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MY NAME IS EINAR HORNE AND I AM HERE REPRESENTING THE OCCUPATIONAL HEALTH &
SAFETY PRODUCTS DIVISION (OH&SP) OF 3M COMPANY.

INTRODUCTION

FOR MANY YEARS, 3M HAS BEEN A MANUFACTURER OF CERTAIN TYPES OF RESPIRATORS.
FOR EXAMPLE, 3M MANUFACTURES CHEMICAL-CARTRIDGE RESPIRATORS, PARTICULATE
FILTER RESPIRATORS, POWERED ATR PURIFIERS, AND SUPPLIED-ATR RESPIRATORS, ALL
OF WHICH CAN EE USED FOR PROTECTION AGAINST NON-TOXIC DUSTS, TOXIC DUSTS AND
TOXIC VAPORS. CONSEQUENTLY, 3M IS DIRECTLY AFFECTED BY THE 30 CFR 11
REGULATION RELATED TO RESPIRATOR TESTING, CERTIFICATION, SELECTION AND USE.
FURTHER, AS A MANUFACTURER OF RESPIRATORY DEVICES WE ARE ACUTELY CONCERNED
THAT CHANGES TO EXISTING STANDARDS, POLICIES & PRACTICES IMPROVE THE QUALITY
AND EFFECTIVENESS OF PERSONAL PROTECTIVE DEVICES.

THEREFORE, IN RESPONSE TO THE INVITATION FOR INTERESTED PARTIES TO SUBMIT
COMMENTS CONCERNING THE CONSULTANT'S REPORT AND POSSIBLE AMENDMENT OF 30 CFR
11, WE OFFER THE FOLLOWING VIEWS FOR THE PURPOSE OF AIDING IN THE
DEVELOPMENT OF AN APPROPRTATE AND FEASIBLE REGULATION WHICH WOULD ADEQUATELY
PROTECT EMPLOYEES WHO ARE REQUIRED BY OSHA STANDARDS TO USE NIOSH APPROVED
RESPIRATORY DEVICES.

MY TESTIMONY TODAY WILL ADDRESS THOSE AREAS IDENTIFIED IN THE NOTICE FOR
THESE HEARINGS, PUBLISHED IN THT FEDERAL REGISTER ON WEDNESDAY, JUNE 18,
1980 (45 FED. REG. 41219). SPECIFICALLY, I SHALL DISCUSS BOTH THE PROPOSED
CHANGES TO 30 CFR 11 THAT WERE OUTLINED BY NIOSH AND THE CONSULTANT'S
REPORT.

OVERVIEW

ONE OF OUR MAJOR CONCERNS WITH THE EXTSTING 30 CFR 11 REGULATION IS THAT ITS




RESPIRATOR APPROVAL SYSTEM IS BASED LARGELY UPON TEST METHODS DEVELOPED IN
THE 1930'S THAT WERE DESIGNED TO MEASURE THE EFFECTIVENESS OF RESPIRATORS
DURING THAT ERA. NIOSH SIMPLY TOOK BUREAU OF MINES' TESTS, PERSONNEL AND
PHILOSOPHY INTO THE DECADE OF THE 1970'S. EVEN THE APPROVAL NUMBERING
SYSTEM WAS CONTINUED. IN RECENT YEARS THERE HAVE BEEN SIGNIFICANT
SCIENTIFIC DISCOVERIES AND DEVELOPMENTS WITHIN THE RESPIRATOR INDUSTRY.
TODAY, NEW AND INNOVATIVE RESPIRATORY PRODUCTS, HAVING THE ABILITY TO
GREATLY IMPROVE EMPLOYEE RESPIRATORY PROTECTION AND ACCEPTANCE, ARE READY
FOR THE MARKETPLACE. NONETHELESS, BECAUSE THE CURRENT APPROVAL SYSTEM IN 30
CFR 11 IS TECHNICALLY OUTDATED AND INAPPLICABLE TO TODAY'S RESPIRATORS,
THESE N&W AND IMPROVED PRODUCTS ARE NOT RECEIVING NIOSH APPROVAL. 3M HAS
TESTIFIED IN TWO PREVIOUS 1977 HEARINGS THAT THE ENTRANCE OF NEW RESPIRATOR

PRODUCTS INTO THE MARKETPLACE IS BEING RESTRICTED.

