Form Approved
OMB No. 0920-0840
Exp. Date: xx/xx/20xx

\Welcome to the National TB Laboratory Services Survey co-sponsored by the Association of Public Health Laboratories and
the Centers for Disease Control and Prevention (CDC). This survey is being distributed to public health, clinical and
commercial laboratories with the primary goal of characterizing the TB testing capabilities and capacities of US diagnostic
laboratories. Ultimately the results of this survey will be used to identify opportunities to strengthen TB systems nationally
and in local jurisdictions.

The survey consists of 115 questions divided into 11 different categories. Respondents will be routed based on the level of
'TB services they provide, therefore very few laboratories will be directed to all 115 questions.

We ask that you complete this survey by . All laboratories that complete the survey will receive a summary of the
aggregate data. Please direct any subject matter questions to APHL Manager of HIV, Hepatitis, STD and TB Programs, Kelly
Wroblewski at kelly.wroblewski@aphl.org. If you have technical issues with the electronic survey tool please contact APHL’s
Research Specialist, Doug McNamara at doug.mcnamara@aphl.org.

Thank you in advance for your assistance in making this survey a success.

Public reporting burden of this collection of information is

QueStlon Sections: estimated to average of 1 hour per response, including the

Demographics time for reviewing instructions, searching existing data sources,
Testing Methodologies and Volume gathering and maintaining the data needed, and completing
Referral Strategies and reviewing the collection of information. An agency may

S . Collecti Handli dT t not conduct or sponsor, and a person is not required to respond
pecimen Lollection, Handling an ranspor to a collection of information unless it displays a currently valid

Turn-Around-Times OMB control number. Send comments regarding this burden
Reporting Practices estimate or any other aspect of this collection of information,
La boratory Staff and Training including suggestions for reducing this burden to CDC/ ATSDR
. Information Collection Review Office, 1600 Clifton Road NE,
Safety Practices MS D-74, Atlanta, Georgia 30333; ATTN: PRA (0920-0840).
Proficiency Testing and Quality Assurance

Public Health and Epidemiology

Future Plans

Demographics (Questions 1-6)

Q1. Which laboratory type best describes your facility?
SELECT ONE ANSWER ONLY.

Hospital-based clinical [abDOratory ...............eiiiiiiiii e O
Non-hospital based clinical [aDOratory ... O
Commercial [ADOFALONY ........uiiiieeiiiiii et e e e e e e s e e e e e e e e e e e annne O
Department-0f-Defense LADOTAtOrY ..........ccieiiiiiiiiiiieiiie et O
State PUDIC HEAIth LADOTALOIY ............cv.iveeeeieeeeeeeeeeeeeeees e sesee e et en st en e neens O
Local (City or county) Public Health Laboratory .............occcuieiiiiiiiiiiiieiee i O

Q2. Is your facility part of a hospital/ health-care network?
SELECT ONE ANSWER ONLY.

Q3. What is the approximate number of beds in your facility?
WRITE IN ANSWER WITHIN THE RANGE 0 — 20000

Q4. How many days per week is your AFB Laboratory open for operation?
WRITE IN ANSWER WITHIN THE RANGE 1 —7

Q5. How many hours per operating day is your AFB Laboratory open for operation?
SELECT ONE ANSWER ONLY.

24 NOUIS e
L0-12 NOUIS ettt s
£ L I 2 T T £SO PPRP
Other, (Please write in)




Q6. Please select the accreditations that your laboratory holds?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Clinical Laboratory Improvement ACt (CLIA) ....ooiiiiiiiiiieeeieeiieiee et O
College of American PathologiSts (CAP) ......uiiiiiiiiiiei e O
Joint Commission on the Accreditation of Healthcare Organizations (JCAHO) ................ O
Other, (Please WHite IN) s O

Testing Methodologies and Volume (Questions 7-45)

Q7. Does your laboratory perform or refer the following AFB services:

(Indicate the response for the primary practice in each category.)
SELECT ONE ANSWER ON EACH LINE ACROSS.

The service is Specimens are This service is not
performed in-house referred to another available in-house or
laboratory for this by referral
service

Acid-Fast Smear Microscopy ......, O1 O2 Os
Direct Detection (NAAT, PCR,

direct HPLC, etC.)........ccccvvuen..., 1 2 O3
AFB CUlture .......cccoevviiiiiiinaennn O O2 O3
Mycobacterium tuberculosis

complex Identification..............., O1 O2 O3

Culture Based DST for M.
tuberculosis isolates for first-
line drugs ....ccccvvveeeniiiiiiieeennn O O2 Os

Culture Based DST for M.
tuberculosis isolates for

second-line drugs.........ccccuee... O O2 Os
Interferon Gamma Release
Assay (IGRA) ... O1 O2 O3

Q8. How many days per week do you routinely perform AFB smears?
SELECT ONE ANSWER ONLY.

T AAYS 8 WEEK ...ttt ettt ettt e et e e e e e e b et e e e e e erabr e e e e e e aanne
B AAYS 8 WEEK ...ttt ettt e e e e e e e bbb e e e e e e e arnbr e e e e e e eanne
B dAYS @ WEEBK .ot e et e e aeaeeaan
4 days a week ..
3days aweek ........ccvveeennn.
Only as needed/requested

Q9. Approximately, how many smears per week does your laboratory process?
SELECT ONE ANSWER ONLY.

Q10. Does your laboratory perform direct smear microscopy (smear on unprocessed respiratory specimens)?
SELECT ONE ANSWER ONLY.

Yes, we always perform direct Smear MICTOSCOPY ......cvvvvrreeeeiiiiiiieeeeeaiiiireeeeeeesieeeeeeeeas O:
We occasionally perform direct Smear MICrOSCOPY ...e.eeeiiurrrrrreeeriiiiiirieeeeeaireeeeeeesaaienees Oz
We never perform direCt SMear MICTOSCOPY .....veeerurreeriireeeiiireeeireesiieeeairee e eeseeee e Os

Q11. What primary staining method is used for acid-fast smear microscopy of clinical specimens?
SELECT ONE ANSWER ONLY.

FIuorochrome-Auraming O .......c..uviiieeeiiiiieiee e eer e e e e e e e e e e st r e e e e s ssssbareeeeessnnrnnees 01
Fluorochrome-Auramine/RhOdaming ...........coooiiiiiiiiieie i e e e e e Oz
KINYOUN oottt ettt ee et ettt s st e st et en s s e e e et en e eesenans Os
ZHENIENEEISEN .ottt ettt e et ettt en et erenen e Oa



Q12. In your laboratory, approximately what percentage of AFB smears processed within the last year were positive
for acid fast bacilli?
SELECT ONE ANSWER ONLY.

LSS TNANLYD .ottt et et et ettt et et e e et et ee et et et et eae et et et ee et et et et ee et et ereeee et eeeeene (]
L5 OB ettt ettt ettt ettt eeeen O-2
810 0 vttt ettt ettt ettt ettt e r ettt et et en s Os
L1225 0B oottt ettt ettt ettt ettt e ettt ettt eeen Oa
2640 D0 oottt ettt eeen Os
BL50 DD oottt ettt ettt ettt Os
BLoB0D0 eeeeeeeeeeeeeeeeeeee ettt eee e e et et et ettt e ettt ettt ettt e et et et et et et e e ettt e et enenen e O+
MIOTE thAN BOYD .ot e et et e e eeee et e e e e e et et et eeeeeee e eseeeesee e e eneeeeseneneens Os

Q13. In your laboratory which of the following specimens types are received for Direct Detection of Mycobacterium
tuberculosis Complex (e.g. NAAT, PCR, direct HPLC)?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Smear positive respiratory SPeCIMeNS rOUtINEIY ..........coooeriiiiiiiiiiiiieiiiee e 0.
Smear positive respiratory specimens by request Only ...........ccccoviiiiiiiinii e O-
Smear negative respiratory SPECImMeNS roUtiNEIY ..........oocveiiriiiiiiiiieiieee e Os
Smear negative respiratory specimens by request only .. L Oa
Smear positive NON-respiratory SPECIMENS .......ocoiiiiuiiiiieeeiaiiiiie e e e e s riieree e e e s e senreeeeeeaannes Os

Smear negative NON-respiratory SPECIMENS ........oioiiuuiieiiiieiniieeeiee et e e e Os

Q14. What is the primary direct detection method performed by your laboratory?
SELECT ONE ANSWER ONLY.

