minutaty diviced 3s by 3 jet of air or
steam.

An aerosol dosage ‘crm cansisting of valves
which allow the discersing >t a specified
quantity at spray.

A liquid preparation zontanming solid particles
dispersed in 3 liquid vemicts and :n tha form of
coarse dropiets ar as ‘ineiv divided solids to be
applied topicaily, most usually o the nasal-
pharyngeal tract or :o the skin.

A dJosage form pragared n a relatvely long and
stengar otten cylinancal ‘orm.

A long narrow pieca ot matenal.

115

303

137

304

193

308

138

32

27

272

345

185

273

274



NOT APPLICABLE

(118

QINTMENT

PACKING

PASTE

PASTE, DENTIFRICE

PATCH, EXTENDED RELEASE

PATCH, EXTENDED AELEASE, ELECTRICALLY CONTROLLED

PELLET

piLL

PLASTER

POULTICE

POWDER

The use of a dosage 'orm :erm s rot ralevant or
apprapriate.

An unctuous, cambusi:cie sutstance which is
liquid, or easiy liquatiacie, 3n warming, and is
soluble in ether hut ragiutle a ~ater. Such

substancas, depending n ‘Fewr ongin, are-

classitied as animai, mireral, or vegetadle oils.

A semusaolid praparaton ntenced ‘or axternal
apphcation to the skin cr muccus membranes.

A cord-liks materai, usuaily zoverad by or
impragnated with a drug, hat is inserted
batwesn the tooth 2ramel and the gingival
margin.

A semsolid dosage 'srm that zzntains ona or
morea drug substances .ntenced for topical
application.

A substanca, in the fcrm a paste, used with a
toothbrush for the curpose af cleaning the
accessible surtaces of e teatn.

A transdermal drug ceiivery sysiam ‘n the farm
of a patch that releasas ke rug in such a
manner that a two-fcid reducton in dosing
frequency compared 0 Mat crug presented as a
conventional dosage ‘zrm !a.3.. 2 solution or a
promot drug-releasing, scnventonal salid dosage
formj}.

A transdermal drug derivery svstam in the form
of a pateh which is ccnedes Sy an electric
current that releases :he 2rug :n such a manner
that a two-fold reductcn in zosing frequency
compared t¢ that 2rug Sresented as A
convantional dasage ‘crm ie.3.. 3 solution or a
prompt drug-releasing, cznventenal solid dosage
farm}.

A small sterile solid mass cansisting of a highly
purifiag drug (with or wmthout 2xcipients} made
by campression or moicing; they are intended for
imptantation in the bogy 'usuady subcutanecusly)
for the purpose of providing cantinuous releass
at the drug cvar long penods of time.

A small, round solid 2csage ‘arm cantaining a
medicinal agent intencea fcr aral admunistration.

Substancs intended for 2xtemal aopiication made
ot such matsnals and <t such csnsistancy as (o
adhere to the skin ana 1ttach to 3 drassing:
plasters ars intendsd :3 3tfora Jrotection and
SUpPOrT and/or to ‘urmisn an acclusion and
maceraung action and 3 ring madication into
close cantact with the sun,

A sott, moist mass ot ~eal, Sercs, ssed, otc.,
usuaily applied hot :n c:sin (hat zensists of gruet-
like consistency.

An intimate mixtura 2t 1rv, fingiv divided drugs
and/or chemicals hat may te ntanded for
intarnal {oral powcers: or axternal {topical
powdars) usée.

313

oss

101

839

103

104

81a

108

107

108



SUPPQSITORY

SUPPOSITORY, EXTENDED AELEASE

SUSPENSION

SUSPENSION, EXTENOED RELEASE

SUTURE

Swag

SYRUP

TABLET

TABLET, CHEWABLE

TABLET, COATED

TABLET, DELAYED RELEASE

TABLET, DELAYED RELEASE PARTICLES

TABLET, EFFERVESCENT

TABLET, EXTENDED RELEASE

A solid body of varcus wmigrts and shapas,
adapted for ntroducton .nto trhe rectal, vaginal,
or urethral onfice 2! :he human body; they
usually malt, soltan, or aissolve at body
lemperatura.

A drug delivery sysiam a ke form of a
suppository that alcws at 'sast a two-fold
reduction in dosing ‘requancy.

A liquid preparaticn anich zscasists of solid
parucles dispersed threugrout 3 fiquid phase in
which the particles ara ~ot sciunle.

A liquid preparation cznsisting of solid particles
dispersed throughcut a .iquid znase in which the
parucles are not sclutle; e suspansion has
been formulated in 3 manner 1o ailow at laast a
twotold reduction n dasirg frequency as
compared to that 2rug gresented as a
conventionat dosage ‘crm (e.g., as 3 solution or
a prampt drug-reisasing, ccnventional solid
dosage torm).

A strand or fiber useq 3 haid wound edges in
apposition during heaiing.

A wad cof absorbent matenai usually wound
around one and of 3 smail suck and used for
applying medication sr ‘or removing material
from an area.

An oral solution canrtaimng hign cancentrations
of sucrosa or other sugars: the rerm has aiso
been used to incluce inv ather liquid dosage
form prepared in 3 swsel ang viscid vehicle,
including oral susgersicns.

A solid dosage ‘crm :crraming  medicinal
substances with or ~murout suitabie diluents.

A solid dosage ‘srm :ssntaining  medicinal
substances with or wrout surtacia cilugnts that
is intended to be creweq, srecucing a pleasant
tasting residue in he zral cavity that is easily
swallowed and cces ~ot ‘save 3 bitter or
unpieasant after-taste.

A solid dosage fcrm :hat :zniains medicinal
substances with or wrthcut sustacle diluents and
is covered with a des:grated czatng.

A solid dosage form wmnich reieasas a drug loc
drugs) at a time 3Jtrer than gramptly after
administration. Entenc-coated articles are
delayed releasa dosage ‘orms.

A solid dosage form camtaining a conglomerate
of medicinai partcies mat have Seen covered
with a coating whicn rsleasas a crug (or drugs)
at 3 uma other han promptly after
administration. intenc-coated articles are
delaved reieasa dasags ‘orms.

A solid dosage form :zntaiming, ‘n addition to
acuve ingredients, mixtures ot ac:ds [citric acid,
tartance acidl and socium Bicarbonate, which
releass carbon dioxica ~rnen Zissoived in water;
1T 1S intended to Se cisscived or dispersed in
water belore admiristiration.

A solid dosaqe 'grm zgntaing 3 drug which
allaws at 'east 3 wo-‘aid recuction in dosing
frequency as compared °2 thar 2ruq prasanted in
caonvantianal dosaga ‘arm.

173

177

816

27s

307

502

S03

851G



TABLET, FiLM COATED

TABLET, FILtM COATED, EXTENCED RELEASE

TABLET, MULTILAYER

TABLET, MULTILAYER, EXTENDED RELEASE

TABLET, SOLUBLE

TABLET, SUGAR CQATED

TAMPON

TAPE

TINCTURE

TROCHE

UNASSIGNED

WAFER

A solid dosage form that contains madicinal
substancas with or arthout suitable diluents and
is coatad with a thin ;ayer 3f a water-insalutle or
watar-solubia polymar.

A solid dosage form tRat zontains madicinal
substances with or withcut suitable diluents and
'3 coated with a thin layer 2t 3 water-insoiubls or
water-soluble polymer; e aplet is farmulatad in
such manner as !0 maxe the containad
medicamant available sver an 2xtandad periad of
time following inges:icn. ’

A solid dosage !cem contaiming maedicinal
substances that have een ccmprassed to form
3 muitiple-layered aciet ar a tablat-within-a-
tabiet, the inner taciat teing the core and ths
outar portion being re scel,

A solid dosags ferm conraining  medicinal
substances that have teen comprassed to form
a muitiple-layered tablet =r a tablet-within-a-
tablet, the inner tablet “eing the cors and the
outer portion being :ra sheid, wnich, additionally,
is covared in a designatad zcating; the tabiat is
formulated in such manner 3s o allow at least a
two-foid reduction .n dosing frequency as
compared ta that drug presanted as a
conventional dosage ‘erm.

A solid dosage form hat cantains medicinal
substances with or without surtable diluents and
possesses the ability <3 lissaive in fluids.

A solid dosage form hat sontains medicinal
substances with cr wtheut suntadble diluents ana
is coated with a cclereg =r 3n uncolored water-
soluble sugar.

A plug made of comen, soonge, or oakum
variously used in surgery 3 plug the nose,
vaging, etc., for the comret 3! hemorrhage or the
absorption of secreticns.

A narraw waven fazrc, 2r 3 narraw extruded
syntheatic (such as giaster, usually with an
adhesive an one or sath sides.

An alcohalic or hydroalcanciic solution prepared
fram vagetable materals 3r from chemicai
substances.

A discoid-shaped soii¢ zentaning the medicinal
agent in a suitably favorea basa: troches are
placed in tha mouth wners ey slowly dissolve,
liberating tha active ingreaients.

A dosage form has yet o te assigned.

