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NCCLS...

Serving the World's Medical Science Community Through Voluntary Consensus

NCCLS is an international, interdisciplinary, nonprofit,
standards-developing and educational organization that
promotes the development and use of voluntary consensus
standards and guidelines within the healthcare community. It
is recognized worldwide for the application of its unique
consensus process in the development of standards and
guidelines for patient testing and related healthcare issues.
NCCLS is based on the principle that consensus is an effective
and cost-effective way to improve patient testing and
healthcare services.

In addition to developing and promoting the use of voluntary
consensus standards and guidelines, NCCLS provides an open
and unbiased forum to address critical issues affecting the
quality of patient testing and health care.

PUBLICATIONS

An NCCLS document is published as a standard, guideline, or
committee report.

Standard A document developed through the consensus
process that clearly identifies specific, essential requirements
for materials, methods, or practices for use in an unmodified
form. A standard may, in addition, contain discretionary
elements, which are clearly identified.

Guideline A document developed through the consensus
process describing criteria for a general operating practice,
procedure, or material for voluntary use. A guideline may be
used as written or modified by the user to fit specific needs.

Report A document that has not been subjected to consensus
review and is released by the Board of Directors.

CONSENSUS PROCESS

The NCCLS voluntary consensus process is a protocol
establishing formal criteria for:

® The authorization of a project
® The development and open review of documents

® The revision of documents in response to comments by
users

® The acceptance of a document as a consensus standard or
guideline.

Most NCCLS documents are subject to two levels of
consensus-"proposed" and "approved." Depending on the
need for field evaluation or data collection, documents may
also be made available for review at an intermediate (i.e.,
"tentative") consensus level.

Proposed An NCCLS consensus document undergoes the first
stage of review by the healthcare community as a proposed
standard or guideline. The document should receive a wide and
thorough technical review, including an overall review of its
scope, approach, and utility, and a line-by-line review of its
technical and editorial content.

Tentative A tentative standard or guideline is made available
for review and comment only when a recommended method
has a well-defined need for a field evaluation or when a
recommended protocol requires that specific data be collected.
It should be reviewed to ensure its utility.

Approved An approved standard or guideline has achieved
consensus within the healthcare community. It should be
reviewed to assess the utility of the final document, to ensure
attainment of consensus (i.e., that comments on earlier
versions have been satisfactorily addressed), and to identify
the need for additional consensus documents.

NCCLS standards and guidelines represent a consensus opinion
on good practices and reflect the substantial agreement by
materially affected, competent, and interested parties obtained
by following NCCLS's established consensus procedures.
Provisions in NCCLS standards and guidelines may be more or
less stringent than applicable regulations. Consequently,
conformance to this voluntary consensus document does not
relieve the user of responsibility for compliance with applicable
regulations.

COMMENTS

The comments of users are essential to the consensus
process. Anyone may submit a comment, and all comments
are addressed, according to the consensus process, by the
NCCLS committee that wrote the document. All comments,
including those that result in a change to the document when
published at the next consensus level and those that do not
result in a change, are responded to by the committee in an
appendix to the document. Readers are strongly encouraged
to comment in any form and at any time on any NCCLS
document. Address comments to the NCCLS Executive
Offices, 940 West Valley Road, Suite 1400, Wayne, PA
19087, USA.

VOLUNTEER PARTICIPATION

Healthcare professionals in all specialities are urged to
volunteer for participation in NCCLS projects. Please contact
the NCCLS Executive Offices for additional information on
committee participation.
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Abstract

Labeling of Home-Use In Vitro Testing Products; Approved Guideline (NCCLS document GP14-A)
outlines the information that should be available to the home user of in vitro testing products.
GP14-A is intended for use primarily by manufacturers. The document will enable the manufacturer
to facilitate proper use of its products by providing sufficient information to the user in a usable
format.

In Section 2, GP14-A briefly describes the information that should appear on the outside of the
product's package. Section 3 describes the information that should appear on the package insert.
In addition, Section 4 describes methods for premarket testing of the product's labeling and
documentation; Section 5 gives a brief overview of premarket performance testing of the product by
clinical laboratorians and by the target market population.

[NCCLS. Labeling of Home-Use In Vitro Testing Products; Approved Guideline. NCCLS document
GP14-A (ISBN 1-56238-299-3). NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania
19087, 1996.]

