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TestimonyTestimony  onon  4242  CFRCFR  PartPart  8484  
TotalTotal  InwardInward  LeakageLeakage  RequirementsRequirements  

forfor  RespiratorsRespirators
DecemberDecember  3,3,  20092009 

NoticeNotice  ofof  ProposedProposed  RulemakingRulemaking
RINRIN  09200920--AA33AA33

publishedpublished  OctoberOctober  30,30,  20092009  inin  FederalFederal  RegisterRegister 

3M Occupational Health & 
Environmental Safety Division               
St. Paul, MN 
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33OccupationalOccupational  HealthHealth  &&  
EnvironmentalEnvironmental  SafetySafety  DivisionDivision  ––  

RepresentativesRepresentatives 

� CraigCraig  ColtonColton 
– DivisionDivision  ScientistScientist 

� PhilPhil  EitzmanEitzman 
– ProductProduct  DevelopmentDevelopment  SpecialistSpecialist  

These presentations are a summary of primary areas of concern. Detailed written 
comments will be submitted 
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3M’s3M’s  RespiratorRespirator  FitFit  ExperienceExperience 

� 3M3M  hashas  alwaysalways  beenbeen  anan  advocateadvocate  andand  innovativeinnovative  
leaderleader  inin  advancingadvancing  thethe  importanceimportance  ofof  fitfit 
– 3M3M  hashas  developeddeveloped  bothboth  qualitativequalitative  fitfit  testtest  (QLFT)(QLFT)  andand  

quantitativequantitative  fitfit  testingtesting  (QNFT)(QNFT)  methodsmethods 

– 3M3M  hashas  usedused  QNFTQNFT  forfor  evaluatingevaluating  fitfit  ofof  halfhalf  facepiecefacepiece  
respirators,respirators,  includingincluding  filteringfiltering  facepiecefacepiece  respirators,respirators,  
forfor  >>  2525  yearsyears  ––  longlong  beforebefore  NIOSHNIOSH  beganbegan  workingworking  onon  
thisthis  ConceptConcept 

– WorkplaceWorkplace  ProtectionProtection  FactorFactor  studiesstudies  supportsupport  thethe  
successsuccess  ofof  thesethese  effortsefforts   

� 3M3M  supportssupports  effortsefforts  toto  improveimprove  respiratorrespirator  fitfit  
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SignificantSignificant  RegulatoryRegulatory  ActionAction 

� NIOSHNIOSH  statesstates  thisthis  proposedproposed  rulerule  isis  “Not“Not  
consideredconsidered  economicallyeconomically  significant”significant”  (74(74  
Fed.Fed.  Reg.Reg.  56147)56147) 
– BenchmarkBenchmark  testingtesting  appearsappears  toto  bebe  usedused  toto  

supportsupport  itsits  conclusionconclusion  thatthat  proposalproposal  isis  notnot  
economicallyeconomically  significantsignificant 

– WeWe  believebelieve  NIOSHNIOSH  errederred  byby  usingusing  thethe  
benchmarkbenchmark  testingtesting  toto  substantiatesubstantiate  itsits  
conclusionsconclusions  onon  thethe  economiceconomic  impactimpact  ofof  thethe  
currentcurrent  proposalproposal 
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BenchmarkBenchmark  testingtesting 

� NIOSHNIOSH  statesstates  thisthis  benchmarkbenchmark  testingtesting  “indicates“indicates  
thatthat  thethe  newnew  TILTIL  requirementsrequirements  cancan  bebe  metmet  byby  
currentcurrent  productsproducts  withoutwithout  additionaladditional  developmentdevelopment  
oror  manufacturingmanufacturing  costs.”costs.” 