A thin slica of matanal csntaining a3 medicinal
agent.

SO

5Cs

SC7

sc8

277

273

837

3Co

243



CDER DATA STANDARDS MANUAL

None.

C-DRG-00101 .

QOrug Classification.

Description.

Yescr fion. This standardeprovides for a machanism for classifying all drugs from the Invastgatdonal New Drug
(IND) stage of deveiopment onward.

. In process - COER Orug Classification Subcommittee has reviewed various drug classification databases,
and has recommended 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




Description. Exclusivity Code is the code used by the Food and Drug Administration to indicats the type of exclusive
marketing rights granted to_an NDA holder.
2n

Source; Approved Crug Products with Therapeutic Equivalence Evaluations.

Relationship: Ses Patent Number and Patent Use Cade.

EDA! Specificat

hyphens as the only punctuation. The letter O in the code refars to a new dosing schedule, the letter | in the code
refers to a new indicaticn, and the remaindar of the codes are spacified herain.

FDA Approved Date.

Data Values.

Name Definition Code

400MG EVERY 12 HCURS FOR THREE D-17
DAYS FOR UNCCMPLICATED
URINARY TRACT INFZCTIONS

ACUTE TREATMENT CF VARICELLA [-45
ZOSTER VIRUS

ADDITIONAL DCSAGE REGIMEN D-25
EQUAL TO HALF CF THE ORIGINAL
DQOSING REGIMEN

ACJUNCTIVE  THEIAPY IN  THE -92
MANAGEMENT CF REART FAILURE



ADJUNCTIVE THERAPY TC DIET TO
REDUCE THE RISK OF CCROMARY
ARTERY DISEASE

ACULT INTRA-ARTERIAL DIGITAL
SUBTRACTION ANGICGRAPHY OF
THE HEAD, NECK, AEDCMINAL,
RENAL AND PERIPHERAL VESSELS

ADULT INTRAVENQOUS CCNTRAST-
ENHANCED CCMPUTED
TOMOQGRAPHY OF THE =ZAD AND
800Y

ALTERNATIVE DOSAGE CF 300MG
ONCE DAILY AFTER THE EVENING
MEAL

ANGIOCARDICGRAPHY, CCNTRAST

ENHANCED COWMPUTED
TOMOGRAPHIC IMAGING GOF THE
HEAD AND BCCY, AND
INTRAVENOUS EXCRETORY

URQGRAPHY IN CHILCREN

ARTHROGRAPHY CF THE SHQULDER
SCINTS IN ACULTS

BEDTIME DOSING OF 3COMG FOR
TREATMENT OF ACTIVE BENIGN
GASTRIC ULCER

SEDTIME DOSING CF 3COMG FOR
TREATMENT OF ACTIVE ZUODENAL
ULCER

21D DOSING

2I0PSY PROVEN MINIMAL CHANGE
NEPHROTIC SYNORCME :N CHILDREN

3CLUS DOSING GUICELINES

CEZNTRAL PRECCCICUS PU3ERTY
CHOLANGIOPANCREATCGRAPHY

CONTINUQUS INTRAVENOQUS
INFUSION

CONTRAST SNHANCEID CT IMAGING
QF THE HEAD ANC 3CZY AND IV
EXCRETORY URCGRAPRY

CCNTRAST ENHANCEMEINT AGENT
TC FACILITATE VISUALZATION OF
LESIONS IN  THE SPINE  AND
ASSOCIATED TISSUES

CONTRAST ENHANCEMENT AGENT
TCO FACILITATE VISUALZATION OF
LZSIONS QF THE CENTRAL NERVQUS
SYSTEM IN CHILDREN 2 YEARS OF
AGE AND OLCER)

SERMAL INFEZCTICNS-TINEA PEDIS,
TINEA CCRPCAIS, TINEA CRURIS DUE
TO EPIDERMCPHYTCN FLCCCOSUM

1-27

1-25

B-21

-83

O-16

1-78

I-31

1-38

1-77



OIAGNQSIS AND LCCALIZATION OF
ISCHEMIA AND CCRCNARY HEART
CISEASE

DYSMENCRRHEA

ENDOSCOPIC AETROGRADE
PANCREATOGRAPHY

ENDOSCCPICALLY DIAGNOSED
ESOPHAGITIS, INCLUCING ERGSIVE
AND ULCERATIVE ESCPHAGITIS, AND
ASSOCIATED HEART3URN QUE TO
GASTROESOPHAGEAL REFLUX
DISEASE

EPIDURAL USE IN LABCR AND
CELIVERY AS AN ANALGESIC
AQJUNCT TO BUPIVACAINE

ERQSIVE GASTACESOPHAGEAL
REFLUX DISEASE

EXPANDED USE-FCR ICU PATIENTS
UNDERGOING LONG-TEIM INFUSION
DURING MECHANICAL VENTILATION

FEMALE ANCRCGENETIC ALOPECIA

FCR OVARIAN  CANCER  THE
RECOMMENCED AZSIMEN IS
135MG/M? CR TEMG/M
INTRAVENCUSLY CVER  THREE
HOURS EVERY THREZ 'WEZKS

FCR USE IN WCMEN 'WITH AXILLARY
NOCE-NEGATIVE 3REAST CANCER

HERNIQGRAPHY
HERPES SIMPLZX ENCIPHALITIS
HERPES ZCSTER

HIGH DOSE METHOTREXATE WITH
LEUCOVCQCRIN RESCUE IN
CCMBINATION WITH CTHER
CHEMOTHERAPEUTIC AGENTS TO
DELAY RECURRENCE IN PATIENTS
WITH NONMZITASTATIC
OSTECSARCOMA WHO HAVE
UNDERGCNE SURGICAL RESECTION
CR AMPUTATICN FCR THE PRIMARY
TUMQR RESCUE ArFTIR HIGH-DOSE
METHOTREXATE THERAPY IN
QSTEQOSARCCMA

1-80

I-18

1-59

1-83

-56

1-108

81

0-24

1-50

i-43

1-42

I-21



HYPERTENSICN
HYSTERCSALPINGCGRAPHY

INCREASE MAXIMUM DOSE AND
VARIATICNS IN  THE DOSING
REGIMEN

INCREASED MAXIMUM QAILY
OCSAGE RECOMMENDATICN

INITIAL TREATMENT OF ADVANCED
QVARIAN CAACINOMA IN
COMBINATION WITH QOTHER
APPROVED CHEMOTHERAPEUTIC
AGENTS

INITIATE AND MAINTAIN MONITORED
ANESTHESIA CARE {MAC] SEDATION
DURING DIAGNQSTIC PROCEDURES

INTENSIVE CARE UNIT SEDATION

INTRAQPERATIVE AND
POSTOPERATIVE TACHYCARDIA
AND/OR HYPERTENSION

INTRAVENOQUS DIGITAL
SUBTRACTION ANGICGRAPHY

INTRAVENOUS DIGITAL
SUBTRACTICN ANGICGRAPHY

INTRAVENOQUS, IPICURAL  AND
INTRATHECAL DCSING

KNEZ ARTHROGRAPRY

LCWER RECOMMENCEZ STARTING
DOSE GUIDELINES

MAINTENANCE THZRAPY IN HEALED
DUCDENAL ULCZR 773 AT DCSE QF 1
GM TWICE DAILY

MANAGEMENT CF CHRCNIC STABLE
ANGINA AND ANGINA CUE TO
CORONARY ARTERY SPASM

MANAGEMENT CF7 CCNGESTIVE
HEART FAILURE

MANAGEMENT OF INDCMETRIOSIS

MANAGEMENT CF MCCERATE TO
SEVERE PAIN

METASTATIC BRZIAST CANCER IN
PREMENOPAUSAL WCMEN AS AN
ALTERNATIVE TC CCPHCRECTOMY
CR OVARIAN IRRAZIATICN

1-55

0-23

-73

-90

-84

-74

[-44

I-79

17

1-88

-112

1-29



MIGRAINE HEADACHE PRCPHYLAXIS

MONQOTHERAPY us
HYPERTENSION

m

FOR

NARCOTIC OVERDCSZ IN ADULTS
NARCOQTIC QOVERDCSE iIN CHILDREN
NEW COMBINATION

NEW CHEMICAL ENTITY

NEW DOSAGE FOARM

NEW ESTZR OF SALT CF AN ACTIVE
INGRECIENT

-

NEW PRODUCT

NEW ROQUTE

NEW STRENGTH

CNCE A DAY APPLICATICN

ONCE DAILY DOSING

CNCE DAILY TREATMENT AS INITIAL
THERAPY IN THE TRIATMENT OF
HYPERTENSION

ORAL CR RECTAL USZ IN CHILDREN
FOR THE EXAMINATICN CF THE
GASTRCINTESTINAL TRACT

CRAL USE IN ACULTS FOR PASS-
THROUGH EZXAMINATICN CF THE
GASTROINTESTINAL TRACT

ORAL USt CF DILUTZZ OMNIPAQUE
INJECTION IN AZULTS FOR
CONTRAST ENHANCID COMPUTED
TOMCGRAPHY CF THI ASCCMEN
ORPHAN DRUG EXCLUSIVITY
PATENT CHALLENGE

