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STATEMENT OF THE ANSI AD HOC RESPIRATOR TEST AND APPROVAL SUBCOMMITTEE
AT THE NIOSH PUBLIC MEETING ON RESPIRATOR TESTING AND APPROVAL HELD ON

28-30 JULY 1980.

I am William H. Revoir, Chairman of the Ad Hoc Respirator Test and
Approval Subcammittee of the American National Stardard Institute's 288
Committee on Respiratory Protection. I am here today, 28 July 1980, to
present a statement concerning the administrative aspects of a respirator
test and approval program on behalf of the mentioned Subcommittee.




Introduction

The American National Standards Institute has established an Ad Hoc
Subcammittee of the Institute's Z88 Committee on Respiratory Protection
for the purpose of reviewing the current respirator test and approval
program being carried out by NIOSH and MSHA and for the purpose of
offering suggestions for the improvement of this program.

The membership of this Ad Hoc Subcammittee has been limited to persons who
have had considerable experience in respiratory protection and who are
recognized to have expertise in respiratory protection by industrial
hygienists, safety engineers, and other professionals in occupational
health and safety. Members of the Ad Hoc Subcammittee are persons
employed by government agencies involved in occupational health and safety
other than NIOSH and MSHA, research institutions engaged in respirator
research, consultants on respiratory protection, industrial firms which
provide respirators to workers, and respirator manufacturers. The Ad Hoc
Subcommittee has twenty-two members: six are employed by goverrment
agencies; three are employed by research institutions; five are consul-
tants; three are employed by industrial users of respirators; one is
employed by a respirator distributor; and four are employed by respirator
manufacturers.

On 18 June 1980, NIOSH published a notice in the Federal Register which
annourced a public hearing to be held on 28-30 July 1980 for the purpose
of discussing a respirator test and approval program. This notice stated
that the issues and topics to be discussed at the public meeting are in-
tended for use in restructuring the respirator test and approval program
to increase the level of confidence of respirator users that approved
respirators provide adequate protection. Inasmuch as the discussion
subjects listed in the mentioned notice concern administrative aspects of
a respirator test and approval program, the recammendations which I shall
present today on behalf of the ANSI Ad Hoc Respirator Test and Approval
Subcommittee shall be limited to various administrative aspects of a
respirator test and approval program.

The members of the ANSI Ad Hoc Subcommittee deplore the very short time
period of only five weeks from the date of the published meeting notice
until the date of the start of the meeting to permit persons to prepare to
participate in the meeting. This very short time period, especially since
it occurs during the summer, has made it extremely difficult for an organ-
ization concerned with respiratory protection to get its members together
to develop statements for presentation at the meeting which represent the
consensus of opinion of the members. Undoubtedly, if NIOSH had allowed
more time for persons to prepare for this meeting, many more organizations .
than those listed who are to appear at this meeting would be participating
in this meeting.




Because of the very short period of time available to prepare for the
public meeting and because the twenty-two members of the ANSI Ad Hoc
Subcommittee are located in thirteen different states and Canada ranging
from the east coast to the west coast, a comprehensive questionnaire per-
taining to the administrative aspects of a respirator test and approval
program was prepared by the Chairman of the Subcommittee for use in soli-
citing the viewpoints of the members of the Subcamittee. Copies of the
questionnaire were sent to the members of the Subcommittee. The completed
copies of the questionnaire were reviewed and analyzed by the Chairman of
the Subcommittee to determine the consensus of opinion of the members of
the Subcammittee.

A meeting of the members of the Subcommittee was held on Sunday, 27 July
1980, at the Sheraton Potomac Inn in Rockville, Maryland. This meeting
ran from morning until evening. The results of the analysis of the com-
pleted questionnaires were discussed by the attendees at this meeting.
After listening to the discussions of various administrative matters con-
cerning a respirator test and approval program, some members of the Sub-
committee changed their ideas on several matters. The attendees at the
meeting directed the Chairman of the Subcommittee to prepare a statement
which represents the consensus of opinion of the members of the
Subcommittee and to present this statement at the public meeting on
Monday, 28 July 1980.