� 101101  respiratorrespirator  modelsmodels  testedtested 
� 2525  personperson  panelpanel 
� Pass/FailPass/Fail  fitfit  factorfactor  ofof  20,20,  AvgAvg  ofof  33  teststests 
� UsedUsed  thethe  samesame  respiratorrespirator  andand  straightenedstraightened  outout  

nosenose  clipclip  (where(where  nosenose  clipclip  waswas  present)present) 
� DifferenceDifference  betweenbetween  100100  andand  9595  levellevel  filtersfilters  waswas  

notnot  addressedaddressed  
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DifferencesDifferences  withwith  CurrentCurrent  NIOSHNIOSH  
ProposalProposal 

� 3535  personperson  panelpanel 

� Pass/FailPass/Fail  fitfit  factorfactor  ofof  100100 
– MustMust  passpass  oneone  outout  ofof  threethree  trialstrials 

� UseUse  samesame  respiratorrespirator  forfor  allall  trialstrials  withoutwithout  
straighteningstraightening  nosenose  clipclip 

� ForFor  respiratorrespirator  designeddesigned  toto  fitfit  widewide  rangerange  ofof  
peoplepeople  overover  thethe  entireentire  panel,panel,  mustmust  havehave  aa  
passpass  inin  everyevery  faceface  panelpanel  cellcell  
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NIOSHNIOSH  BenchmarkBenchmark  TestTest  DataData  
ConclusionsConclusions 

� ~30%~30%  ofof  halfhalf  mask,mask,  airair--purifyingpurifying  particulateparticulate  respiratorsrespirators  
hadhad  facepiecefacepiece  sealsseals  thatthat  diddid  notnot  achieveachieve  aa  fitfit  factorfactor  ofof  
100100 

� OurOur  reviewreview  ofof  thethe  NIOSHNIOSH  benchmarkbenchmark  testingtesting  ofof  3M3M  
respiratorsrespirators  doesdoes  notnot  supportsupport  NIOSH’sNIOSH’s  reliancereliance  onon  
benchmarkbenchmark  datadata  toto  predictpredict  thatthat  thethe  proposedproposed  “TIL”“TIL”  
requirementsrequirements  cancan  bebe  metmet  withoutwithout  developmentdevelopment  oror  
manufacturingmanufacturing  costscosts 

� 3M3M  submitssubmits  thethe  proposedproposed  rulerule  maymay  potentially:potentially: 
– HaveHave  anan  economiceconomic  impactimpact  >>  $100$100  millionmillion 

� JobJob  lossloss 
� ImpactImpact  economiceconomic  stabilitystability  ofof  CommunitiesCommunities 
� HighHigh  costcost  ofof  productproduct 
� ImpactImpact  respiratorrespirator  supplysupply 
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NIOSHNIOSH  Proposal:Proposal:  UserUser  InstructionsInstructions 

� ShallShall  specify:specify: 
– InformationInformation  necessarynecessary  toto  identifyidentify  thethe  intendedintended  

populationpopulation  ofof  usersusers 

– FaceFace  sizesize  oror  sizessizes  thatthat  thethe  respiratorrespirator  isis  
intendedintended  toto  fitfit 

– AnyAny  additionaladditional  descriptionsdescriptions  necessarynecessary  toto  
indicateindicate  thethe  subpopulationsubpopulation 
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UserUser  InstructionsInstructions
CommentsComments  onon  NIOSHNIOSH  ProposalProposal 

� TheThe  twotwo  dimensiondimension  facialfacial  measurementsmeasurements  fromfrom  
thethe  panelpanel  dodo  notnot  predictpredict  fitfit 
– TheseThese  dimensionsdimensions  dodo  notnot  consistentlyconsistently  correlatecorrelate  toto  fitfit  

(IOM,(IOM,  2007)2007) 

– 3M3M  suppliedsupplied  datadata  andand  informationinformation  toto  thethe  conceptconcept  
docketdocket  thatthat  thesethese  measurementsmeasurements  dodo  notnot  correlatecorrelate  toto  fitfit 

� ProvidingProviding  thisthis  guidanceguidance  willwill  notnot  assureassure  fit,fit,  butbut  
peoplepeople  willwill  mostmost  likelylikely  thinkthink  itit  doesdoes 

� LikelyLikely  toto  provideprovide  falsefalse  sensesense  ofof  securitysecurity  
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UserUser  InstructionsInstructions
  CommentsComments  onon  NIOSHNIOSH  ProposalProposal 