PEDIATRIC ANESTHESIA IN CHILDREN
3 YEARS AND CLDER

PEDIATRIC ANGICCARZICGRAPHY
PEDIATRIC CONTRAST
ENHANCEIMENT CF COMPUTED
TOMOGRAPHIC HEAD 'MAGING
PEDIATRIC EXCRETCRY URCGRAPHY

PEDIATRIC MYELCGRARPNY

PERIPHERAL VINOGRAPHY
(PHLEICGRAPHY)

1-41

1-31

NCE

NDF

NE

NP

NR

NS

D-1

D-2

1-63

1-97

-34

-33

QDE

PC

1-99

[-48

1-3%

-52

-32



PHOTOPHERESIS IMN THE PALLIATIVE
TREATMENT oF SKIN
MANIFESTATIONS CF CUTANECUS T-
CELL LYMPHOMA [N PERSCNS NQT
RESPONSIVE TO CTHER TREATMENT

POSTOPERATIVE NARCOTIC
DEPRESSION IN CHILCREN

PREVENTION AND TREATMENT OF
POSTMENQPAUSAL CSTECPCROSIS

PREVENTION OF CMV DISEASE IN
TRANSPLANT PATIENTS AT RISK FOR
CMV DISEASE

PREVENTION OF EXZRCISE-INDUCED
SRONCHOSPASM IN CHILSREN AGES
4-11 YEARS =

PREVENTION OF NAUSEA AND
VOMITING ASSCCIATED WITH
RACIOTHERAPY

PREVENTION CF CSTECPORCSIS

PREVENTION CF PCSTCPERATIVE
DEEP VENCUS THRCMBCSIS AND
PULMQONARY EMBCLISM IN TOTAL
HIP REPLACEMENT SURGERY

PREVENTION QF PCSTCPIRATIVE
NAUSEA AND VOMITING

PREVENTION QF SUPRAVENTRICULAR
TACHYCARDIAS

PREVENTION QoF UPPER
GASTROINTESTINAL SLZETING IN
CRITICALLY ILL PATIENTS

PRIMARY NOCTURNAL ENURESIS

PROPHYLAXIS AGAINST
PNEUMOCYSTIS CARINII PNEUMONIA
IN INOIVIDUALS '‘WHQ ARE
IMMUNQCOMPRCMISED AND
CONSIDERED TO 38 AT RISK OF
DEVELOPING PNEUMCCYSTIS CARINI
PNEUMONIA

PRCPHYLAXIS IN DESIGNATED
IMMUNQCOMPRCMISED CCNQOITIONS
TO REDUCE THE INCICENCE OF
OROPHARYNGEAL CANDICIASIS

PROSTATITIS

RADIOGRAPHY QF THE
TEMPCRCMANCIBULAR  JCINT IN
ADULTS

REZUCTION IN INFUSICN TIME FROM
24 70 4 HCURS FCR THE 3CMG DOSE

RELIEF OF MILD TC MCCERATE PAIN

-62

-72

1-93

-110

I-76

-10

1-40

1-103

1-81

113

1-37



RENAL CONCENTARATION CAPACITY
TEST

RENAL IMAGING AGENT FOR USE IN
CHILDREN

SE3CRRHEIC DERMATITIS

SELECTIVE AQULT VISCERAL
ARTERIOGRAPHY

SEVEN DAYS/FCURTEEN  DAYS
DOSING SCHEDULE

SEVEN DAYS/NINE CAYS/FIVE DAYS
DOSING SCHEDULE

SEVEN DAYS/SEVEN DAYS/SEVEN
DAYS DOSING SCHEZULS -

SHORT-TERM TREATMENT OF ACTIVE
BENIGN GASTRIC ULCE?

SHORT-TERM TREATMENT CF ACTIVE
DUODENAL ULCER

SHCRT-TERM TREATMENT QF
PATIENTS WITH SYMPTOMS OF
GASTRCESCPHAGEAL REFLUX
DISEASE (GERD), AND FCR THE
SHORT TERM TARSATMENT OF
ESOPHAGITIS CUE TO GERD
INCLUDING ULCERATIVE ODISEASE
DIAGNQSED 8Y sNCCSCCPY

SINGLE 32MG 2Cst

SINGLE APPLICATICN TREATMENT OF
HEAD LUICE IN CHILCREN TWO
MONTHS TO TWO YZARS IN AGE

SINGLE DALY oCst OoF
28MG/37.5MG

STIMULATE THE CEVELOPMENT OF
MULTIPLE FOLLICLZS,/QOCYTES IN
OQVULATORY PATIENTS
PARTICIPATING IN AN /N VITRO
FERTILIZATION PRCGRAM

TEN DAYS/ELEVEN DAYS ODOCSING
SCHEDULE

TO CECREASE THE INCIDENCE COF
CANDRIDIASIS IN PATIENTS
UNDERGGCING 3CNE MARROW
TRANSPLANTATICN WHQ RECEIVE
CYTOTOXIC CHEMCTHERAPY AND/OR
RACIATICN THERAPY

TREATMENT COF ACRCMESALY

Q-4

D-3

1-23

.57

D-20

I-80

0-5

1-100

-106



TREATMENT OF ACUTE ASTHMATIC
ATTACKS IN CHILCREN SIX YEARS OF
AGE AND CLCER

TREATMENT CF ACUTE MYCCARCIAL
INFARCTION

TREATMENT cr ANCREXIA
ASSQCIATED WITH 'WEIGHT LOSS IN
PATIENTS WITH AICS

TREATMENT OF CHILCREN WHO
HAVE GRAWTH FAILURE
ASSOCIATED WITH C=RCNIC RENAL
INSUFFICIENCY

TREATMENT CF CUTANEOUS
CANDICIASIS -

~ -

TREATMENT QF OIABETIC
NEPHRCPATHY IN PATIENTS WITH
TYPE | INSULIN-OEFSNCENT DIABETES
MELLITUS AND RETINCPATHY

TREATMENT OF INCCSCCPRICALLY
DIAGNCSED EROSIVE I3CPHAGITIS

TREATMENT OF JUVENILE ARTHRITIS

TREATMENT QF LZFT VENTRICULAR
DYSFUNCTION ~OLLOWING
MYQCARCIAL INFARCTICN

TREATMENT OF LIVER FLUKES

TREATMENT c
CARCINCMA OF T
FAILURE OF FIRST-LINE OR
SUBSEQUENT CHEMCTHERAPY

F METASTATIC
=% 2RZAST AFTER

TREATMENT CF OBSESSIVE-
CCOMPULSIVE DISCRCER

TREATMENT CF PAGET'S DISEASE OF
BCNE

TREATMENT OF PANIC CISCROER,
WITH CR WITHOUT AGCRAPHQBIA

TREATMENT QF PECIATRIC PATIENTS
WITH SYMPTCMATIC =1V CISEASE

TREATMENT CF PRIMARY
DYSMENCRRHEA AND FCR THE
TREATMENT OF ICICPATHIC HEAVY
MENSTRUAL BLOCD LTSS

TREATMENT OF PULMCNARY AND
EXTRAPULMCNARY ASPERGILLOSIS
IN PATIENTS WHO ARZ INTCLERANT
OF OR WHQO ARE REFRACTORY TO
AMPHCTEIRICIN 8 THEIRAPY

TREATMENT cr RTUMATCIO
ARTHRITIS

.67

-39

1-85

1-98

-102

-111

1-83

1-47

I-51

-104

-24



TREATMENT OF SECONDARY
CARNITINE QEFICIENCY

TREATMENT CF SYMPTCMATIC
S8ENIGN PROSTATIC HYPERPLASIA

TREATMENT CF TINEA PEDIS

TREATMENT OF TRAVELERS'
DIARRHEA

TREATMENT CF TRAVELERS'
DIARRHEA DUE TO SUSCEPTIBLE
STRAINS OF ENTZROQOTOXIGENIC
ESCHERICHIA CCLI

TYPHQID FEVER
UNCOMPLICATED GCNCRRHEA

URINARY TRACT INFZCTION (UTH
PREVENTION FOR PSRICDS UP TO
FIVE MONTHS IN WCMEN WITH A
HISTCRY CF RECURRENT UTI

USE IN CHILDREN TO VISUALIZE
LESIONS WITH ABNCRMAL
VASCULARITY IN THE BRAIN
(INTRACRANIAL LESICNS), SPINE AND
ASSQCIATED TiSSUE

USE IN COMBINATICN WITH &-
FLUCRCURACIL T0 PRCLONG
SURVIVAL IN THE PALLIATIVE
TREATMENT CF PATIENTS WITH
ADVANCED CCLCREZTAL CANCER

USE IN PECIATRIC CCMPUTED
TOMOGRAPHIC HEAZ AND BCOY
IMAGING

USE WITH MR IN ACULTS TO
PROVIDE CONTRAST SNHANCEMENT
AND FACILITATE VISUALIZATION OF
LESIONS IN THE 3CDY {(EXCLUDRING
THE HEART]

VAGINAL CANCICIASIS

VARICELLA INFZCTIONS
(CHICKENPCX)

I-86
1-96

1-30

I-82

1-49

1-109
|-68

13

-114

70

-46

-94

-107

-71



CDER DATA STANDARDS MANUAL

This standard grovides for all drug indications.

q National Library of Medicine’s Coach Merathesaurus Browser. This software is available in CDER
through the LANMENU using Pathworks, and is located on the X drive. The Metathesaurus preserves the
meanings, hierarchal connecdons, and other relationships between terms present in its source vocabularies, while
adding certain basic information about each of its concepts and establishing new relationships between concepts
and tarms from different scurce vocabularies. In this way, it allows CDER to determine "best-fit" standardized

indication terms for synonymous terms on different laceling (e.g., high bicod pressure and hypertension; neoplasm
and carcinomal.