Gen-Probe Amplified MTD .. .
ROChE AMPIICOTr MTB ...
Cepheid® GeneXpert MTB/RIF @SSAY ......c..uveeiiiiiiiiiiiiieee e aiitiee e e e e e e e e siibee e e e e eannnes
Innogenetics® INNOLIPA Mycobacteria assay
HaIN® GENOTYPE® GSSAYS ..vveeeurrieitiieeiuineeaaitrtesteeeaasteeeaaiteeeaasaeeeabeeeasneeesabreeeanbeeeannnee
Autogenomics INfiNiti MDR-TB @SSAY ......uvvtrieeeiiiiiiiireeeiaiiiiereesessneneeeeeessssnseseesssnssnseeees
AKonNi TrUAITaY MDR-TB tESL ......eiiiiiiiiiiiiiiee et e e e e e aeeeees
(D1 (=Tor o | X O T TSP U UPUPPPPPTRON
Laboratory developed real-time PCR ..........ccoiiiiiiiiiieiiii e
Laboratory developed conventional PCR ...........ccooiiiiiiiiiiiiiie e
(01T OO PP PPPPPPTPTON

Q15. What is the average monthly specimen volume of Direct Detection tests performed by your laboratory?
SELECT ONE ANSWER ONLY.

Q16. Under what circumstances does your laboratory test for nucleic acid amplification inhibitors?

(Choose the best answer.)
SELECT ONE ANSWER ONLY.

Routinely for smear positives that are negative by NAAT. ......cooiiiiiiiiinieeee e 01
Routinely on all NAAT negative SPECIMENS. .......ccoiuiiiiiiiieiiiiee et Oz
Routinely on all SPECIMENS. ........uiiiiiiiiiiiieiiie e
Inhibitors are tested for periodically as a Quality Assurance Measure
Inhibitors are tested by special request ONIY ..........cceoiiiiiiiiiiiii e
My laboratory never tests for inhibItOrs ...........cooiiiiiiiii e
Assay utilized has amplification control iIncluded ..............cceeeieiiiiiiiiii s




Q17. Which broth-based culture system is primarily used in your laboratory for the isolation of mycobacteria from
respiratory specimens?
SELECT ONE ANSWER ONLY.

BaCteC 460TB (FAUIOMELIIC) .....voveveeeeeeeeeeeeeeeeeee e e e ee e e e 01
VEISA TREK .....ovoieiiceeeeeeee et saesee s st sa et sse s s s s 0.
MB/BACT-AIGI <.....cvoceeceeeeeeeeeeee e e e en et en s enennen, Os
BACTEC MGIT= 960 ...uuuiiiiiiiiiiiieee ittt e e ettt e e et e s e e e e e as b s e e e e e e bba e e e e eaetanaeeaaaeesnes Oa
MANUEI MGIT oottt Os
Y=Y 1102 T=1 OO OO Os
MANUEL THO BIOtN oottt et ettt et sttt et et en s e e eeeeeeeenesenns O+
OUNEI ettt ettt e ettt ettt en ettt en et Os
None. Broth-based culture is not used in my 1aboratory. .........ccccccccveveeeiniiiiiiiee e O

Q18. Under what circumstances do you use solid media for primary culturing of AFB from clinical respiratory
specimens?
SELECT ONE ANSWER ONLY.

AIWAYS (BIMOSE AIWAYS) ... ettt ee s et eeeeeee e e e e e e e e ee et etenenes e 01
Smear POSItive SPECIMENS ONIY ......uiiiiiiiiiiiiiie ettt e e e e e e aeeeae e O
Only in Special CIFCUMSLANCES ........uviiiiieiiiiiiii e e ettt e e e e st e e e e e s s ibeeeeaeeeeanes Os
NoOt routinely (AIMOSE NEVET) .......uiiiiiiieiiieeee ettt e e e e e e e e s nrenees Oa

Q19. What is the average number of specimens per week that are set up for culture of AFB in your laboratory?

(Please do not include AFB blood cultures)
SELECT ONE ANSWER ONLY.

L0250 oeeeeee ettt ettt ettt ettt ettt ettt ettt ettt n e eeenen Os
251-500 oottt ettt ettt ettt ettt ettt et ettt t et enener e O
MIOTE thaN 500 ...ttt ettt et et et s eee et et e e eeeee et et eeeeeseeeeet et et eseeeee et eeeeeaeeeeens 10

Q20. What is the primary method used to identify isolates of Mycobacterium tuberculosis complex in your
laboratory?
SELECT ONE ANSWER ONLY.

BIOCHEMICAIS .....vovecvees ettt s ettt en et n et en et eneee e et eneneenas 0.
HPLC oottt O-
Gen-Probe® - The AccuProbe® System: Mycobacterial Identification ...............cccccceeene Os
(€T o (o=t [§1=T o o] o o O O TP PPV PPPPRPPPPN 04
Laboratory developed real-time PCR @SSAY ........cccoueiiiiiieiiiiieiiiee e Os
PRA (PCRIRFLP) ..ottt ettt et ettt en sttt n e Os
HAIN® GENOTYPE MD GSSAYS .....v.veeeveeeeeieseeeeeesteeeeteeeseseeseseseesesesessesesessesesssesesses s esenans O~
AUtoGENOMICS = INFINITI® ANIYZET ...t Os
AKONNi - TruDIagNOSIS SYSIEIMS ...eiviieiiiiiiiiiie e e ciiieiie e e s st te e e e e e s s e e e e e s enaaeraeeeessnnnnees O
BACEC 460 NAP tESE ......vocvvvereecveciieieeseseseeseeseessesses s s st en s essnsnns O w0

Innogenetics® InnoLipa Mycobacteria ...
Laboratory developed conventional PCR .. .
(0] T=Y OO O 13



Q21. What other secondary or confirmatory methods are used for identification of Mycobacterium tuberculosis
complex in your laboratory?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Gen-Probe® - The AccuProbe® System: Mycobacterial Identification
GENELIC SEQUENCING .ooeiiiiiiiiiiiee ettt ettt e et e e e e iae e e e e e
Laboratory developed real-time PCR assay
PRA (PCRIRFLP) .ot
HAIN® GenOTYPE MED @SSAYS ....eeeiiiiiiiiiiiiiiee ettt e e e e e e e e e e ennnnes
AutoGenomics - INFINITI® ANAIYZET ........ooiiiiiiiiiiiiiee et e e
AKONNi - TruDIagNOSIS SYSIEIMS ...viviiiiiiiiiiiiee e e e siieiee e e s s e e e e e s st re e e e e s sraaareeeeeesnnnnees
BacteC 460 NAP TESE .......oiiiiiiiiiii i
Innogenetics® INNOLipa MYCODACIEIA .......oviiiiiiiiiiiiiee e
Laboratory developed conventional PCR .........occuiiiiiiiiiiiiiiie et
Referral to outSide [abOratory ...
None, other confirmatory methods are not used in my laboratory. ..........ccccccvvveeeeeiinnnnnn. 14

Q22. Please indicate the selection that most closely fits the culture identification algorithm in your laboratory.
SELECT ONE ANSWER ONLY.

We only identify growth as acid-fast bacilli present. ..o 01
We identify as acid-fast bacilli, and differentiate M. tuberculosis complex from

nontuberculosis mycobacteria (NTM). ....oooiiiiiiiiiiiee e O
We identify M. tuberculosis complex, and some common NTM (eg. M. kansasii, M.

avium, etc.) Whenever POSSIDIE. ........c.oiiiiiiiiiiee e Os
We identify M. tuberculosis complex, and Mmost NTM. ... 4
We identify M. tuberculosis complex, NTM, and have the capability to identify M. bovis

and M. bovis BCG within the M. tuberculosis COMPIEX. ..........ccoocviiiiiiiiniiiiiieceieees Os

Q23. In your laboratory, are culture identification procedures (e.g., Accuprobe, HPLC, etc.) typically:
SELECT ONE ANSWER ONLY.