� IdentifyingIdentifying  thethe  sizessizes  ofof  facesfaces  aa  respiratorrespirator  fitsfits  maymay  
establishestablish  anan  impliedimplied  warrantywarranty 

� ThisThis  willwill  likelylikely  resultresult  inin  lessless  fitfit  testingtesting  becausebecause  
thethe  packagingpackaging  andand  UserUser  InstructionsInstructions  statestate  thethe  
respiratorrespirator  fitsfits  theirtheir  faceface  sizesize 

� BecauseBecause  aa  wearer’swearer’s  facialfacial  dimensionsdimensions  cancan  notnot  
predictpredict  fit,fit,  thisthis  warrantywarranty  wouldwould  bebe  misleadingmisleading  andand  
cancan  notnot  bebe  mademade 

� ThisThis  requirementrequirement  couldcould  causecause  manufacturersmanufacturers  toto  
eliminateeliminate  allall  facepiecesfacepieces  fromfrom  thethe  marketmarket 
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UserUser  InstructionsInstructions
  CommentsComments  onon  NIOSHNIOSH  ProposalProposal 

� AnotherAnother  majormajor  issueissue  isis  howhow  thethe  wearerwearer  willwill  
knowknow  whatwhat  facialfacial  sizesize  theythey  areare 

� LogisticalLogistical  issuesissues 
– TrainingTraining  toto  makemake  thethe  measurementsmeasurements 

– FrequencyFrequency  ofof  measurementsmeasurements 
�CostCost  ofof  determiningdetermining  faceface  sizesize  negatesnegates  savingssavings  

NIOSHNIOSH  mentionsmentions  forfor  notnot  guessingguessing  atat  sizessizes 

� IfIf  fitfit  testingtesting  notnot  performed,performed,  whywhy  wouldwould  facialfacial  
measurementsmeasurements  bebe  takentaken 
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UserUser  InstructionsInstructions
  CommentsComments  onon  NIOSHNIOSH  ProposalProposal 

� ThisThis  proposedproposed  approachapproach  encouragesencourages  nonnon--
compliancecompliance  withwith  OSHAOSHA  regulationsregulations  whichwhich  maymay  
jeopardizejeopardize  workerworker  safetysafety 
– NoNo  incentiveincentive  forfor  workplacesworkplaces  withoutwithout  fitfit  testingtesting  toto  beginbegin  

fitfit  testingtesting  becausebecause  “they“they  fitfit  betterbetter  outout  ofof  thethe  box”box”  nownow 

– StockpiledStockpiled  respiratorsrespirators  mightmight  bebe  deployeddeployed  withoutwithout  aa  
respiratorrespirator  programprogram  andand  withoutwithout  fitfit  testingtesting 

� BetterBetter  solutionsolution  wouldwould  bebe  toto  requirerequire  evidenceevidence  ofof  aa  
programprogram  andand  fitfit  testingtesting  inin  orderorder  toto  bebe  eligibleeligible  forfor  
respiratorsrespirators  fromfrom  thethe  stockpilestockpile 
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Pass/FailPass/Fail  CriteriaCriteria
  CommentsComments  onon  NIOSHNIOSH  ProposalProposal 

� NIOSHNIOSH  states:states: 
– “…maximum“…maximum  allowableallowable  leakageleakage  (FF(FF  ofof  100)100)  isis  

nownow  equivalentequivalent  toto  fitfit  testtest  criteriacriteria  requiredrequired  byby  
OSHAOSHA  forfor  thisthis  typetype  ofof  respirator”respirator”  (74(74  FedFed  RegReg  
56144)56144) 

– “The“The  technologytechnology  isis  identicalidentical  toto  thatthat  inin  commoncommon  
useuse  forfor  measuringmeasuring  respiratorrespirator  fitfit  andand  isis  
acceptedaccepted  byby  OSHA”OSHA”  7474  FedFed  RegReg  56143)56143)  
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Pass/FailPass/Fail  CriteriaCriteria
  CommentsComments  onon  NIOSHNIOSH  ProposalProposal 