Relationship.

characters, < intarnational Classification of Diseases, Version 2, with Clinical

Manifestations (ICD-3-CM) snall be the primary drug indication term, and Systemized Nomenclature of Medicine,
Versian Il (SNOMED-Il} shail 2e the secondary drug indication term. Both classification sysiems [ICD-3-CM and
SNOMED-I) are necessary ‘or those situaions whers a primary term is too broad (e.g., iC2-3-CM coes not dafine
specific microbial infections, while SNOMED-Ill does).

None.

CDER Approved Date: May 10, 1994,

Datz Values.
Name Definition . Caode
Litaral, as 3tated i ancrowsd a8 UMLS zetiulien tea 1CS-3-CN -

‘aneurg SNCMET.-il



CDER DATA STANDARDS MANUAL

FDA Data Element Number. None.
CDER Data Element Numéber. C-DRG-00401
Data Element Nama. Ingredient Name.

Description. This standard provides for all ingredients, both active and inactive. it may aiso be used for
contaminants and similar chemicals not necessarily desirable in the end-product.

Source. CDER Ingredient Dictionary {CDID) is directly linked to DRLS, DDE, and OTC through ke CD# to the standard

ingredient term. It is indirectly linked to the COMIS system by identifying the ingredients associated with IND's and
NDA's, ’

Relationship. Related terms are the Chemical Abstracts Service Number (CAS NUMBES), and the FDA source
document (SOURCE] :hat the ingredient name was found in.

FDA Specifications. None.

CDER Specifications. Ingredient Name shall consist of an alphanumeric term which has a maximum length
restricted to 240 characters. A detailed description of the process of amiving at an ingredient name is found under the
data values section. Since the number of entries was so voluminous, it was feit that a descriptien of the process would
better serve those intarestad. Actuai data values are not static, and can be determined by caonzacting DOIR at 301-443-
39810.

Codes representing these Ingradient Namaes shall consist of nine characters {two alpha characters “o:lowed by 7 numeric
characters). The alpha portion of the code shall be determined by the responsibie chemist. The first 6 digits of the
numeric portion of the code shall be generated sequentially by computer, with the seventh digit aiso determined by
computer {based upon the !ast number in the sum of the product of each integer times its numeric location from the
right).

Logical flags delineating whether an ingredient name is a preferred term (PT) or a synonym term {SY) are aiso part of
the ingredient name.

FDA Approved Date. Nora.

CDER Approved Dats. April 12, 1994,
FDA Revised Dats.

CDER Revised Dats.

Data Values. See COID.

CDID Nomenclature Standards.

1. All ingredients entared into the CDID must te greferred terms. The CDER guidelines for 2etermining preferred
names for drugs accear in the COER Staff Manuai Guide.

2. Established Names. Istablished names are classified accarding to Section 502 [c) (2) of e Act as follows:




3.

4.

a.

C.

Qfficial Mama. Section 508 of the FD & C Act. as amended, authorizes the Secretary of Health and Human

Services to designate an official name for any drug if it is determined that such an acticn is necessary or
desirable in the interest of usefulness and simplicity,

Qfticial Compendiym Nama. If an official name has not been designated fcr the Zrug, and the drug is
recognized :n an official compendium {U.S. Fharmacopeia, National Fermulary, or Fomegpathic Pharmacapeia
of the U.S.}, then the Cfficial title in the compendium is the established name.

Comman or syal Name. If a drug has neither an official or compendium name, then the common name for
the drug cr ingredient is the astablished name.

If a drug contains 2 or more ingredients, the established name must be given for each ingredient.

Utility of Established Nameg. The established name facilitates communication by provicing a comman designation
for identical drugs, or combinations of drugs, available from several sources. It may Se used without restrictions
imposed by a proprietary trademark.

Qfficial Names.

a.

The FDA has the final authority to accept or reject any name proposed as an establisned name, including a
USAN.

In the official name, the word sait, ester, or other chemical combination in which the drug may exist is
generally omitted and only the parent or stem name is given. However, the full name of the drug must be
shown in the drug labeling.

The official name is the only name of the drug ta be used in an official compericium 2ublished after such a
name has Seen designated as official.

CDID Format Standards.

The following format standards were established for the CDID above and beyond those dictated 5y the agency. These
were established by the ingredient dictionary subcammittee to have 1) standards that wera ‘n comoliance with Agency
policy, and 2) standards for ingredient nomenclature that were not covered by the agency or USAN.

1.

2.

3.

Guidelines far making gntries.

a.

The preferred arcder for the name of an inorganic sait and weil known salts of simcle ¢crganic acids is cation-
anian.

The greferred arder for the name of an crganic compound is the pharmacalogicaly active portion first, and
the salt second.

The name of a substance should not indicate the state of hydration, the morpholcgy, the mode of preparation,
or the dosage farm. These terms are only used when required to prevent amgiguity.

Federal law requires that the established name(s) of the active ingredient(s) >f the drug appear on the
approved groduct labei/labeiing and this should conform to USAN standards. Wkhen this nomenclature differs,
USAN standards shouid be entered into the Dictionary as the preferred term with the term on the label as the
synonym.

Name Selectign Schema.

a.

When possible, seiected names will follow USAN convention. The USAN Council chooses each U.S. Adopted
Name with the expectation that it will be suitable for subsequent designation as the title of the monograph,
should the article be recognized in the Official United States Pharmacopeia zr National Formulary, and
designation by the FDA as the establisned name for the article concerned.

The following priority selection is fallowed when choosing a preferred name or 2 drug ar ingredient:

a) Officiai Name (FDA)

b) Official Campendia Name

¢) USAN Name for articles not currantly designated "afficial”® or currently recognized in Official Compendia.
d) Common or Usual Name

Name Selection Format and Considarations.

a.

Elements such as dosage form and route of administration will not be incluced unless it reflects a
standarcized ‘ormulation that is used as an ingredient in a drug product and is reczgnized in a USP monograph



as such (ex. Aluminum Hydroxide Gel).
b. To facilitate data retrieval, a minimum of punctuation is utilized.
CODID Rules for Non-USAN Names.

The following rules and standards are utilized if USAN does not have an established name, it is inadequate in its
specificity, or is inconsistent in its convention.

1. All established generic ingredient will have a chemical nama enteraed as a synonym. However, if a generic name
has numerous sait derivatives, then the chemical name for only one of these salt derivatives will be entered.

2. Chemical names for investigational drugs are entered as a prefarred term only when there is no USAN adoprted
namaes available.

3. Progri n

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

b. Inactive Ingredients {excipients): Proprietary names are entered as preferred terms for excipients that represent
formulations for flavors, colars, etc.

4. Company Drug Code Names for investigational substances are entered as a preferred term only when there is no
other reference available {e.g. chemical name).




CDER DATA STANDARDS MANUAL

C-DRG-00803

Patant Number

Jgscription: Patent Nurpbe_r, is the number usad by the U.S. Patent Office to specify index a patent on a
product, process, use, indication, etc.

U.S. Patent Office and Approved Drug Products with Therapeutic Equivaisnce Evsiuations.

See Exclusivity Code and Patent Use.

Nona.

Patent Number is represented by alphunumeric text of seven charactars in length, with

Literai.



CDER DATA STANDARDS MANUAL

Description:. Patant Use Coda is the code used by the Faod and Drug Administration to specify the “use claims” that
protact the approved use of 3 drug product.
o -

Source: Approved Crug Products with Therapaeutic Equivalence Evaluations.

Refationshipg. See Zxclusivity Code and Patent Number.