CONTINUED ADHERENCE TO THIS OLD APPROVAL SYSTEM TENDS TO HAVE A CHILLING
EFFECT ON THE INCENTIVE TO CONTINUE TO DESIGN AND DEVELOP NEW AND BETTER
RESPTRATORY PRODUCTS — WHY DESIGN A NEW PRODUCT IF IT CANNOT POSSIBLY

RECEIVE NIOSH APPROVAL?

FURTHER, THE ADVENT OF NEW AND MORE ENCOMPASSING REGULATiONS BY OSHA, EPA,
AND OTHER GOVERNMENTAL AGENCIES RESTRICTING EMPLOYEE EXPOSURE TO POTENTTAL
OR KNOWN TOXIC SUBSTANCES HAS INCREASED THE USE OF EMPLOYEE RESPIRATORY
PROTECTION DEVICES. THE NEED TO AMEND, UPDATE AND REPROMULGATE (THE TESTING
AND CERTIFICATION PROCESS OF 30 CFR 11) TO REFLECT THE CURRENT

STATE-OF-THE-ART IN THE RESPIRATORY INDUSTRY IS OBVIOUS. A NEW APPROVAL
M T T — ———
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SYST®M MUST CONTAIN THE FLEXIBILITY TO EVALUATE INNOVATIVE PRODUCTS, WITH
THE ULTIMATE GOAL OF PROVIDING THE AMERICAN WORKER THE BEST RESPIRATORY

PROTECTION AVAILABLE.
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'l IS ON THIS BASIS AND WI'TH THIS GOAL AS OUR OBJECTIVE, THAT 3M HAS

DEVELOPED AND SUBMITS THE FOLLOWING COMMENTS:

DISCUSSION

THE CONSULTANTS ARE TO BE CONGRATULATED FOR THEIR EXCELLENT ANALYSIS OF THE-
PRESENT NIOSH TESTING AND CERTIFICATION FUNCTION. THEY HAVE ESTABLISHED A
BASE FROM WHICH A WORKABLE SYSTFEM OF CERTIFICATION AND FIELD AUDIT OF
RESPIRATORY PROTECTION DEVICES SHOULD BE RAPIDLY RUILT.

3M AND OTHER RESPIRATCR MANUFACTURERS HAVE HAD DISCUSSIONS LIKE THIS ONE
WITH NIOSH BEFORE. WHILE THIS IS THE FIRST ONE HELD SINCE DR. ROBBINS TOOK
OVER AS DIRECTOR, THE IDEA AND NEED ABE.NO‘I' NEW. HE IS TO BE CONGRATULATED
FOR HIS APPROACH TO THE REGULATION ANALYSIS THROUGH THE USE OF A PANEL OF
EXPERTS. WE WERE PLEASED TO SEE THE RECOMMENDATIONS OF THE EXPERTS IR.
ROBBINS ASSIGNED, BECAUSE THEY ONCE AGAIN BROUGHT FORTH AN OPPORTUNITY TO
RECOMMEND MUCH NEEDED CHANGES TO THE METHODS PRESENTLY USED FOR APPROVING
RESPTRATORS.

THE CONSULTANT'S REPORT WENT INTO GREAT DETAIL IN REGARD TO THE SUBJECT OF
LIABILITY THAT NIOSH SHARES WITH THE MANUFACTURER, AND A CONCERN WAS
EXPRESSED ABOUT THE LIABILITY AND RESPONSIBILITY OF "NIOSH CERTIFIED
LABORATORIES<);

THE LIABILITY ARGUMENT THAT THE NIOSH CONSULTANTS PUT FORTH IS PERSUASIVE,
BUT INCOMPLETE. MANUFACTURERS 95; NIOSH AE;PBOVED PRODUCTS GET SUED, AND I
SUGGEST THERE ARE MANY CASES OUTSTANDING TODAY. AS A PRACTICAL MATTER,
NIOSH IS NOT SUED FOR GIVING APPROVALS.