� TheThe  methodmethod  NIOSHNIOSH  hashas  proposedproposed  isis  notnot  oneone  ofof  thethe  
acceptedaccepted  protocolsprotocols  publishedpublished  inin  AppendixAppendix  AA  ofof  2929  CFRCFR  
1910.1341910.134 

� 2929  CFRCFR  1910.1341910.134  AppendixAppendix  AA    publishedpublished  JanuaryJanuary  8,8,  
19981998  andand  diddid  notnot  mentionmention  N95N95  CompanionCompanion 

� ThereThere  werewere  nono  salessales  ofof  thethe  N95N95  CompanionCompanion  untiluntil  afterafter  
AppendixAppendix  AA  waswas  publishedpublished 

� NoNo  studystudy  oror  publicationpublication  confirmingconfirming  thatthat  N95N95  companioncompanion  
isis  accurateaccurate  andand  reliablereliable  asas  requiredrequired  byby  OSHAOSHA 

� DoesDoes  100100  (Portacount(Portacount  w/Companion)w/Companion)  ==  100100  (by(by  OSHAOSHA  
acceptedaccepted  method)????method)???? 

� 100100  fromfrom  PortacountPortacount  w/w/  CompanionCompanion  isis  arbitrarilyarbitrarily  chosenchosen 
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TILTIL 

� ThisThis  nomenclaturenomenclature  willwill  causecause  confusionconfusion 

� IOMIOM  pointspoints  outout  thatthat  thethe  scientificscientific  communitycommunity  (except(except  
NIOSH)NIOSH)  refersrefers  toto  thethe  assessmentassessment  ofof  respiratorrespirator  fitfit  asas  aa  fitfit  
testtest  andand  notnot  TILTIL 
– InaIna  fitfit  testtest  thethe  challengechallenge  aerosolaerosol  hashas  beenbeen  chosenchosen  toto  matchmatch  thethe  

filteringfiltering  elementelement  inin  orderorder  toto  measuremeasure  faceface  sealseal  leakageleakage  onlyonly 
� ForFor  N95N95  levellevel  filters,filters,  thethe  Portacount™Portacount™  measuresmeasures  bothboth  filterfilter  

penetrationpenetration  andand  facesealfaceseal  leakageleakage  whereaswhereas  thethe  Portacount™Portacount™  withwith  
CompanionCompanion  onlyonly  measuresmeasures  faceface  sealseal  leakageleakage  oror  fitfit 

� HighHigh  penetrationpenetration  inin  thethe  AutomaticAutomatic  FilterFilter  TesterTester  (AFT)(AFT)  withwith  samesame  
particleparticle  sizesize  doesdoes  notnot  correspondcorrespond  toto  highhigh  penetrationpenetration  inin  fitfit  testtest  withwith  
CompanionCompanion 

� Example:Example:  PortacountPortacount  N95N95 -  - 22  percentpercent  penetrationpenetration 
– PortacountPortacount  w/Companionw/Companion  N95N95  ––  0.70.7  percentpercent  penetrationpenetration 
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SummarySummary 

� SupportSupport  improvingimproving  respiratorrespirator  fitfit 
� BenchmarkBenchmark  testingtesting  isis  NIOSHNIOSH  supportsupport  forfor  itsits  

conclusionsconclusions  andand  positionposition 
– ConcernConcern  onon  howhow  thethe  datadata  werewere  interpretedinterpreted  andand  

extrapolatedextrapolated 

� ConcernConcern  onon  specifyingspecifying  faceface  sizessizes  inin  UIsUIs 
– LogisticallyLogistically 
– UsefulnessUsefulness 

� Pass/FailPass/Fail  criteriacriteria  arbitrarilyarbitrarily  chosenchosen  andand  doesdoes  notnot  
relaterelate  toto  OSHAOSHA  fitfit  testingtesting  asas  impliedimplied 

� BasedBased  onon  STP,STP,  thisthis  isis  aa  fitfit  test,test,  notnot  TILTIL 
  