Name Definition Code

A METHQDC FCR TREATING ANXIETY u-13
IN A HUMAN SUBJECT IN NEED OF
SUCH TREATMENT

A METHQD OF 3LCCKING THE u-84
UPTAKE CF MONQAMINES BY 3RAIN
NEURONS iIN ANIMALS

A METHCO OF INDUCING U-28
REGRESSICN OF LZUKEMIA CELL
GROWTH IN A MAMMAL

A METHCD QF TREATING A PATIENT U-97
IN NEED OF MEMCRY SNHANCEMENT
A PACCESS FCR TREATING A uU-20
PATIENT SUFFZRING FROM

PARKINSON'S SYNCRCME AND iN
NEZZ CF TREATMENT

ACUTZ MYCCARCIAL :NFARCTION u-8



ADJUNCTIVE THERAPY FCR THE
PREVENTION AND TREZATMENT OF
HYPERAMMONEMIA IN THE CHRONIC
MANAGEMENT OF PATIENTS WITH
UREA CYCLE ENZYMCPATHIES

ADJUVANT TREATMENT IN
COMBINATION WITH FLUCRQURACIL
AFTER SURGICAL RESECTION IN
PATIENTS WITH DUKZS' STAGE C
CQOLON CANCER

AlID TO SMCOKING CESSATION

ALTERNATIVE THERAPY T0
TRIMETHOPRIM-SULFAMETHOXAZOLE
FOR TREATMENT CF MCOERATE-TO-
SEVERE PNEUMOCYSTIS CARINII
PNEUMONIA , 1IN
IMMUNOCOMPROMISED ARD AIDS
PATIENTS

ANALGESIA
ANGINA PECTQRIS

BLOOD POOL IMAGING, INCLUBING
CARQIAC FIRST PASS AND GATED
EQUILIBRIUM [IMAGING AND FOR
CETECTION QF SITES CF
GASTROINTESTINAL SLEEZING

CESREZRAL ANC PERIPHERAL
ARTERIOGRAPHY ANC CT IMAGING
OF THE HEAD

CERE3RAL ANGICGRAPHY, AND
VENOGRAPHY

CERESBRAL, CORCNARY, PSRIPHERAL,
VISCERAL AND RENAL
ARTERICGRAPHY, ACRTCGRAPHY
AND LEFT VENTRICULCGRAPHY

CONTROL CF £MESIS ASSCCIATED
'WITH ANY CANCER C=EMCTHERAPY
AGENT

CORONARY ARTERICGRAPHY, LEFT
VENTRICULOGRAPHY, CT IMAGING
OF THE BOCODY. INTRAVENOUS
EXCRETORY URCGRAPHY,
INTRAVENOQUS DIGITAL
SUBTRACTION ANGICGRAPHY AND
VENQGRAPHY

CT IMAGING OF TrZ HEAD AND
3C0Y, AND INTRAVENQUS
EXCRETCRY URCGRAPHY

DIAGNOSTIC METHCO FOR
DISTINGUISHING SETWEEN
HYPOTHALMIC MALFUNCTIONS OR
LESICNS IN HUMANS

21SSOLVING CHCLISTEROL
GALLSTONES ANC/CR FRAGMENTS
THERECF

U-42

U-586

u-91

U-48

U-39

U-51

U-30

U-28

uU-g

U-23

u-27



HYPERCALCEMIA OF MALIGNANCY

INCREASING TARDIAC
CONTRACTILITY

INTRA-ARTERIAL DIGITAL
SUBTRACTION ANGICCRAPHY

ISCPRENALINE ANTAGQNISM CN THE
HEART RATE OR B8LCCC PRESSURE

MANAGEMENT CF CRRCNIC PAIN IN
PATIENTS REQUIRING CPICID
ANALGESIA

METHCD FOR INKIBITING GASTRIC
SECRETION IN MAMMALS

METHCD FOR NCNINVASIVE
ADMINISTRATION OF SZDATIVES,
ANALGESICS, AND ANESTHETICS

METHOD FOR TREATING PRCSTATE
ADENOCARCINOMA COMPRISING
ACMINISTERING AN ANTIANDROGEN
INCLUDING FLUTAMICE ANC AN LHRH
AGONIST

METHQOD FCR TREATING PRACSTATIC
CARCINOMA CCMPRISING
ADMINISTERING FLUTAMICE

METHCD QF CMBATTING
PATHOLOGICALLY REDUCED
CEREBRAL FUNCTICNS AND

PERFORMANCE WIAKNESSES,
CEREBRAL  INSUFFICIENCY AND
DISORDERS IN CZRESRAL

CIRCULATION AND META3CUISM IN
WARM-BLOODED ANIMALS

METHQD OF INDUCING ANESTHESIA
IN A WARM BLOOCEZ ANIMAL

METHOD OF .CWERING
INTRAQCULAR PRESSURE

METHQO QF ?RCDOUCING
BRONCHQORILATICN

METHQO QF PRCDUCING
METHQC OF PROVICING HYPNCTIC
EFFECT

METHCO COF PROVICING 2QTASSIUM
TO A SUBJECT IN NEED OF
PCTASSIUM

METHCD OF TREATING CARDIAC
ARRHYTHMIAS

METHCO CF TREATING CERTAIN
SFCRMS QOF EPILEPSY

METHCD OF TREATING ZiSSASES OR
INFECTIONS CAUSED 3Y MYCETES

U-53

u-7

U-31

U-63

U-43

U-24

U-23

y-22

uU-5

U-8

U-74

U-99

U-41

U-86

U-73



METHQD OF TREATING
GASTROINTESTINAL CISEASE

METHQD OF TREATING
HYPERCHOLESTERCLEMIA
METHQOD QF TREATING
INFLAMMATORY INTESTINAL
DISEASES

METHQD OF TREATING OQCULAR
BACTERIAL INFECTIONS

METHQD OF TREATING VARICELLA
ZOSTER (SHINGLES) INFECTICNS

METHOD OF TREATING [A]l HUMAN
SUFFERING FRCM CEPRESSION

METHGO OF TREATMENT OF A
PATIENT INFECTED WITH HIV

METHOD OF TREATMENT OF BURNS

METHCD OF TREATMENT OF HEART
FAILURE

METHCOS QOF TREATING BACTERIAL
ILLNESSES

NASAL ACMINISTRATICN CF
BUTCRPHANCL

NASAL TREATMENT CF SEASONAL
AND PERENNIAL ALLERGIC RHINITIS
SYMPTOMS

OPHTHALMIC USE CF NCRFLOXACIN

PALLIATIVE TREATMENT OF
PATIENTS WITH QVARIAN
CARCINCMA  RECURRENT AFTER
PRICR CHEMOTHERAPY, INCLUDING
PATIENTS WHC HAVE  BEEN
PREVIQUSLY TREATED WITH
CISPLATIN

PREVENTICON CF PREGNANCY

PROVIDING PREVENTION AND
TREATMENT OF EMESIS AND NAUSEA
IN MAMMALS

REDUCING CHOLESTEROL
GALLSTONES AND.CR FRAGMENTS
THEREQF

REDUCING CHCLISTERCL IN
CHOLZLITHIASIS PATIENTS

RELIEF CF NAUSEA AND VOMITING
RELIEF OF QCULAR ITCHING DUE TO
SEASONAL ALLERGIC
CCNJUNCTIVITIS

RELIEF CF SYMPTCMS ASSOCIATED
WITH SEASCNAL ALLZRGIC RHINITIS

u-37

uU-58

u-s8

u-30

U-96

u-25

U-44

U-75

u-81



REVERSAL AGENT CR ANTAGONIST
QF NONDEPOLARIZING
NEUROMUSCULAR 8LOCKING
AGENTS

SHCRT TERM MAMNAGZMENT OF
MCOERATE PRURITIS IN ADULTS
WITH ATQPIC DEAMATITIS AND
LICHEN SIMPLEX CHRCMNICUS

STIMULATION QOF THE RELZASE OF
GROWTH HORMCNE

SYMPTOMATIC  CAMNCER-RELATED
HYPERCALCEMIA

SYMPTOMATIC TREATMENT OF
PATIENTS WITH NCCTURNAL
HEARTBURN DUE TO GERD  _

TREATING CYTOMEGALOVIRUS IN A
HUMAN  WITH AN INJECTABLE
COMPQSITION

TREATING VIRAL INFECTICNS IN A
MAMMAL

TREATING VIRAL INFZCTICNS IN A
WARM-BLOODED ANIMAL

TREATMENT FCR CEMENTIA IN
PATIENTS WITH ALZHEIMER'S
DISEASE

TREATMENT QF ACTINIC XZRATOSIS

TREATMENT OF ACULT AND
PEDIATRIC PATIENTS (CVER SIX
MQONTHS CF AGE) WITH ADVANCED
HiV INFECTION

TREATMENT CF ACULTS WITH
ACVANCED HIV INFECTICN WHO ARE
INTQLERANT oF APPROVED
THERAPIES WITH PRCVEN CLINICAL
BENEFIT QR WHO HAVE IXPERIENCED
SIGNIFICANT CLINICAL OR
IMMUNOLOGIC CETESRIORATION
WHILE RECEIVEING THESZ THERAPIES
OR FOR WHOM SUCH THERAPIES ARE
CONTRAINDICATED

TREATMENT OF HUMANS SUFFERING
UNCESIRED UROTOXIC SICE SFFECTS
CAUSED 8Y CYTOSTATICALLY
ACTIVE ALKYLATING AGENTS

TREATMENT OF CIABETIC
NEPHRCOPATHY IN PATIENTS WITH
TYPE | INSULIN CEPENCENT CIABETES
MELLITUS AND RETINCPATHY
TREATMENT OF HYPZRTINSICON
TREATMENT CF INFLAMMATICN

TREATMENT CF INFLAMMATION AND
ANALGESIA

U-S4

U-95

U-47

U-49

u-79

U-35

U-33

u-34

U-82

U-24

U-92

u-21



TREATMENT OF MIGRAINES

TREATMENT COF MODEARATZ PLAQUE
PSCRIASIS

TREATMENT OF PAIN
TREATMENT OF PANIC CISORCER

TREATMENT OF PARCXYSMAL
SUPRAVENTRICULAR TACHYCARDIA

TREATMENT OF PNEUMCCYSTIS
CARINII INFECTIONS

TREATMENT CF PSYCHOTIC
DISCROERS

TREATMENT OF SEIZURES | .