THE NIOSH APPROVAL CERTIFICATION IS NOT LOOKED ON AT 3M AS A SHARING OF
RESPONSIBILITY FOR PRODUCT PERFORMANCE. I'M CONFIDENT OTHER MANUFACTURERS




OF PERSONAL PROTECTIVE EQUIPMENT WOULD PROJECT SIMILAR FEELINGS. THE‘.-
APPROVAL IS LOOKED UPON AS A MARKETPLACE NECESSITY DUE TO RECOMMENDED OSHA
RESPTRATOR PROGRAM REQUIREMENTS FOR USE OF ONLY NIOSH APPROVED PRODUCTS AS

OUTLINED IN CHAPTER IIT OF THE MAY 24, 1979 EDITION OF THE INDUSTRIAL

HYGIENE FIELD OPERATIONS MANUAL. IF THR PERSONAL PROTECTIVE EQUIPMENT

MANUFACTURER TAKES THE PROFITS AND GAINS FROM SALES OF A PERSONAL PROTECTIVE

EQUIPMENT DEVICE, HE SHOULD TAKE THE RISKS. BUT THEN NO MANUFACTURING

COMPANY SHOULD OBTAIN MARKETING ADVANTAGES BECAUSE OF DESIGN _SPECIFICATIQNS

IN THE LAW, AS IS THE CASE TODAY WITH EXISTING 30 CFR 11 REGULATIONS. <

-

REPEAT UNDERLINED

IN LATE 1977 PUBLIC MEETINGS WERE HELD IN WASHINGION, D.C. WITH RESPECT TO
AMENDING THE CERTIFICATION REQUIREMENTS FOR RESPIRATORY PROTECTION DEVICES
AS CONTAINED IN 30 CFR PART 11. AT THIS MEETING EXTENSIVE TESTIMONY WAS
ELICITED FROM GOVERNMENTAL AGENCIES, USERS OF RESPIRATORY PROTECTION
DEVICES, MANUFACTURERS OF THESE DEVIC%) AND ACADEMIC INSTITUTIONS. ALL
PARTIES TESTIFYING AGREED THAT EXTENSIVE CHANGES IN THE CERTIFICATION
PROCEDURES WERE DESPERATELY NEEDED IN ORDER TO ASSURE THAT THE AMERICAN
WORKER HAS THE MOST ADVANCED AND BEST OCCUPATIONAL PROTECTIVE DEVICES
AVATLABLE. NEVERTHELESS, IN SPITE OF THE OVERWHELMING NEED EXPRESSED FOR
CHANGES IN 30 CFR PART 11 AT THESE HEARINGS, THE CONTROLLING GOVERNMENTAL
AGENCY STATED IN THEIR CONCLUSION THAT PROMULGATION OF THE AMENDMENTS WOULD
REQUIRE THE NORMAL THREE TO FIVE YEARS. TO DATE NO ACTION ON THAT HEARING

—_———

HAS OCCURRED AND ALMOST THREE YEARS HAVE GONE B@

WE ASK TO HAVE INCLUDED, AS PART OF THIS TESTIMONY, ALL 3M TESTIMONY THAT
WAS SUBMITTED TO NIOSH DURING THE LAST HEARING ON NOVEMBER 29-30, DECEMBER
1, 1977.



WE SUBMIT THAT IT IS INCONCEIVABLE THAT DELAYS SUCH AS THESE IN ISSUING
REGULATIONS CAN BE ALLOWED TO OCCUR. §

IN ORDER FOR POSITIVE CHANGES IN RESPIRATORY PROTECTIVE DEVICE APPROVAL TO
BE CONSUMMATED, THE NEGATIVE ASPECTS OF THE EXISTING SYSTEM MUST BE
IDENTIFIED AND BROUGHT FORWARD. TO DO THIS WE HAVE THOROUGHLY STUDIED THE
HISTORY OF THE RESPIRATOR APPROVAL SYSEZM IN THE U.S. AS PRACTICED BY THE
BURFAU OF MINES AND NIOSH. ONE FACT STANDS OUT: NIOSH CONTINUED THE BUREAU
OF MINES TESTS, APPROVAL NUMBERING SYSTEMS, PERSONNEL AND PHILOSOPHY WITHOUT
MODERNIZATION. THIS INCLUDES TESTS FOR APPROVALS THAT ARE NOT ACCURATE, NOT
REPRODUCIBLE OR ADEQUATELY DEFINED. THESE TESTS HAVE BEEN ESTABLISHED
WITHOUT A DETERWVINED TEST VARIATION, AND ARE DESIGNED FOR 1930-1940 ERA

e i

INSTRUMENTATION. THE PAINT SPRAY TESTS, LEAD FUME TESTS AND SILICA MIST
gl ipiinien U R A e R

TESTS ARE ALL EXAMPLES. EVEN MORE DISASTROUS FOR INNOVATIVE NEW PRODUCTS

—
HAS BEEN THE CARRY OVER AND USE OF A DESIGN PHILOSOPHY OF RESPTRATOR

APPROVAL, RATHER THAN A PERFORMANCE-ORIENTED PHILOSOPHY. DESIGNATION BY

DESIGN CLASS SUCH AS_;BEU_SL&_BLE, REPLACEABLE AND SINGLE-USE IS EVEN MORE

—— ’