BAICHEA ......vocveceiececeeteeece et sa ettt ettt 0.
Batched but also performed as soon as possible on special request .. .02
Started as soon as possible after a positive AFB culture is detected ............occccvvveeeennnns Os

Q24. On average, how many days per week are Mycobacteriaidentification tests conducted?
SELECT ONE ANSWER ONLY.

Q25. In your laboratory, approximately what percentage of mycobacterial cultures processed within the last year
were positive for M. tuberculosis complex?

(Please do not include AFB blood cultures.)
SELECT ONE ANSWER ONLY.

26-40 %
41-50 %



Q26. In your laboratory, approximately what percentage of mycobacterial cultures processed within the last year
were positive for NTM?

(Please do not include AFB blood cultures.)
SELECT ONE ANSWER ONLY.

11-20 %
21-30 %
MIOTE TNAN 30D . ee et ee et ettt n e s e e e e e e ee et et et n s s s e et et e e enenennene O+

Q27. What type of Drug Susceptibility Testing (DST) does your laboratory perform?
SELECT ONE ANSWER ONLY.

Direct (from smear positive clinical Specimen) ONly .........ccoccveiiiiiiiiiiieii e O:
Indirect (from poSitive CUILUIE) ONIY ....o..eeiiiiei e O
DIF€CE AN INGITECE ......veeeeeeee ettt sttt es e st e et sttt enennenenenens Os

Q28. In the last year, what was the average number of M. tuberculosis isolates set up for first-line drug
susceptibility testing each month?
SELECT ONE ANSWER ONLY.

Q29. What methods does your laboratory use for first-line drug susceptibility testing?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Agar proportion .... O
BACTEC 460 TB ...t eeeeeeee et e ettt ettt en st en et n s en e, O
BACTEC MGIT 960 ...ouiiiiiiiii ettt e e e e e e e e e et e e et e e et e e et eeeannnns Os
MANUAL MGIT ..ottt ene e n et en s ene e en et eneneenas 04
VETSA TREK ..ottt ettt ettt ee s ee e renae Os
EEESE . eeeeeeeeeeeeeee et e ettt ee e et et et et et et ettt ee e e ettt ettt et e et ettt ee e e et ettt renenneas Os
MOIECUIAE MEENOU ...ttt ettt e et ee e e en e -
OUNET oottt ettt ettt ettt een Os

Q30. Which is the primary method for first-line drug susceptibility testing?
SELECT ONE ANSWER ONLY.

AGAT PIOPOIION ....vovieeveeceeeseeseeseesteseseesese s s eseeees s sessenssees e es st ensseesneetaseneseesee st enneeeas 0.
BACTEC 460 TB ..ottt ettt n et nee et neseane s snenens O-
BACTEC MGIT 960 ....eeeeeeeeeeeeeeeeeeeeeee et e s eeeeee e e ees e s et et eveseses e aeet et et et enes s s s eeeeerenenenees Os

MANUERL MGIT .ottt ettt e et e e et et et et e e e e es et et et et et et e s e e seseeeeeesesenes Oa




Q31. Which drugs are included in your first-line drug susceptibility panel?

(Check all that apply.) dst_g5
SELECT ALL ANSWERS THAT APPLY.

ISOMIAZIT ..ot en et O

RIFAMPIN ..vcveecee ettt O

PYFAZINAMIOE ..o s Os

EthaMBULOL ......oeoveceececvececeee s s, Oa

SHEPLOMYCIN ..ottt Os

CIPIOFIOXACIN ...vveeeceeeeee et Os

(01103 L] H TR O~

Q32. How does your laboratory confirm first-line drug resistance?
SELECT ONE ANSWER ONLY.

Refer to another [aDOratory ............oooo i
Confirm in-house by repeating the original method
Confirm in-house using a different method ................
Confirm in-house and refer to another laboratory
Our laboratory does not confirm resistance ...
LTS T PP PPPNE

Q33. In your laboratory, when resistance to first-line drugs is detected, typically how soon is the isolate tested (in-
house or referred) for susceptibility to second-line drugs?
SELECT ONE ANSWER ONLY.

Concurrently with first-line testing when a high clinical suspicion for resistance exists .... 01

As soon as first-line drug resistance is initially detected .............cccoeveieiiiiiiiiieeneie, O
As soon as first-line drug resistance is confirmed through additional testing ................... Os
] Y=Y OO O4

Q34. Which of these hypothetical first-line drug susceptibility results would prompt testing (in-house or referred) to
second-line drugs?

(Check all that apply.)

SELECT ALL ANSWERS THAT APPLY.
Isolate resistant to rifampin ONIY ........c..oiiiiiieii e
Isolate resistant to both rifampin and isoniazid
Isolate resistant to rifampin and another first-line drug (not isoniazid)

Isolate resistant to any two first-liNe drugs .........cccuueeiiiiiiiiiiiii e
BY FEOUESE ONIY ittt e e ba e e
Second-line testing always performed concurrently with first-line panel ...............ccccoc.. Os
UNSUIE ..ottt ee ettt ee ettt n et e st et s e et en st en s e eneseesen e etenans O~

Q35. What methods does your laboratory use for second-line drug susceptibility testing?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

F o T= T o] fo] oTo] 1 1 o] o H OO PP PO T POPPPPPPTTRTPIOt
BACTEC 460 TB ........

BACTEC MGIT 960
MANUAL MGIT it

L 13 T SRR

Q36. What method does your laboratory primarily use for second-line drug susceptibility testing?
SELECT ONE ANSWER ONLY.

AGAT PIOPOTHON «...voiceveeceeeseeesteseeeseeetes s s s eeesses e s tesese st s e sess s stes s eesseneseesneessneneesnes 0.
BACTEC 460 TB ...oovoivueeeisieiseiseieises ettt sttt O-
BACTEC MGIT 960 ...ouiiiiiiiii ettt e e e e e e e e e et e e et e e et e e et eeeannnns Oz

Manual MGIT




Q37. Which drugs are included in your second-line drug susceptibility panel?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

High LeVel ISONIAZIA .......eeeiiieiiiieie et e e e e e
High [evel ethambBULOL .........oooiiii e e
11 (=T 0100] 10}t o HR O T PP PPV OTPPPRPPPPIN
CIPFOfIOXACIN et e e e nb e et e e
(0] 1[0) T o IO TSP TP PTPPPTPPN
MOXIFIOXBCIN ...ttt ettt e ettt e e e e e et e e e e e e e sabb b e e e e e e e annnrneeas
LEVOTIOXACIN ...t
RIFADULIN ..
(0= To] (=T0] 111/ | HEUUO TP P PP PRPPPPPPPTN
Kanamycin .......

Amikacin .......
Ethionamide
Para-aminosalicylic acid
(0311 (o1 =T o o [ P PP OPUPPPPPPTPN
(@10} 7=V.4= 14411 0 L= P PP PTRRPN
LINEZONIA ...
IMIPEINEIM .ottt e e et e e e e e et e et e e e e e bbb b e e e e e s anbbbeeeeaeesannnnnnes
(01T SO O PP PT R UPPPPPPPN

Q38. How does your laboratory confirm second-line drug resistance?
SELECT ONE ANSWER ONLY.

Refer to another [aD0Oratory ............oooi i O:
Confirm in-house by repeating the original method ............ccccoiiiiiiiiiee O-2
Confirm in-house using a different MEethod ............ccciviiiii e Os
Confirm in-house and refer to another [aboratory ... 4
Our laboratory does not confirm second line drug reSiStanCe ............cccceveeeriiiiiieeeeennnns Os

Q39. Which type of IGRA does your laboratory perform?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

QUANtIFERON-TB GOId (CEIESHS) ......evveeeeceeeeeeeeeeesteees et s e sesesees e O:
QUaNtiFERON-TB Gold IN-TUDBE (CEIESHS) .......vvevvreeeeeeeeeeeeeeeseseeeeee e s O
T-SPOT.TB (OXFOrd IMMUNOTEC) .....v.voeeeeeeeeeeeeeeeeeeeee et eee s Os
UNSUE oottt ee e e ettt e e e e et e e e e eeenee e e e s s eeee et nennneeeas Oa

Q40. Does your laboratory report numerical values for IGRA results?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt e e 01
NO ettt ettt ettt ettt ettt ettt ettt ettt ettt ettt n e eeeen O
UNSUE ettt ettt et ee ettt e e e e e et et et e e e e e e e e e e e e e eeesee et e e eeeesesees et et eeeeerenennens Os

Q41. Does your laboratory perform testing for the molecular detection of mutations associated with drug resistance
(mol-DR) for M. tuberculosis complex?
SELECT ONE ANSWER ONLY.