TREATMENT OF SYMPTOMS OF
SEASCONAL ALLERGIC RHINITIS

TREATMENT QF TRANSIENT
INSCMNIA

TREATMENT OF VENTRICULAR AND
SUPRAVENTRICULAR ARRHYTHMIAS

TREATMENT OF VIRAL INFECTIONS
TREATMENT CR PRCPHYLAXIS OF
ANGINA PECTQRIS ANO
ARRHYTHMIA

TREATMENT OR PRCPHYLAXIS OF
CARCIAC DISCREERS

TREATMENT OR PRCPHYLAXIS OF
EMESIS

TRIPHASIC REGIMEN
ULCEZRATIVE COLITIS

U s E A S A N
ANTIHISTAMINE,CECONGESTANT

Use IN LUNG SCANNING
PRCCEDURES

USE IN TREATING INFLAMMATCRY
CERMATQOSES

USE TO IMAGE A SUSLECT WITH A
MAGNETIC RESONANCE IMAGING
SYSTEM

U-72

u-88

U-55

U-46

u-38

U-639

U-90

u-83

u-77

u-70

u-17

u-64

u-11

U-89

U-66

u-78

u-23

U-16
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u-76



CDER DATA STANDARDS MANUAL

Phase 4 studies are post-
markeating studies that are imposed upon a pharmaceutical firm as a condition for drug approvai. Defining the
various commitment categories of these studies will permit CDER managamant to determine trend analysis.

CDEHSpeclficatxcn 5. Phase 4 Commitment Category shall consist of an alphabede term which has a
maximum length restricted to 5C characters, with the comma and hyphen being the oniy sunctuation permissibie.

Codes regresenting these Phase 4 Commitment Categories shall consist of three digits.

Name Definition Code

ADE:Toxicity, Specified A study that focuses upon a spaecific oo
adverss drug experiances or a specific drug

toxicity in a defined patent population..

ADE/Toxicity, Surveiilance A study whare no specific adverse drug 002
experience ar specific drug toxicity is being
invesugated in a defined patient population.

Ammal Stuay, Other Any study whaere animais instead of 003
humans are used.



Bioavailability

Bioaquivaience

Carcinogencity

CMC Maethod Deveiopment or
Improvemant

Dissolution

Dose-Praportionality

Drug-Orug Comparison

Drug-Drug Interaction

Drug-Focd Interaction

Efficacy

Efficacy, Long-Term

Efficacy, New Indication

Impurity |ldentification

Literature Search

A study to detarmine the extent to which
an acuve ingredient of a drug dosage form
become available at the site of drug action
ar in a biological medium believed to
ratlect accessiblity to a site of action.

A study to determine whather the
pharmacokinetics of a drug product is
staustically indistinguishable from that of
another drug.product with the 3ame active
ingredients.

A study to detarmine tha propensity of a
drug to produce or exacerbata tumars or
cancer cails. *

A study to detarmine whether a drug or
drug product’s chemisty, manufacturing, or
controls can be alternatively developed or
improved upaon.

A study to determine the characteristics of
how a drug product dissolves.

A study designed to establish whether or
not propartionate increases in the dose of
a drug product are reflected in
proporricnate increases in pharmacokinetic
parameters (i.e., AUC and C,.x).

A study to determine the differences and
similarities between drugs.

A study to determine how a combinaton
of drugs manifests itseif over and above
that of any particular drug’s known effecss,
inclucing their pharmacockinetics and
pharmacodynamics.

A study o determine how a combination
of drugis) and food manifests itseif over

and apove that of any particular drug’s ar
food’s known effects

A study to determine a drug’s efficacy.

A study to determine a drug’s efficacy
over a long peariod of time (genarally
greater than two years).

A study to determine a drug’s efficacy for
an indication other than that for which it
was onginaily or supplementally approved.

A study to identify impurities in the drug
producst. *
A comguterizad survey of the literature
using xeywcrds, hypertext, and fuzzy logic
1o idenufy applicable books and journal
arucles.

004

00s

006

007

Q08

009

010

011

012

013

014

01s

Q16

017



Mutagenicity

Qther

Pharmacokinetics

Repraductive Effects

Spacial Population, Agas >
60 vyears

Speciai Population, Ages < 2
Years

Speciai Popuiation, Ages 2 to

6 Years

Special Population, Ages § to
12 Years

Special Population, Female

Special Population, Other

Stability

Teratogenicity

A study to detarmine whether a drug has
the potential or ability to cause a mutation
in a gene, tissue, argan, or appendage,
ysually by conducting microbial, insect,
mammalian cell, and whole animal tests..

Any study that is not already defined by a
phase + commitment catsgaory.

A study to detarmine the Kkinatic
mechanisms of exogenous drug absorption,
distribution, biotransformation, release,
transport, uptake, and slimination as a
function of dosage, and axtent and rate of
metabolic procasses. The study may aiso
include measurement of the drug’s sffect
upon the body in relation to the
cancentration time curve.

A study to determine the affact of a drug
on reproduction {including, but not
necessarily limited to, libido, copulation,
avulation, ovogenesis, and
spermatogenasis).

A study to determine a drug’s effect in
humans 80 years of age or older.

A study to determine a drug’s effect in
humans less than 2 years of age.

A stucdy to determine a drug’s effect in
humans aqual to or between the ages of 2

and 35 vyears.

A study to determine 3 drug’s effect in
numans 2qual to or between the ages of 3
and 12 years

A study to detarmine a drug’s affect in
humans of the female gender.

A study ta determine a drug’s effact in
humans having a particular characteristic
(e.g., G8PD deficiency, AlDS, renal failure).

A study over time to determine the
propensity of a drug to undergo a chemical
ar physical change.

A stucdy to determine whather a drug can
cause physcial defects in a developing
ermbryo.

018

019

Q20

021

022

024

027

028

029

023

025

026



CDER DATA STANDARDS MANUAL

FDA Data Element Number. Nane.
CDER Data Element Number. C-DRG-00902
Data Element Name. Phase 4 Fulfillment Category

Description. This standard provides for all Phase 4 study fuifillment categories. Phase 4 studies are post-marketing
studies that are imposed upon a pharmaceutical firm as a condition for drug approval. Defining the various fulfillment
categories for each study will permit COER management to determine trend analysis.

Source. DHHS Qffice of Inspector General, “Postmarketing Studies of Prescription Drugs” dated November 1995..
Relationship. Phasa 4 Commitment Category

FDA Specifications. None.

CDER Specifications. Phase 4 Category shall consist of an alphabetic term which has a maximum length restricted
to 100 characters, with the comma and hyphen being the only punctuation permissible. Codes representing thesa
Phase 4 Fulfillment Categories shall consist of two digits separated by a decimal.

FDA Approved Dats: None.

CDER Approved Date. Feoruary 13, 1986,
FDA Revised Date.

CDER Revised Date.

Data Values.

Name Definition Code
Study Not Begun, Wiil 3eqin in Literal 1.1
Future
Study Not Segun, Company Did Literal 1.2
Mot Agree to Canduct Study
Study Not Begun, Company Literal 1.3
Awaiting Approval of Supplement
Study in Progress, Underway Literal 2.1
Study in Progress, Ccmplated but Literai 2.2

not Yet Submitted 0 FOA
Study in Progress, Haited Literai 2.3

Study in Progress, Pergetual Literat 2.4



Study Submmitted, Accepted by
FDA

Study Submitted, Not Accepted
by FDA

Study Submitted, No
Determination by FDA

Company Reieased fro
Commitment, Drug Not Marketed

Company Released from
Commitment, Question Answerad
by QOther Studies

Company Released from
Commitment, reason Unclear

Company Releasad fram
Commitment, Study Not Feasible

Company Releasad from
Commitment, 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 Element Number: None.

CDER Data Element Number. C-DRG-00402

Data Element Namae. Proprietary Name.

Description. This standard provides for all Proprietary Names.
Source.

Relationship. Related serms include the Center for Drug Evaluation and Research Ingredient Dictionary (CDID)
ingredient name.

FDA Specifications. None.