OBSCURE BECAUSE Of THE LACK OF ACCEPTABLE DEFINITIONS.
—_—

UNDER THE PRESENT SYSTEM OF TESTING AND APPROVALS, MANUFACTURERS ARE FORCED
TO SUBMIT PRODUCTS THAT WILL PASS TESTS THAT MAY OR MAY NOT GUARANTEEL

PROTECTION TO THE USER. IT IS POSSIBLE THAT THE EXISTING NIOSH TESTING DOES
MORE HARM THAN GOOD BASED ON THE FACT THAT THE TESTS HAVE LITTLE, IF ANY,

= B
CORRELATION 0 ACTUAL| FIELD CONDITIONS.\

ONE MIGHT ASK WHY AN INNOVATIVE RESPIRATOR MANUFACTURER WOULD WANT TO SUBMIT

e e e e e e

HIS PRODUCT INTO THIS EXISTING NIOSH SYSTEM VOLUNTARILY. MANUFACTURERS DO IT
TODAY BECAUSE OF OSHA HEALTH STANDARDS AND OSHA ENFORCEMENT. IF OSHA
INSPECTORS DO NOT SEE NIOSH APPROVED PRODUCTS, THEY CITE AND PROPOSE A FINE
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FOR THE EMPLOYER. SUBMISSION FOR APPROVALS IS NOT DONE BECAUSE NIOSH
TESTING GUARANTEES WORKER PROTECTION, REDUCES OR ELIMINATES LIABILITY OF THE

MANUFACTURER, OR IS TIMELY. EXISTING NIOSH APPROVALS ARE A MARKETING DEVICE

HAVING LITTLE OR NO TRUE MERIT.
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3M MARKETS BOTH APPROVED AND UNAPPROVED RESPIRATORS MZAND

AGGRESSIVELY. WE DO THIS BECAUSE OUR THOROUGH LABORATORY AND FIELD TESTING
DATA TELL US THAT THE PRODUCT PROTECTS THE WORKER WHEN CORRECTLY USED. VE

SEIL NON-APPROVED PRODUCTS BECAUSE MARKET STUDIES AND FIELD EVALUATIONS SHOW

THAT USER NEED EXISTS, EVEN THOUGH THE DESIGN SPECIFICATIONS AND TESTS IN

THE EXISTING 30 CFR 11 REGULATIONS DO NOT ALLOW CERTIFICATION. 1IN ADDI’I‘ION s

IN MANY CASES THERE IS NO APPROVAL SCHEDULE FOR THE SPECIALIZED RESPIRATORS
REQUIRED BY WORKERS FOR THEIR PROTECTION IN SPECIFIC ENVIRONMENTS. |
DISCUSSIONS WITH NIOSH AND BUREAU OF MINES OFFICIALS HAVE MADE IT OBVIOUS
THAT THEY FEEL THEY CANNOT LEGALLY CHANGE OR ADD TO 30 CFR 11 AND APPROVE

DEVICES THAT FALL OUTSIDE THE EXISTING DESIGN CRITERIA IN A REASONABLE TIME

FRAME.

FOR THESE BASIC REASONS WE THINK NIOSH SHOULD DEVELOP PERFORMANCE CRITERIA

FOR RESPIRATORS.

NIOSH RESPIRATOR STANDARDS INTENDED TO INSURE THE ACHIEVEMENT OF SPECIFIC
GOALS SHOULD BE BASED ON PERFORMANCE CRITERIA AND NOT ON DESIGN
SPECIFICATIONS. NIOSH SHOULD SPECIFY THE PROBLEMS TO BE SOLVED AND NOT THE
DETAILED PRESCRIPTION FOR SOLVING THEM. FOR EXAMPLE, FACEFIT PROTECTION
LEVEL, SHOULD BE SPECIFIED INSTEAD OF FOUR POINT SUSPENSION. BUT, NIOSH MUST
INCLUDE VALID QUANTITATIVE MEANS FOR DETERMINING WHETHER THE REQUIRED

PERFORMANCE HAS BEEN ACHIEVED.

BY SPECIFYING THE PERFORMANCE CRITERIA IN FUNCITONAL TERMS FOR THE USER, THE









































































