YES i

No, clinical specimens are referred for mol-DR

No, culture isolates are referred for MoI-DR ..........cccoiiiiiiiiiiii e,

No, clinical specimens and culture isolates are referred for mol-DR ...........cccccceeiiiiiinns 4
No, mol-DR is not available in-house or through referral ............cccooiiiiiiiiii. Os

Q42. Which assay does your laboratory perform for mol-DR?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Conventional DNA SEQUENCING .....uuuiiiiiaiiiiiiiiite e ettt e e e e e et e e e e e s e ssbebe e e e e s assbreeeaaeeaannes O:
PYFOSEQUENCING ...eveveveceeeeeeeseseseseeses e seeeeeesesesessesessesseesesesessensseesenesessenseess s seeneneesnenens Oz
Cepheid® GeneXpert MTB/RIF Assay ... .. Os
INNOGENELICS® INNO-LIPA RIf.TB .....cvvieiieeeeeeeeesteeeseee et ees s st enes e, 4
HaiN® GeNOTYPE MTBDRPIUS .......oveveeeeeeeeeesteeeeeeeseeee s s eses e eeses s ssesee s ses s esenans Os
Autogenomics INfiNiti MDR-TB @SSAY .....uuvvvrieeeiiiiiiieieeeiiiiriereesessnsreeeeesssssnnereessssssnsseees Os
AKONNT TIUAITAY MDR-TB TES ...evivieeeeeeeeeeeeeeeeetee e eeeeeeeeee e eee e sen e O+
Laboratory developed real-time PCR ..........ooiiiiiiiiiiee et Os

OUNEE ettt ettt ettt e et ettt ettt ettt ettt n e O



Q43. Does your laboratory perform mol-DR on the following?
SELECT ONE ANSWER ONLY.

Direct Specimens, but NOL ISOIALES ...........uuiiiiiiiiie e O:
Isolates, but Not direCt SPECIMENS ..o O-2
Both direct Specimens and ISOIALES ..........cceeiiiiiiiiiieeiie e Os

Q44. What is the average monthly testing volume (specimens and/or isolates) for mol-DR in your laboratory?
SELECT ONE ANSWER ONLY.

Q45. For which of the following gene mutations associated with resistance to antituberculosis drugs is molecular
testing performed (in-house or referred testing)?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Referral Strategies (Question 46-57)

Q46. Does your laboratory routinely refer any of the following to another laboratory for AFB testing?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

YES, SENU SPECIMIEINS ...eiiiiiiiiiiei e e e ettt e ettt e e e e e bbb e e e e e e e st be e e e e e e s aannbareeeaeeeannbnneaeeaan O:
YeS, SENd POSITIVE CUITUIE ......ueiiiieiiiiiiii ettt e e e e e e e e e e e enenbeeeeas Oz
Y @S, SENA ISOIALES ......voveveieececeeeeieceeeee e ste et esae sttt n s Os
NO vttt ettt a ettt eeen Oa

Q47. To which laboratory(ies) do you refer AFB specimens, cultures and/or isolates?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Regional or National Commercial Reference Laboratory ..........cccccccvveveeeieiiiiinieneesinicinnnns 01
Clinical (Hospital) Laboratory Within our State .............cccooiiiiiiiiieiiiiiieee e O
Clinical (Hospital) Laboratory Outside of OUr State .............ccccveiiiieiiiiiiiiiee e Os
State Public Health Laboratory within our State ...........ccceeeiiiiiiiiee e Oa
City or County Public Health Laboratory within our jurisdiction ...........ccccccceeeviviiiereeinnns Os
Other State Public Health Laboratory (outside of our State) ..........ccccccveeiiiiiiiiiiiieeeene Os

US Centers for Disease Control and Prevention ..........cccccocooooioiiiiiiioiisisiccsesesesessse s O+



Q48. You indicated that you refer specimens and/or isolates to a referral laboratory. Approximately what is the
distance between your primary referral laboratory and your laboratory?
SELECT ONE ANSWER ONLY.

Less than 10 miles
L1-25 MUIES ooiieeiiiee et e ettt e et e e e e e et e e e e e e et ee e e e e e e na bt eae e e e ntaaeteeeaannrrraeaeeeannnes
26-60 MIIES .o
MOTE ThAN B0 MIIES ...eeeeeeeeeeeeeeeeeeeeeeee et eee ettt et et es s et et et et et et et s e s e eeeeeeeneseees Oa

Q49. For which AFB testing or services does your laboratory refer specimens or isolates to your state or local
public health laboratory (PHL)?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Do not refer to the state or local PHL .........c.ccocviiiiiiiii e 0.
Refer unprocessed patient specimens for smear and culture ...........cccccoovveeiiieienineennne, O-
Perform smears in house and refer specimens for CUlture .............cccceeeeiiiiiiiiiee e, Os
Process specimens, inoculate media and refer for incubation ............cccccoiiiiiieiiiinnnn. 4
Refer positive cultures for identification ..............ccoouiiiiiiiii e Os
Refer NTM isolates only for identification ............ccccveeeiiiiiiiie e Os
Refer isolates for first-line drug susceptibility teSting ..........cccceviiiiiiiiieiii e O+
Refer isolates for second-line drug susceptibility teStiNg .........cccooiiiiiiiiiiiiiiiiieee e, Os
Refer specimens for NAAT or other molecular detection .............ccccveeieiiiiiiiiieeees e, O
Refer specimens/isolates for molecular detection of mutations associated with drug

FESISLANCE .....cvoveveceeeeetceeeeeteeeeeee s eeeee et saee et esaes et enseness s en s eneen st enaen s enaenee s neeneesnaanees O 10
Refer isolates to the state or local PHL to comply with state law/requirements or on

FEOUESE ..evoveeeeeeeeeeeseseeeeses e s ees s e s s e e s e e s es e e et ese st et e e e et s e s ees e s e et ensseenenenseneneesannensinans Ou
Refer Specimens fOr IGRA ... ... e ittt e e e s O
Refer isolates of Mycobacteria tuberculosis for genotyping ..........ccccceveeriiiciieieees e, s

Q50. You indicated that you do not refer specimens or isolates to your state or local PHL. Why not?

(Select up to 3 choices.)
SELECT ALL ANSWERS THAT APPLY.

TUIN-AroUNG-TIME ISSUES ....iiiiiiiiiiiiiiiiieeeeeeieteee et eeeeeeeeeeeeeeeeaeseaesesssesessaesseesesssssesssssssesesnnne O:
Customer service issues .. )
COSE OF SEIVICES .....voveiveeieeeeeieeeeeieveeeee e e et s et en st n s aen et enee s e Os
COMMUNICALION ISSUBS ....vtieiiiiieiiiiee ettt st ettt sttt et e et e e e e e e b e e snbeeeanes 4
Billing (DUSINESS PraCiCES)? .. .ueieiiieieeie ettt e et e e e e et e e e e e e annnnnees Os
Specimen ShipPINGATANSPOIT ..o e e e e ebe e e e e e e e enne Os
Monday — Friday work schedule . Lz
Menu of services does NOt INCIUAE DST ......ccoouiiiiiiiiiiiiie et Os
Menu of services does not include NAAT or Direct Detection ..........cccceeeeeeveieieiiieiecceeinnns O
RESUILS are NOt relIAbIE .........uueeieiii s O
PHL does NOt aCCEPE SPECIMENS .....couvviiiiiiiieiiiiee ettt Ou
Our laboratory has contractual oblications with a different referral laboratory .................. [EP)
Availability of electronic accessioniNg/rePOrtiNg ........c.couiiiurieiiieiiiiiieiee e s
OUNEI ettt ettt ettt ettt ens [P

Q51. Does your laboratory monitor the turnaround time of your referral laboratory(s)?
SELECT ONE ANSWER ONLY.