CDER Specifications. Pragrietary name shall consist of an alphanumeric term which has a maximum length
restricted to 24Q characters. Proprietary names are usually approved by a CDER Lateling and Nomenciature
Committee, after discussing their acceptability based upon "look alike" and "sound aiike® names, and ease of
assaciation with the generic name and/or active ingredient name. Occasionally, the CDER Ingredient Dictionary may
have a Proprietary name sntry and associated CD number for a proprietary mixture of inactive ingredients, but generally
speaking, there are no codes necessary for Proprietary names.

FDA Approved Date: Nore.

CDER Approved Date. November 8, 1996
FDA Revised Date.

CDER Revised Date.

Data Values. Literal.




CDER DATA STANDARDS MANUAL

Patency.

This standard provides far all drug potencies.
Cnly uppercass Aramaic lettars are to be usad (i.e., no actual Greek letters, no 'cwercase Aramaic letters
substituted as Greek latters, and no avoirdupois symbols). The following uppercass Aramaic letters may be

substituted for actual Greek letters: U for the Greek laetter mu, which stands for MICRC.

Cfrentmes, a dosage form may caexist with the actual potancy term to provide clanfication; when this is done,
those and anly those dosage form abbreviations which are presented in the table beiow shail be used. Generally,
an abbreviation is only made far words of greater than five characters, uniess the abbreviation is a widely
racognized standard (e.3., GM far GRAM).

Whenaver possible, CCER should use the matric system to axpress potency. Potenciss af 102 or lass should be
expressed as the next ‘owest vaiue {e.g., 0.01 GM wouid become 10 MG), and patencies of 10° ar greater should
be expressed as the next highest value {e.g., 1CCO MG would become 1 GM).

O CCMIS Refersnce table !which is used by the Crug Product Reference File to ;enerate Approved Orug
Products with Therapeutic Equivalencs Evaluations (aka "The Orange Book") and by the Zrug Registration and
Listing System).

CDER Revised Date:

Data Values:



Name Definition Cade
ADJUST PH ADJ PH
AMPULE AMPULE
BAG BAG
8AR BAR
80LUS 8CL
BOTTLE BOT
BOX 80X
CAN CAN
CAPSULE CAP
CARQTID SINUS RYTHYM UNITS CSRY
CARTRIDGE CcTG
CUNICAL UNITS cu
COAT COAT
COUNT ) CNT
CONTAINER & - cT
CuBIC CENTIMETER CuU cMm
CuBIC INCH CU IN
CUBIC MILLIMETER CU MM
CURIE (]
CYLINDER cyL
DISK DISK
CRCPS DROPS
ORUM DRUM
FEET, CUBIC CuU FT
FEET, SQUARE sQ FT
FLUID DRAM FL DR
FLUID OUNCE fL OZ
GALLON Gal
GENERATOR GEN
GRAM GM
GRAIN GR
HOMECPATHIC CILUTION X
HOUR HCUR
IMPLANT MP
INCH IN
INHALATION INH
INTEANATIONAL UNITS J
JAR JAR
KALLIKRIEN INHIBITCA UNIT KIU
KILOGRAM KG
KIT KIT
UTER L
LOZENGE Loz
MICROCURIE uci
MICROGRAM UGM
MICROUTER uL
MICROMOLE UMCLE
MICROMOLAR UMCLAR
MICRON MCN
MILLICURIE McCl
MILLEQUIVALENT MEQ
MILLUGRAM MG
MILLIUTER ML
MILLIMETER MM
MILLIMCLE MMCLE
MINIM MINIM
MISCELLANEQUS MISC
MOLAR MCLAR
MOLE MCLE
NANQGRAM NGM
NANCMOLE NMGLE
NOAMAL N

NOT APPUCABLE N/A
OUNCE oz
PACKAGE XG
PACKET KT
PART PER MILLON PP
DARTS PARATS
PATCH PATCH
PELLET PEL




PERCENT

PERCENT VOLUME/VOLUME
PERCENT WEIGHT/VOLUME
PERCENT WEIGHT/WEIGHT
PINT

PQTENCY NOT GIVEN
POUCH

POUND

PRESSOR UNITS

PROTEIN UNIT
QUANTITY SUFFACIENT
QUART

SATURATED

SCOOPFUL

SPRAY

SQUARE CENTIMETER
SQUARE YARD

STRIP

SUPPQSITORY

SYRINGE

TABLET

TABLESPOON

TAMPON

TEASPOON

TEST

TON

TRACE

TROCHE

TUBE

UNASSIGNED

UNITED STATES PMARMACCPEIA

UNITS
VIAL
WAFER
YARD



CDER DATA STANDARDS MANUAL

FDA Data Element Number. None.
CDER Data Element Number. C-DRG-00301
Data Element Name. Route of Administration.

Description. This standard provides for all routes of administration for drugs.

Source. COMIS Reference table (which is used by the Drug Product Referenca File to generate Approved Drug

Products with Therageutic Equivalence Evaluations (aka "The QOrange 8ock"}}, and the Drug Registration and Listing
Database.

Relationship.
FDA Specifications. Ngne.

CDER Specifications. Acute of Administration shall cansist of an alphabetic term which has a maximum length
shall be restricted 0 80 characters, with the hyphen and virgule being only punctuatcn permissible. Codes
representing these Routes of Administration shall consist of three digits.

FDA Approved Date. Nore.

CDER Approved Date. April 14, 1892

FDA Revised Date.

CDER Revised Dates. November 10, 1992; October 11, 1994; November 8, 1996

Data Values.

Numeric
Name Definition Cade
BUCCAL Pertaining to or directed toward the cheek. 030
CAUDAL BLOCK An obstruction of a passage or opening directed 029
toward a tail.
CONJUNCTIVAL Pertaining to the conjunctiva, the delicate 068
membrane that lines the ayelids and covers the
expased surface of the eyeball.
DENTAL Pertaining to a tooth or teeth. 038
ELECTRO-0OSMOSIS The diffusion of substanca through a membrane 357
in an electric field.
ENTERAL Intestinal. 313
EPIDURAL Situated upan or over the dura mater. 008
EXTRACORPOREAL Qutside the body. Q57
INFILTRATICN A process by which substances pass into tissue 361

spaces or into ceils.



INHALATION

INHALATION/NASAL

INTERSTITIAL

INTRA-ABDOMINAL
INTRA-AMNIOTIC
INTRA-ARTERIAL
INTRA-ARTICULAR
INTRABILIARY
INTRABRONCHIAL
INTRABURSAL
INTRACARDIAC

INTRACARTILAGINOUS

INTRACAVITARY
INTRACERVICAL

INTRACORONAL, DENTAL

INTRACORONARY
INTRADERMAL
INTRADISCAL
INTRADUCTAL
INTRADUCDENAL
INTRADURAL
INTRAEPIDERMAL
INTRAESOPHAGEAL
INTRAGASTRIC
INTRAGINGIVAL
INTRAILEAL

INTRALESIONAL

INTRALUMINAL
INTRALYMPHATIC
INTRAMUSCULAR
INTRAOCULAR
INTRAQVARIAN
INTRAPERICARDIAL
INTRAPERITONEAL
INTRAPLEURAL
INTRAPROSTATIC
INTRASINAL
INTRASPINAL
INTRASYNOVIAL
INTRATENOINQUS
INTRATESTICULAR
INTRATHECAL

INTRATHORACIC
INTRATRACHEAL
INTRATUBULAR
INTRATUMOR
INTRATYMPANIC
INTRAUTERINE
INTRAVASCULAR
INTRAVENQUS
INTRAVENTRICULAR
INTRAVESICAL
INTRAVITREAL
IONTCPHORESIS

IRRIGATION

Drug or solution or suspension of gane or more
drug substances administered by the nasal or oral
respiratary raute for lacal or systemic affact.
Orug ar solution or suspension of one or mare
drug substances administered by the nasal route
for local or systemic effect.

Pertaining to or situated in the interstices of a
lissue.

Within the abdomen.

Within the amnion.

Within an artery or acteries.

Within a joint.

Within the bile, bile ducts or galibladder.
Situated or occcurring within a bronchus.

Within a bursa.

With the heart.

Within a carulage; endochondral.

Within a cavity.

Situated within the canal of the cervix uteri.
Administration of a drug within a portion of a
toath which is covered by enamel and which is
separated framthe roots by a slightly constricted
region known as the neck.

Within the coronary arteries.

Within the dermis.

Within a disc.

Situated or gccurring within the duct of a gland.
Within the duodenum.

Within or beneath the dura.

Within the epidermis.

Within the esophagus.

Situated or accurring within the stomach.
Within the gingivae.

Within the distal portion of the small intestine,
from the jejunum to the cecum.

Qccurring within or introduced directly into a
localized lesion.

Within the lumen of a tube.

Within the lymph.

Within the substance of a muscle.

Within the eye.

Within the avary.

Within the pericardium.

Within the peritoneal cavity.

Within the pleura.

Within the prostate gland.

Within a sinus.

Situated or occurring within the vertebral column.
Within the synovial cavity of a joint.

Within a tendon.

Wwithin the testicle.

Administration into the cerebrospinal fluid at any
level of the cerebrospinal axis, including injection
into the ceretrai ventricles.