THE NCCLS consensus process, which is the mechanism for moving a document through two or
more levels of review by the clinical laboratory testing community, is an ongoing process. Users
should expect revised editions of any given document. Because rapid changes in technology may
affect the procedures, bench and reference methods, and evaluation protocols used in clinical
laboratory testing, users should replace outdated editions with the current editions of NCCLS
documents. Current editions are listed in the NCCLS Catalog, which is distributed to member
organizations, or to nonmembers on request. If your organization is not a member and would like
to become one, or to request a copy of the NCCLS Catalog, contact the NCCLS Executive Offices.
Telephone: 610.688.0100; Fax: 610.688.0700.
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This publication is protected by copyright. No part of it may be reproduced, stored in a retrieval
system, or transmitted in any form or by any means (electronic, mechanical, photocopying,
recording, or otherwise) without written permission from NCCLS, except as stated below.

NCCLS hereby grants permission to reproduce limited portions of this publication for use in
laboratory procedure manuals at a single site, for interlibrary loan, or for use in educational programs
provided that multiple copies of such reproduction shall include the following notice, be distributed
without charge, and, in no event, contain more than 20% of the document's text.

Reproduced with permission, from NCCLS publication GP14-A, Labeling of Home-Use In
Vitro Testing Products; Approved Guideline. Copies of the current edition may be obtained
from NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087, USA.

Permission to reproduce or otherwise use the text of this document to an extent that exceeds the
exemptions granted here or under the Copyright Law must be obtained from NCCLS by written
request. To request such permission, address inquiries to the Executive Director, NCCLS, 940 West
Valley Road, Suite 1400, Wayne, Pennsylvania 19087, USA.

Copyright ©1996. The National Committee for Clinical Laboratory Standards.

Suggested Citation

[NCCLS. Labeling of Home-Use In Vitro Testing Products; Approved Guideline. NCCLS document
GP14-A (ISBN 1-56238-299-3). NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania
19087, 1996.]
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Foreword

In the early years of NCCLS, the labeling of laboratory reagents and instruments was recognized as
an important part of clinical laboratory practice. In 1971, NCCLS formed a committee that produced
an approved voluntary consensus standard for commercially distributed reagents and instruments.
That document, GP1-A2 (formerly ASL-1), Labeling of Clinical Laboratory Reagents, responded to
the community's desire for certain product information for the many in vitro diagnostic kits and
reagent/instrument systems that were available for use in the clinical laboratory. (GP1-A2 has since
been discontinued.)

The NCCLS consensus labeling standard emerged at the same time that the Food and Drug
Administration (FDA) promulgated regulations for the labeling of in vitro diagnostic products.
Because many of the same people participated in creating the voluntary NCCLS standard and the
mandatory labeling regulations, the two documents were similar. Both the NCCLS standard and the
FDA regulations identified the minimum information required for product labeling and made
allowances for appropriate and applicable interpretation according to variations in products and
intended users of the products. In one respect, however, there was a difference.

The FDA regulation required that certain information about a test be provided in the package insert
in a specified order and format. From a regulatory point of view, that made sense. The agency
wanted to see products labeled in a way that presented essential technical information and
facilitated the comparison of products. The NCCLS document was less concerned with labeling
format. A manufacturer of a home-use testing product could use the national voluntary consensus
standard somewhat more easily and adapt the information to a new community of users—the
general public.

Testing in the home is not a new practice. Some diabetics were encouraged to monitor their blood
sugar long before even the commercial tablets and strips were introduced in the 1940s and 1950s.
They were taught to do Benedict's tests in the kitchen using a copper sulfate solution prepared at
the pharmacy. The testing did help some diabetics learn to control their disease better. But the
practice of home testing for diabetics did not achieve a substantial level of acceptance until the
convenient, rapid tests for urine glucose and ketones appeared in the late 1950s and 1960s, along
with all the other commercially available kits, reagents, and instruments for the professional clinical
laboratory.