Q52. Are you generally satisfied with the turnaround times produced by your referral laboratory from specimen
receipt to reporting of . . .
SELECT ONE ANSWER ON EACH LINE ACROSS.

Yes No Not Applicable
AFB Smear Results (24hours)? .., O1 O2 Os
Identification of M. tuberculosis
complex (21 days)?......cccceeeeend O1 O2 Os

Drug Susceptibility Testing
Results for M. tb complex (28
JAYS)? i O O2 O3




Q53. Does your referral laboratory notify the following entities with the following results?

(Check all that apply.)
SELECT ONE ANSWER ON EACH LINE ACROSS.

Smear Culture Positive Mtb Drug Unsure
Positive positive for | Identification | resistance
form AFB AFB detected
Clinical Care Provider ................. O O2 Os O4 Os
Original Submitting Laboratory..... 1 O2 O3 04 Os
State or Local Health
Department (TB Contral).........., 1 2 O3 a4 Os

Q54. In addition to your laboratory, who receives reports (either written or electronic) from your referral laboratory?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Ordering Clinical Care Provider (physician, cliniC, tC) .........cccccoviiiiiiiiieinieec e 01
Original submitting 1aD0ratOry ........vvviiiiie e O-2
State or Local Health Department (TB CONIOI) .......c.uueiiiiiiiiiiiiiiiee e Os
State, County or City Public Health Laboratory .............ccooiiiiiiiiiiiiiiiieiee i 4
UNSUIE oot n e eneeen .. Os

No other entity receives reports from our referral laboratory ............ccccooviieiiiiiiininecnnn, Os

Q55. Does your laboratory receive referred specimens or isolates for any AFB testing?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

YES, FECEIVE SPECIMENS .....viiiiiiiieeiii ettt ettt e ettt e bt e et e et e et e e asbe e e e e e e nnbe e e anneeeas 0.
YES, FECEIVE ISOIALES .....ooiiiiiiiiiiiie it O
YES, reCeive POSILIVE CUITUIE .....oiiiiiiiiiiii ettt et e e e e e e eeeeeeas Os
N TR Oa

Q56. What Mycobacteriology reference services do you provide for other laboratories in house?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

SIMEAL ...ttt ettt ettt ee ettt ettt e et n ettt nens O:
Direct Detection (e.g NAAT) to identify Mycobacterium tuberculosis complex Oz
MYCODACLETIUM CUIUIE ... et ee e ettt eeen s s e e e enos Os
Identification of Mycobacterium tuberculosis complexX only ...........ccccceeiiiiiiiiiieeen e, 4
Identification of frequently encountered NTMS. ........ccooiiiiiiiiiiii e Os
Identification of all MyCODACIENUM SPP. ...vvviiiiiiieiiiii e Os
Confirmation of Mycobacterium identification

First-line drug susceptibility teStING .......c..uuiiiiiiiiiie e
Second-line drug susceptibility tEStNG .........uveiiiiiiiiii e
Confirmation of Drug RESISIANCE .......ccciiiiiiiiiiiie i e st e e s s e e e e s serreeeaeeeennes
Molecular testing for mutations associated with drug resistance ............c.cccccevvveeriiinnnnnn. On
Genotyping
(01T OO PP PPPPPPTPTON

Q57. From whom does your laboratory primarily receive specimens, cultures, and/or isolates?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

PUbIiCc health ClINICS ........eeiiiieeee e e e e

IN StALE NOSPILAIS ..ottt e e e e e e e e e et e e e e e e e annreeeas

Out Of State NOSPILAIS .......veeeiiiiieii e

L 012 (WA= T T 1o =SSR
Public health laboratories . .
INIAN NEAItN SEIVICES .....eiiiiiiiiiii e e e e e
CommMmeErCial IaDOTALOTIES ......ciuviiiiiiiie it
Corrections (Jails aNnd PriSONS) ........eeeiiuiiieiiiie ettt Os
MIlIEANY NOSPILAIS ..ottt ettt n st ee e en e, Oo
VA NOSPIEAIS ...ttt ettt es st n st et en et en et en e en s e O
Refugee health SEIVICES .......coiciiiiiici e e e e On
[LaL=Tg g PV o g F= UK~ 1] T LSRR [EP)
IMMIGrAtiON SEIVICES .....eeiiiiiiiiiiiiit ettt ettt e e e e e e e s e bbb e e e e e e annneeeas s

ORI ettt et ettt e ettt et e ettt e e en et 14



Specimen Collection, Handling and Transport (Questions 58-60)

Q58. In what format(s) is your laboratory’s manual of services (information on available tests, specimen collection
and handling) available to your clients?
SELECT ONE ANSWER ONLY.

Electronically only

HAIA COPY ONIY ettt ettt e ettt e e e e e e e e bbb e e e e e e e abbb e e e e e e ennnrneeas
Both electronically and in hard COPY .......ooouviiiiiiiiiiie e Os
We do not provide a manual of services to our Clients ...........cccocveeiiiieeiiiie e 04

Q59. What is the maximum transport time that your laboratory allows before a specimen will be rejected (date of
collection to date of receipt)?
SELECT ONE ANSWER ONLY.

0= 24 NOUPS ..o
24 -A7 NOUPS ittt e e e s e e s e e s e e
48 -TL NOUIS ..ot
3 days —1 week

8 days —1 month
Our laboratory does not have a rejection policy for maximum transport time ................... Os

Q60. What is the single biggest obstacle to the timely transport of specimens to your laboratory?
SELECT ONE ANSWER ONLY.

WE NAVE NO ODSEACIES ...ttt ene s O:
Lack Of COUNEI CATIEF SEIVICE ......eiiiiiiiiiiiiiee e ettt e e e st e e e s e e e e e e ennennees O-2
Frequency of courier/ carrier service (e.g. courier/ carrier picks up specimens at

INFIEQUENT INEEIVAIS) ...ttt et s sttt ee s en s en e enans Os
COSt Of COUIEIT CAITIEE SEIVICE .....uieiiiiieieieeiite ettt e e e e e e e e nba e e e e e e 4
Unreliable courier/ carrier service (e.g. courier/ carrier does not always show up when

(STed g [=To 0] =To ) RO P PP UROPPUPPRTPRN 5
Batching of specimens prior to transport (e.g. test requestors batch multiple specimens

before sending them to the 1aboratory) ..o Os

Other

Turn-around-Times (Questions 61-67)

Q61.Does your laboratory monitor turn-around-times for:

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Specimen COlIECTION tO FECERIPL ........ueeiiiee ettt e e e e e 01
Specimen receipt to reporting of AFB Smear reSUltS ...........coooveiiiiiiiiiiienniec e O-
Specimen receipt to reporting of Direct Detection RESUIS ............cccoviviiiiiiiiinieeiiiieee Os
Specimen receipt to reporting of M. tuberculosis complex identification results from

culture 4
Specimen receipt to reporting of M. tuberculosis complex drug susceptibility results ....... Os
We do not routinely monitor turn-around tIMES ...........ccooiiuuiiiiieiiiiiiiiee e Os

Q62. What percentage of clinical specimens does your laboratory receive for Mycobacteriology testing within 1
calendar day of specimen collection?
SELECT ONE ANSWER ONLY.

10-19%
20-29%
30-39%
40-49% ...
50-59%
60-69%
70-79%
80-89%
90-100%




Q63. What percentage of clinical specimens for Mycobacteriology testing are received 3 or more days after
collection?
SELECT ONE ANSWER ONLY.

05900 oottt et ettt ettt 01
L0-L9UB .ottt ettt ettt nes O-2
20729%0 .ottt ettt ettt ettt ettt en s Os
3073900 ettt ettt ettt ettt et ettt ettt e ettt ettt e ettt enen e Oa
BO-BOYD .ottt ettt Os
BO-5DD ..ottt ettt ettt et eenen Os
BO-BOYD ...ttt ettt ettt ettt ettt ettt et ettt eeen O+
TO-TOYD ettt ettt ettt et e e ettt ettt ettt ettt ettt et er e neae Os
B0-BOUD ..ottt ettt ettt O
90-100%D . veeeee ettt ettt ettt e ettt O

Q64. In your laboratory, what percentage of AFB smear microscopy results are reported to the provider within 24
hours of specimen receipt?
SELECT ONE ANSWER ONLY.