While some individual members of the ANSI Ad Hoc Subcommittee may disagree
with some of the recommendations, the following recommendations on wvarious
administrative matters of a respirator test and approval program represent
the consensus of opinion of the majority of the members of the Subcom-
mittee.
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Responsibility and Authority for Establishing Respirator Performance
Criteria, for Estab ishing Respirator Test Procedures, for Carrying Qut

Approval Testing of Respirators, and for Granting of Respirator Approvals

NIOSH alone should be given the responsibility and authority for estab-
lishing respirator performance criteria and for establishing respirator
test procedures. Also, NIOSH alone should be given the responsiblity and
authority for carrying out the testing of respirators submitted to NIOSH
by manufacturers to determine whether or not the respirators meet the
established performance requirements. In addition, NIOSH alone should be
given the responsibility and authority to grant approvals to manufacturers
for respirators which have been tested and found to meet the established
performance criteria. However, certain federal mine safety and health
statutes will require that MSHA jointly with NIOSH grant approvals for ‘
respirators that are for use in mining operations.

The governmental respirator test and approval regulation should include a
provision for the establishment of a government steering committee which
would develop a policy for the respirator test and approval program and
which would oversee the operation of this program by NIOSH. Members of
this goverrnment steering committee would be persons from government
agencies concerned with respiratory protection. This govermment steering
cammittee would make use of respirator experts in the private sector for
advice on technical matters.

Time for Testing Respirators

NIOSH should carry out tests on particular respirators in the order that
they are submitted to NIOSH by respirator manufacturers.

Modification of Appoved Respirators

The respirator test and approval program should require a respirator manu-
facturer to obtain a new approval for any modification of an approved
respirator that affects "form, fit, or function" of the respirator and the
manufacturer would not be allowed to market the respirator containing the
modification until NIOSH grants the manufacturer a new approval. The
designation number of the new approval would be different from the old
designation number for the previous approval. This system would permit
NIOSH, any goverrment agencies having responsibility for the health and
life of workers wearing respirators, employers who purchase respirators
for use by employees, and employees who must wear respirators to
differentiate between approved respirators of a specific make and model
that are different in regard to "form, fit, or function".




The respirator test and approval program should permit a respirator manu-
facturer to manufacture and market an approved respirator containing a
modification that does not affect "form, fit, or function" of the respi-
rator without requiring that the manufacturer obtain a new approval for
the respirator. However, the manufacturer would be required to notify
NIOSH of this type of modification.

Product Documentation

The respirator test and approval program should require that respirator
manufacturers submit copies of product documentation (bills of materials,
drawings, specifications) to NIOSH for each respirator to be tested for
approval. Also, respirator manufacturers should be required to submit
copies of revised product documentation to NIOSH whenever approved respi-
rators are modified. However, NIOSH should not be required to review,
analyze, and approve the copies of product documentation, but NIOSH should
be allowed to file these copies for reference whenever the results of
tests and examinations of specimens of a respirator submitted for approval
or the results of tests and examinations of specimens of a respirator
obtained from the field indicate that a performance problem may exist.

Quality Control

The NIOSH respirator test and approval document should list detailed
requirements for a quality control program to be carried out by respirator
manufacturers. However, a respirator manufacturer should not be required
to submit copies of detailed quality control plans for each respirator to
be tested for approval by NIOSH. Instead, the respirator manufacturer
should be required to certify to NIOSH that an effective quality control
program which meets the requirements listed in the respirator test and
approval document will be implemented for the respirator submitted for
testing and approval when said respirator is manufactured and marketed.

Design Analysis

NIOSH has indicated in the notice published in the Federal Register on

18 June 1980 that a respirator manufacturer should be required to prepare
an engineering design analysis for each respirator submitted to NIOSH for
approval and that the results of this analysis would be given to NIOSH
only if testing of specimens of a submitted respirator or testing of
specimens of an approved respirator obtained from the field indicates that
a respirator design problem exists. While many members of the ANSI Ad Hoc
Respirator Test and Approval Subcommittee favor such a requirement, they
feel that NIOSH has not explained adequately what an engineering design
analysis should consist of and they want more information on this matter
from NIOSH.






