Consequently, the FDA labeling regulations and the NCCLS standard were written with laboratory
professionals as the target audience. It made sense at the time. The few manufacturers who sold
products to home testers recognized that the structured regulations were not designed for telling the
lay user how to do the test. For example, a lay user does not want to read about the history of the
test or the chemical principles before finding the instructions on how to get the answer. So, they
adjusted and provided simplified instructions "for the diabetic," in addition to the required FDA
information.

In the 1980s, self-monitoring of blood glucose became accepted medical practice and pregnancy
tests appeared on pharmacy shelves. Also, ovulation kits and fecal occult blood tests were
developed for home use. During this period, manufacturers wrestled with the labeling requirements
and, with the FDA, addressed the labeling of home-use diagnostics to serve the lay user.
Companies began to use consumer communication techniques, such as graphics, large print, and
simple language, when creating their labeling and packaging materials.

In a relatively short time, it became apparent that the collective experience of manufacturers, the
government, and health care professionals could be formalized as a consensus guideline within the
traditional NCCLS structure. This approved guideline for the labeling of home-use testing products
is the result of this effort.

NCCLS VOL. 16 NO. 2 viii
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Please Note

The format of GP14-A is different than that used for
most NCCLS documents. As advocated in this
guideline for use in the labeling of home-use in vitro
diagnostic products, GP14-A: Labeling of Home-Use
In Vitro Testing Products; Approved Guideline, is
presented using the “ragged-right” format (see pages
15-16 and Comment 2 in the Summary of
Comments and Subcommittee Responses for
discussion of the “ragged-right” format).

GP14-A
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1 Scope

The goal of the guideline is to promote effec-
tive communication of product information to
the user of tests designed for home use. The
guideline recommends to manufacturers of
home-use in vitro testing products the infor-
mation they should provide to consumers of
the products, in what manner this information
should be provided, and how labeling informa-
tion should be validated to promote proper
use of health care testing products.

Note: The methods and examples provided in
this document represent one way to comply
with the guideline. Other approaches may be
considered equally valid and appropriate, and
are not intended to be excluded.

2 Labels

The cartons and labels for home-use in vitro

testing products must comply with all federal
regulations applicable to packaged consumer
commodities. (See the Bibliography for perti-
nent regulatory documents.)

2.1 Outside Container or Wrapper

Within the limits of the legal requirements, the
manufacturer should provide (on the outside
of the package) information that is important
for the consumer to know before deciding
whether to buy a product. Consider including
the following information, as applicable:

° Name of the product

] A brief description of intended clinical
use (i.e., screening, monitoring or di-
agnosis), including who would use it
and the conditions for its use

° A brief description of contraindications
for use (if applicable)

] Contents (i.e., number of tests in the
package—if that information is neces-
sary for proper lay use of the test)

o Warnings and precautions

o Storage and safe handling instructions
° Lot numbers and expiration dates

o Name and address of manufacturer,

packer, or distributor

° Materials required but not included in
the test kit (e.g., distilled water).

NCCLS VOL. 16 NO. 2

2.2 Reagent Labels

The following elements of reagent labeling are
presented in priority order. If reagent inform-
ation is not found on the label, instructions
should direct the reader to other sources (e.g.,
outside container, wrapper, or package in-
sert).

(1) Reagent name

(2) Lot number and expiration date

(3) Manufacturer

(4) Particular instructions about hazardous

chemicals and handling, if any
(5) Kit identification (if applicable).
3 Package Insert

The following elements of product labeling are
presented in a logical order, but the informa-
tion may be adapted to a particular product in
different formats.

The various sections of the package insert
should be preceded by capitalized, boldface
headings or otherwise highlighted for easy
reference. Appendix A provides some exam-
ples of "better" and "poorer" presentations of
information to appear in package inserts.

3.1 Intended Use

State the intended use of the product (i.e.,
whether intended for screening, monitoring, or
diagnosis of a disorder or condition) and the
rationale for its use, including who should use
the test, the conditions for its use, and any
contraindications.

Consumers might not understand the meaning
of the terms "screening,” "monitoring,” and
"diagnosis." Following is one way of stating
the intended uses of the product:

® Screen—"To test for the presence or ab-
sence of hidden blood in the stool”

® Monitor—"To check for changes in blood
glucose (sugar) levels"

® Diagnose—
"To indicate pregnancy"”

"To detect a streptococcal ("strep”) infec-
tion"

"To predict ovulation."
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