30-39%
40-49%
50-59%
60-69%
70-79%
80-89%
90-100%

Q65. In your laboratory, what percentage of M. tuberculosis complex Direct Detection results are reported to the
provider within. . .
SELECT ONE ANSWER ON EACH LINE ACROSS.

0-9% | 10- 20- 30- 40- 50- 60- 70- 80- 90-
19% | 29% | 39% | 49% | 59% | 69% | 79% | 89% | 100%

48 hours of specimen receipt?...., O1 O2 O3 O4 Os Oe Oz Os Oo9 | O1o

72 hours of specimen receipt
(response should include %
reported within 48 hours (i.e.,
cumulative))?.......ceeeeeeeeninnenennn, 1 O2 O3 a4 Os Os 07 s Oo 010

Q66. What percent of M. tuberculosis complex does your laboratory identify from culture of clinical specimens (e.g.,
sputum) within. . .
SELECT ONE ANSWER ON EACH LINE ACROSS.

0-9% | 10- 20- 30- 40- 50- 60- 70- 80- 90-
19% | 29% | 39% | 49% | 59% | 69% | 79% | 89% | 100%

14 days of specimen receipt? ...... 01 02 O3 O4 Os Oe Oz Os Oo | O1o

21 days of specimen receipt
(response should include %
identified within 14 days (i.e.,
cumulative))?....coveeiininiiiiien | O1 O2 O3 O4 Os Oe Oz Os Oo | O1o

28 days of specimen receipt
(response should include %
identified within 21 days (i.e.,
cumulative))?.......eeeeeeeeecninnnnennn, 1 O2 O3 a4 Os Os 07 s Oo 010

Q67. What percent of M. tuberculosis complex first-line drug susceptibility testing results does your laboratory
report from clinical specimens (e.g., sputum) within. . .
SELECT ONE ANSWER ON EACH LINE ACROSS.

0-9% | 10- 20- 30- 40- 50- 60- 70- 80- 90-
19% | 29% | 39% | 49% | 59% | 69% | 79% | 89% | 100%

28 days of specimen receipt? ...... O1 O2 Os 04 Os Os O Os Oo 10

35 days of specimen receipt
(response should include %
reported within 28 days (i.e.,
cumulative))?....ceeeiiiiniiiiien | O1 O2 O3 O4 Os Oe Oz Os Oo | O1o




Reporting Practices (Questions 68-72)

68. Does your laboratory have the capability to report results electronically to the:
SELECT ONE ANSWER ONLY.

State or Local Public Health Department Only ...........ccccooiiiiiiiiiiniieeiceee e 0.
Clinical Care ProVider ONIY .........oocueeiiiiiiioiiii et e e e e s sireneeaae e anes O
Both to State or Local Public Health Department and to Clinical Care Provider ............... Os
Laboratory does not have electronic reporting capability ...........ccccoviieiiiieiiiieceeee Oa

Q69. To whom do you report positive test results for AFB smear, Direct Detection and/or culture?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Health Care PrOVIAEY .........eiiie et e e e e e e e et rr e e e e e e annnes 01
State or Local Health Department (TB Controller) o )
INFECHON CONIION ......voveeceeeeeeeeeeee ettt en e en et neseen e sn e Os
SUBMILtING LADOTALOTY .....eveveeeeeeeeeeeee ettt es et n s en st ens e 4
NUFSING FLOOT ..ottt e sttt n sttt at s e s et tes s e Os

Q70. Which of the following are considered “critical values” (i.e. For which values do you expedite notification) in
your laboratory?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

POSIIVE AFB SMEAT ......veceerecvcesceeeeeseeeesee e seseesessssse s ssesseses s st ense s anees st an et ensreesens 0.
POSIIVE TB CUIUE ~...v.ivcecveceeeecee et et 0.
Direct Detection positive for M. tuberculosis COMPIEX ...........eeiiiiiiiiiiiiiiieiiieeee e, Os
DIUG FESISEANE TB ...ttt seee e teees s ees et et st es st st ese st es s et en s s en et enen s 4
MUIt-APUQG TESISTANE TB ... eeeee et et e e e ettt eee s e e eeeeeeeeeen e Os
NODIE ..vovoet ettt e et e st a st a et eea st n s s s e st st n et st e s st n s s ens s st et Os

Q71. What is the primary way your laboratory reports critical values (expedited notification) to the state or local
public health department and the clinician?
SELECT ONE ANSWER ON EACH LINE ACROSS.

Phone Fax Email | Electro | Postal | Postal | Web- We
nically | mail - | mail - | based | never
throug | LIMS | report | reporti | report

h reports | generat | ng tool | results
Laborat | deliver | ed by to this
ory edvia | hand entity
Informa| mail not
tion throug
Manag h LIMS
ement
System
reports
deliver
ed
automa
tically
State or Local Public Health
Department .........oooeeiiiiieiinnns O O2 Os O4 Os Oe Oz Os
Test requestor ......occvvveveeeiieinnnn O O2 O3 04 Os Os Oz Os

Q72. Do you notify the submitter when drug resistance is suspected by preliminary test results (e.g. the initial DST
results suggest Rifampin resistance and confirmatory test results are underway)?
SELECT ONE ANSWER ONLY.

Yes as so0n as resistance iS SUSPECIEU. ......c.uuviiiie ittt O:
NoO, not until resistance is CONFIMMEd. ...........ooiiiiiiiiiii e O




Laboratory Staff and Training (Question 73-85)

Q73. Does your Mycobacteriology staff consist of the following:
SELECT ONE ANSWER ON EACH LINE ACROSS.

Yes No

Staff that work in
Mycobacteriology only.............. O O2

Staff that work in
Mycobacteriology and other
areas of Microbiology ................ O O2

Staff that work in areas of the
laboratory other than
Microbiology that are cross-
trained to perform AFB
PrOCESSING....vvviiiieaaiiiiiiieaaaaannd O O2

Q74. How many Full-Time Equivalents (FTEs) are in each of the following staffing categories in your laboratory?
WRITE IN ANSWER WITHIN THE RANGE O - 255

Q74. How many Full-Time Equivalents (FTEs) are in each of the
following staffing categories in your laboratory?

Staff that work in
Mycobacteriology only...............

Staff that work in
Mycobacteriology and other

araac nf Mirrnhinlamy

Staff that are cross-trained to
perform AFB processing or

tactinn

Q75. What is the average number of years of professional, diagnostic Mycobacteriology experience of the current
staff in your laboratory?
SELECT ONE ANSWER ONLY.

LESS thAN L YEAT ..ottt e et et et en s e e O:
125 YRS .ottt ettt e ettt ettt sttt en et n e nens O
Lo LY=L= V1Y Os
L0220 YEAIS .ottt eee e e et e ettt ee ettt Oa
MOTE thAN 20 YOS ....eeeeeeeeeeeeeeeeeeee e eeeee ettt et ee e e e e e et et et ee e s s e e e e e eeeeeeereos Os

Q76. Have you experienced staff shortages for Mycobacteriology within the last 12 months?
SELECT ONE ANSWER ONLY.

Q77. Have those shortages resulted in a decrease in AFB services or an increase in turnaround times?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt O:
NO ettt ettt ettt ettt ettt ettt ettt ettt ettt et et n et ens O
UNSUIE ettt e et et e e et et e e e e e et e e e e e et e e e et e e s e e ee et ee e n e e e Os

Q78. Has your laboratory experienced any obstacles in recruiting qualified staff to perform Mycobacteriology
testing?
SELECT ONE ANSWER ONLY.



Q79. What are the biggest obstacles in recruiting qualified staff to perform Mycobacteriology testing?

(Select up to 3 choices.)
SELECT ALL ANSWERS THAT APPLY.