Endothoracic.

Endotracheal.

Within the tubules of an argan.

Within a tumor.

Within the aurus media

within the uterus.

‘Within 3 vessel or vessels.

‘Within or into a vein or veins.

Within a ventricle.

Situated within the bladder.

Within the vitreous body of the eyae.

The introduction, by means of the electric
current, of ions of saluble salts into the tissues of
the body for therapeutic purposes.

The introduction of a sterile solution intended to
nathe or ‘lush cgen wounds or body cavities.

018

115

088

056
060
037
co7
362
067
025
Q27
363
023
051
117

113
008
121
123
047
052
127
Q72
048
307
3635

042

310
352
005
036
354
314
oc4
C43
061
010
Q22
019
049
110
103

Qcse
035
353
030
366
028
021
co2
048
128
311
Q85

032



LARYNGEAL
MISCELLANEQUS
NASAL

NASQGASTRIC

NERVE 3LOCK

NCT APPLICABLE
OPHTHALMIC

CRAL
oTiIC

PERCUTANEQUS
PERIARTICULAR
PERICURAL

PERIODONTAL

RECTAL
RETROBULBAR
SOFT TISSUE
SUBARACHNOID
SUBCONJUNCTIVAL
SUBCUTANECUS
SUBLINGUAL
SUBMUCQSAL
TOPICAL
TRANSDERMAL

TRANSMUCOSAL
TRANSTRACHEAL

TRANSTYMPANIC
UNASSIGNED

URETZRAL
URETHRAL
VAGINAL

Admin:starec directly upon the larynx.

Various routes of administration differant from
those mentioned.

Penaiming 0 the nose: administered by way of
the nose.

Partaining 10 the nase and the stomach: used to
cescrite tutes inserted through the nosa to and
in the stemacn.

The interruction of the passage of impulsas
through 3 nerve, as By chemical, mechanical, or
electric means.

Routes of admirstration are not apglicable.
Pertaining 10 he eye; administerad by way of the
ave,

Pertaining 0 the mouth; administered by way of
the mqguth,

Pertaining 10 tha 2ar; administered by way of the
ear.

Performed thrcugh the skin.

Abaut a joint.

Emdural; especiaily outside the dura mater of the
spinal card.

Situated or ocgurming around a tooth; pertaining o
the perigdontium.

Pertainina o the racriim,

dening the oons or banind tThaaumhalk

Seneath the arachnoid.

Situated teneath the conjunctiva.

8eneath the skin; hypodermic.

Jeneath the tcngue.

Situated teneath the mucous membrane.
Pertaining o a particular spot; local.

Delivery af e drug through the skin 0 :he
systemic circulation by aiffusion.

Passage acrass the mucosa.

Parformecd v zassage througnh the wall of
rachea.

Gaing acress ar threcugh the tympanic cavity.
Route of acministration has not yet Dbeen
assignea. :
Used upan the ureter.

Pertaining 0 the urethra.

Pertaining 12 the vagina.

.
r
@

364

099

Q14

o7

053

312

012

co1

013

113

cas
3s0




LARYNGEAL
MISCELLANEQUS
NASAL
NASOGASTRIC
NERVE 8LOCK
NQT APPLICABLE
OPHTHALMIC
ORAL

QTiC
PERCUTANEQUS
PERIARTICULAR
PERIDURAL
PERIODONTAL

RECTAL

Administared directly upon the larynx.

Various routes of administration different from
those mentioned.

Pertaining to the nose; administered by way of
the nosa.

Pertaining to the nosa and the stomach; used to
describe tubes inserted through the nose to end
in the stamach.

The interruption of the passage of impulses
through a nerve, as by chemical, mechanical, or
electric means.

Routes of administration are nat applicable.
Pertaining to the eye; administered by way of the
eve.

Pertaining to the mouth; administered by way of
the mouth.

Pertaining to the ear; administered by way of the
ear.

Performed through the skin.

Abaut a joint.

Epidural; especially outside the dura mater of the
spinal cord.

Situated or occurring around a toath; pertaining to
the periodontium.

Pertaining to the rectum.

BETROBULBAR —————"Hehind the pons or behind theeyebali:
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SOFT TISSUE
SUBARACHNQID

SUBCONJUNCTIVAL

SUBCUTANECUS
SUBLINGUAL
SUBMUCOSAL
TOPICAL
TRANSDERMAL

TRANSMUCOSAL
TRANSTRACHEAL

TRANSTYMPANIC
UNASSIGNED

URETERAL
URETHRAL
VAGINAL

Beneath the arachnoid.

Situated beneath the conjunctiva.

Beneath the skin; hypodermic.

Beneath the tongue.

Situated beneath the mucaous membrane.
Pertaining to a particular spot; local.

Delivery of the drug through the skin to the
systemic circulation by diffusion.

Passage across the mucosa.

Performed by passage through the wall of the
trachea.

Going across or through the tympanic cavity.
Route of administration has not yet been
assigned.

Used upon the ureter.

Pertaining to the urethra.

Pertaining to the vagina.
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CDER DATA STANDARDS MANUAL

None.
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Name Definition Code
Products in conventonal dosags forms Products coded as AA contain active AA
not prasenting biocequivalence ingredients and dosage forms that are not
problems. regarded as presenting either actual or potentiai

bioeguivaience problems or drug gquality or
standards issues. However, all oral Josags
forms must, nonetheiess, meet an appropriats
in vitro test(s) for approval.




Products maeeting necessary
bioaquivalance requirements,

Solutions and powders for
aerosolization

Injectable oil solutions

Products genersily will be coded AB if a study
is submitted demonstrating bioequivalancs. Even
though drug products of distributors andior
repackagers are not included in the List, they
are considerad therapeutically aquivaient to the
application hoider’s drug product if the
application holder’s drug product is ratad AB or
is single source in the List. The only instancs
in which a muitisource product wiil be ratad AB
an the basis of bioavailability rathsr than
bicequivalence is whars the innavator product
is the only cne listed under that drug ingredient
heading and has caomplsted an accsprtable
bioavailability study. However, it does not
signify that this product is therapeutcaily
aquivalent to the other drugs under the same
heading. Drugs coded AB undar an ingrediant
heading are considered therapsutcaily
aquivalent anly to other drugs coded AB under
that heading.

Uncertainty regarding the therapeutic
equivalence of aerosalized products arises
primarily because of differances in the drug
delivery system. Solutions and powders
intended for aerosclization that are marketed for
use in any of several delivery systems are
considered to be pharmaceuticaily and
therapeuticaily equivalent and are ccded AN.
These groducts that ars compatible only with a
specific delivery system aor those producis that
are packaged in and with a specific Zaiivery
systam are coded BN, uniess they have met an
appropriate bioequivalence standard Gtecause
drug products in their respective delivery
sysiems are not necessarnly pharmaceutcaily
aquivalent to each other and, therefare, are not
therapeutically equivalent.

The absorption of drugs in injectable
(parenteral) oil solutions may vary sutstantaily
with the type of oil employed as a vehicia and
the concentration of the active ingredient.
Injectable oil solutions are therafora considared
to be pharmaceutically and therapeuticaily
equivalent only when the active ingrecient, its
concentration, and the type of ail used as a
vehicle are ail identical.

AB

AN

AO



injectable aqueous solytions

It should be nated that even though injectable
lparenteral) products under a spacific listing
may ba avaluated as therapeutically squivalent,
thare may be important diffarances amonrg the
products in the general catsgary, Injec:adle;
Injeczon. For axample, some injactable preducts
that ars ratad therapautically equivalant ara
labeled far diffarent routes of administration. In
addition, sorme products  avaiuated a3
therapeutically equivalent may havs diffsrent
presarvatives of no preservatives at  ail.
Injectabla products availabie as dry powders for
reconstituton, concentrated sterile sglutions for
dilution, or sterile solutions ready for injsction
are 3il considered to be pharmaceuticaily and
therapauticaily equivalent provided they are
designed to produce the same concentration
priar to injection and are similarly lacsied.
Consistant with acceptad professional pracdcs,
it is the responsibility of the prescrber,
dispenser, or individual administering the
product to be familiar with a product’s ladsfing
to assure that it is given only by the routsis) of
administration stated in the labeling.

Certain commonly used large veiums
intravenous products in glass containers are not
included on the List {e.g., dextrose injecton
S%. dextrose injection 10%, sodium crioride
injecdon C.9%) since these praoducts ars ¢n the
marxet without FDA approval and the DA has
not published conditions for marketing such
parenteral products under approved NCAs.
WkEken packaged in plastic containars, howsver,
FOA regulations require approved apclicatons
priae to marketing. Approvai then depenrds on,
amang other things, the extent of tha
available safety data involving the scecific
piastic companent of the product. All large
vaiume parenteral products are manufactured
under similar standards, regardless of werather
they are packaged in glass or plastic. Thus,
FCA has no reascn to believe that the
packaging container of large volume parenteral
drug products that are pharmaceudcaily
eguivalent would have any affect on ‘heir
therapautic equivalence,
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