Individuals in the applicant pool lack professional eXperience ...........cccccooevuvieeereerniinnnnn. O:
Individuals in the applicant pool lack certification .............cccceeieiiiiiiiiiiei s O-2
Inability of your institution to offer competitive salary ...........ccccovviiiiiiiinii e Os
Individuals in the applicant pool are resistant to working with Mycobacteria .................... 4
Shortage of Medical Technologists or Clinical Laboratory Scientists .............cccccceeeennnee Os
Individuals in the applicant pool are resistant to working the needed shifts (2nd shift,

3rd Shift, WEEKENAS) .....eiiiiiiie et e e e s e e e e s s araeeeeees
State liCENSING FEQUITEIMENES .....ooiuiiiiiiiie ettt e e e e s e e e e e e e s sabre e e e e e e aanes
Difficulty in NIFMNG PrOCESS ...coiiiiiiiiii ettt e e e e e e e e nennees
[ T T I (Y= .4~ SRR

Other please specify (Please write in)

Q80. Has your laboratory experienced any obstacles in retaining qualified staff to perform Mycobacteriology

testing?

SELECT ONE ANSWER ONLY.

YES oottt n et en et 0.
NO vttt ee et ee ettt e et et et et r ettt en et n et e en et ettt en et en et en e, O

Q81. What are the biggest obstacles in retaining qualified staff in your laboratory to perform Mycobacteriology
testing?

(Select up to 3 choices.)
SELECT ALL ANSWERS THAT APPLY.

Inability to offer COMPEtitive SAlAry .........occviiiiiiiiii e 01
Existing staff resistant to Working With TB .......coccuiiiiiiiiiiciiic e O-2
Retirement of experienced Mycobacteriology Staff ... Os
EFQONOMIC ISSUES ....iiiiieiee e e ettt ettt ettt e e e e et e e e e e s e sabb e e e e e e e e abbbe e e e e e ennbnneeas
Occupational Health Issues ....

Individuals in the applicant pool are resistant to working the needed shifts (2

3rd SHft, WEEKENAS) ...ttt ettt en e esn e O
Lack of advancement opportunities
Other (Please write in)

Q82. Choose which type of diagnostic Mycobacteriology training method your laboratory would be most interested
in participating.

SELECT ONE ANSWER ONLY.

TEIECONTEIENCE ...

WVEDINAT .ttt et e oo ettt e e e e e ekt b et e e e e e e e abb b e e e e e e e nbbe e e e e e e e annrnreen

COITESPONUENCE COUISE ....ieviiiieniie sttt etee ettt ettt et e sttt b e s e sbe et e e sbeeebeeaaneeeees

On-site training in your laboratory
Workshop at an off-site location
Wet laboratory .........ccccueeeeee.
Videotaped lectures ......... .
Lectures on CD-ROM ...t
Self study (paper or web-based)

Q83. What training topics are most relevant to those performing Mycobacteriology testing in your laboratory?

(Select up to 3 choices.)
SELECT ALL ANSWERS THAT APPLY.

10T T = /OSSP RRRR
AAFB SIMEAIS ...ttt ettt sttt ettt et e e s et e e e nnnnnnnnnee
Direct Detection of Mycobacteria ...........
AFB CUlture ........cccceviiiiiiieneenes

AFB Identification
Drug Susceptibility Testing for Mycobacteria
Interferon Gamma RElEASE ASSAYS ......ccuuueiiiieiiiiiiiieie ettt e et e e e e e e e
MOIECUIAr DIAGNOSEICS ....eeeeeieiiiiiiiiii e ettt e ettt e e e e ettt e e e s sib b e e e e e e e abbb e e e e e e e annreeeas
QA/ QMS/ |aboratory Man@gEMENT .........cccuurrrereeeiiiitiireeeesserteereeesasnsenrereeessansrnreeeeeasaes
TB public health issues/ epidemiolOgy .........ccecoiuiiiiiiiieiiie e
Other please specify (Please write in)




Q84. Did you provide Mycobacteriology training for other laboratories within the last year?
SELECT ONE ANSWER ONLY.

Q85. Do you receive Mycobacteriology training from your State Public Health Laboratory?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt ettt ettt O:
No, training was offered but not attended ...........cccvvvveeeiiiiiiiie e O-2
No, not aware of training OPPOIUNILIES ........ceiriiriiiiiiie et Os
UNSUIE ..ottt ee ettt ee et ettt n s et e st et st et en st en s e ene s esen e etenans 4

Safety Practices (Question 86 -92)

Q86. Has your laboratory performed a safety risk assessment at each stage of testing for mycobacteria (from
specimen receipt to reporting)?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt ettt ettt ettt ettt ettt O:
NO ettt ettt ettt ettt ettt ettt ettt ettt ettt et et n et ens O
UNSUE oottt ee e e ettt e e e e et e e e e eeenee e e e s s eeee et nennneeeas Os

Q87. Does your laboratory require the following for new employees performing Mycobacteriology testing?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

A one-step Mantoux tuberculin SKin teSt (TST) .....ccvveiiiiiiiiiiiee e 01
A two-step Mantoux tuberculin skin test (TST) or an interfern gamma release assay

(IGRA) <.ttt ettt ettt ettt ettt et en s O
A medical evaluation, including a chest radiograph, if the TST or IGRA is positive .......... Os
A medical evaluation as part of a respiratory fit testing program ...........ccccceevvvereniieennn. 04
NONE Of thE ADOVE ..ottt n et sn e, Os

Q88. Does your laboratory require the following for all employees performing Mycobacteriology testing?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

At least annual tuberculin skin test (TST) or IGRA on tuberculin negative employees .... (]
A medical evaluation if the TST or IGRA converts to positive or if symptoms of

tuberculosis are eXNIDILE ..........oooiiiiiiii e e O-2
Medical evaluation, follow-up, and counseling for any known exposure event or

TST/IGRA CONVETSION ...t eeee s s ee et es ettt en st ee s en et ene e Os
Maintenance of a permanent record of skin testing or IGRA results .............cccccceevviiinnes 4
A periodic (at least annual) symptom review for individuals with a history of latent TB

infection (LTBI) Or prior tUDEICUIOSIS ........ccoiiiiiiiiiiiiee et Os
Annual fit testing if N-95 or N-100 respirators are USed ............ocovcieereeeeeiiiiiieeeeee e Os
NONE Of the ADOVE ......eveceecvcee ettt ens s, O~

Q89. Which of the following types of respiratory protection, if any, are worn by laboratory staff performing
Mycobacteriology testing and how frequently is each type of respiratory protection used?
SELECT ONE ANSWER ON EACH LINE ACROSS.

Routinely Used Occasionally Never Used Unsure
by Most Staff Used
(in the

case of spills or
other special

circumstances)
Surgical MaskK.........cccccceeecvnnnnn. 1 O2 O3 04
N-95 respirator with fit testing ...... O1 O2 O3 Oa4
N-95 respirator without fit testing. . 01 02 O3 04
Powered Air Purifying
Respirators (PAPR)........cccovv. O O2 O3 O4

Q90. What is the BioSafety Level (BSL) of practices in your laboratory used for Mycobacteriology testing?

(Use the chart presented below as reference to answer this question.)
SELECT ONE ANSWER ONLY.




Q91. What is the BSL of primary barriers (i.e. safety equipment) in your laboratory used for Mycobacteriology
testing?

(Use the chart presented below as reference to answer this question.)
SELECT ONE ANSWER ONLY.

Q92. What is the BSL of secondary barriers (i.e. facilities) in your laboratory used for Mycobacteriology testing?

(Use the chart presented below as reference to answer this question.)
SELECT ONE ANSWER ONLY.

BSLL ceeeeeeeeeee ettt ettt ettt ettt ettt ettt ettt ettt ettt et renenneas O:
B 2 ettt ettt ettt ettt et e et n e O
BSL 3 ettt ettt ettt ettt Os
UNSUIE ettt et et ettt et et et et et s et et et et eseae e et e et ee et et esee et et et es et eter e et et eeeeeeeen e et eeesenenens Oa

Proficiency Testing and Quality Assurance (Questions 93-97)

Q93. Which external Mycobacteriology proficiency testing categories do you participate in?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

ACIH FASE STAIN ..ottt ettt e et es st s s st et st en s en e en s O:
MyCODACLENOIOGY CUIUIE ...t eennneeea O-2
Mycobacteriology 1dentifiCation .............cccueiiieeiiiiiie e Os
Mycobacteriology Drug Susceptibility TESHNG ........eveiiiiiiiiiiiiiee e 4
Mycobacteriology Nucleic Acid Amplification TeSting ...........ceeveiiiiiiiiiiiiiiiieee s Os
] Y=Y OO U P Os

Q94. Are you aware of the CDC Model Performance Evaluation Program (MPEP) program?
SELECT ONE ANSWER ONLY.

Q95. What improvements, if any, can be made in Mycobacteriology Proficiency Testing programs?
SELECT ALL ANSWERS THAT APPLY.

My PT program meets my needs as it currently existS ..........cccoceveviiieiniiieniiiee e 01
Make the challenges more diffiCult .............oovveeiiiiiiir e O
Decrease the cost of proficiency testing Programs ...........cc.ueeeieeiiiiiiieeee e eiiiees Os
Increase the frequency of Challenges ... 4
Decrease the frequency of ChalleNges .........cocouiiiiiiiiiiiii e Os
Improve the specimen quality leading to more consistent results .... . Oe
Increase the reporting OPLIoNS ..........coviiiiiiiieeiie e ..O7
Make the challenges less time consuming . Os
Offer more assay or analyte OPLIONS .........occuviiiiiiiiiiiiee it O

Q96. How are the results of proficiency tests used in your laboratory?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Compare your laboratory’s performance with other laboratories .............ccccccvniiiiieenne 0.
Assess the performance of individual 1aboratorians ..............ccccoiieiiriiieiiiii e O-
Review and revise training and CE activities based on PT results .........ccccccuveeeeeeiniinenen. Os

Review and revise laboratory procedures/processes .
To comply with CLIA/CMS reqUIFEMENLES ......uvieiiiiiieiiiiee ittt Os




Q97. Which of the following policies does your laboratory have in place?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Review and record the number of specimens rejected and the reason for rejections. ...... O:
Monitoring the resistance patterns of M. tuberculosis complex isolated in your

[ADOTALOTY ...ttt e e e e et et eeeeeeee e eee e eeenes O-2
Inoculate a negative control with each batch of cultures that are inoculated .. Os
Monitor contamination rates by SPECIMEN .......coiiuuiiiiiiiiiiiii e e 4
Monitor contamination rates by individual media ............ccccvvireeiiiiiiie e Os
Confirm or ensure confirmation of drug reSiStanCe ..........ccccoccvvviieeeeiiiiiiiee e Os
Maintain reference strains of Mycobacteria spp adequate for your QC procedures ......... O~
Limit the number of specimens submitted per patient ...........cccceoiiiiiieiiee e Os
To prevent cross contamination and false PoSItiVES ..........ccccoviieiiiiiieiiiie e Os
To detect cross contamination and false POSItIVES ...........cceeiviiiiiiiiieiiiie e [HET

Public Health and Epidemiology (Questions 98-110)

Q98. Does your state provide/ fund a no or low cost courier system to transport AFB specimens or isolates to your
state or local PHL?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt 01
YeS, BUt With IMItEH COVEIAGE ...t ee et Oz
NO ettt ettt ettt ettt ettt ettt ettt ettt ettt et et n et ens Os
UNSUE ettt e e et et et e et e e e et et ettt e e ee e e et e e e e et et et et eeeeaeeseseee et et e erenneneneas Oa

Q99. Under what circumstances does your laboratory communicate with other clinical, commercial, or other (non
public health) laboratories regarding Mycobacteriology?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Reporting Laboratory RESUIS .........cocuiiiiiiiiiiiie e 01
Providing guidance for submission of specimens to or from your laboratory p
Providing guidance for interpretation of laboratory results ..o, Os
Exchanging patient infOrmMation ............ocuuuiiiiiiiiii e 4
Formal training/ education sessions about laboratory methodologies ............ccccccevviuvnnens Os
URNSUIE ..voeoveeveee et ae e a et s st en s st sens et s s st en s s st esse s e s s ens e s st en et ensansnsans Os

Q100. Does your state legally require the submission of an isolate of M. tuberculosis complex from all new TB
cases to your State and/or Local Public Health Laboratory?
SELECT ONE ANSWER ONLY.

Unsure
N/A—we accept specimens from multiple states

Q101. Please rate your satisfaction with your State or Local Public Health TB Laboratory for the following
measures:
SELECT ONE ANSWER ON EACH LINE ACROSS.

Very Unsatisfied Neither Satisfied Very
Unsatisfied Satisfied nor Satisfied
Dissatisfied
Timeliness of results O O2 O3 O4 Os
Expertise of Staff ........ ] 01 02 O3 04 Os
Cost of Services... ] 1 2 O3 a4 Os
Accessibility......... ] O O2 O3 O4 Os
Menu of Services..... ] 01 02 O3 04 Os
Reliability of Results O O2 O3 Oa4 Os




Q102. Please rate your satisfaction with the US Centers for Disease Control and Prevention’s TB Laboratory for the
following measures:
SELECT ONE ANSWER ON EACH LINE ACROSS.

Very Unsatisfied Neither Satisfied Very
Unsatisfied Satisfied nor Satisfied
Dissatisfied
Timeliness of results 01 O2 O3 O4 Os
Expertise of Staff ........ ] O O2 O3 O4 Os
Accessibility......... ] O O2 O3 O4 Os
Menu of Services..... ] O O2 O3 4 Os
Reliability of Results O O2 O3 Oa4 Os

Q103. Under what circumstances does your laboratory communicate with the state or local Public Health
Department (TB Control Program)?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Reporting Positive Laboratory RESUIES ...........ccueeiiiiiiiiiiieiiiec e 01
Providing guidance for interpretation of or problems with laboratory results .................... O
Case and/ or CONOIM REVIEWS ........uuuiiiiiiiiiiiii ittt e e be e e e e ibee e e e e e e nne Os
Consultation concerning TB genotyping reSUIS ...........coocviiiiiiiiiiiiiiiie e Oa
To facilitate teStING FEQUESTES .......iiiiiieiiiee et Os

Research collaboration
UNSUIE .ottt
We do not communicate with the TB Control Program

Q104. Under what circumstances does your laboratory communicate with the state or local Public Health
Department (TB Control Program)?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Reporting Positive Laboratory RESUIES ...........cceiiiiiiiiiiiiiiiiee e 01
Providing guidance for interpretation with laboratory results .............ccccovieeiniiienneennn, O
Case and/ or CONOIM REVIEWS ........uuuiiiiiiiiiiiiii ettt e e e e e e e e e e e enne Os
Consultation concerning TB genotyping reSUILS ............ooiiiiiiiiiiiiieie e Oa
Formal training/ education sessions about laboratory tests ...........ccccccveeeiivciieieeeeviivnnnnn. Os
BUAGELANY ISSUES ....veveeeeeeeeeeeeeeeeeeeeeeee e seeee et et eeeseee e e et et et eeee s s eeeeeeeeneeos Os
Grants and cOOperative agrEeMENTS ........cc.uuiiiiieeiiiiiiiie e e e e eieeer e e e e e e sneer e e e e e e e sebreeeaeaeaanes O~
To facilitate teSHNG FEQUESES .....ciiiiiiiiiiiie ettt e e e e e sineeeeeaeeas Os
Research Collaboration ............coouiiiiiiiiiie e Os
UNSUIE oottt ee et en et s et n e et e st ene st ettt enesens e et es s s s snentenas O

Q105. How would you characterize your relationship with the jurisdictional TB Control Program?
SELECT ONE ANSWER ONLY.

Q106. Under what circumstances does your TB laboratory communicate with other clinical, commercial, and/or
public health laboratories within your jurisdiction?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Reporting Laboratory RESUIS ........ccocuiiiiiiiiiiiie e 01
Providing guidance for submission or referral of specimens to or from your laboratory ... O
Providing guidance for interpretation of laboratory results ............ccccceeeiiiiiiiiieeen i, Os
Formal training/ education sessions about laboratory methodologies ............cccccceveuvnnnns Oa
Laboratory inspection or regulatory VISIt .............cooieiiiiiieiniie e Os
Research Collaboration ............coouiioiiiiei e Os

UNSUIE ettt et et et et et et e et e e e et et ettt e e e e eae e et e e e e es et et et e e s s et et et et enenneneneas O+



Q107. Which of the following CDC TB laboratory services did your laboratory utilize in the past year?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

Submitted isolates for the molecular detection of drug resistance ..........cccccooeciiieieennnns O:
Submitted isolates for drug susceptibility teSting ..o O-2
Submitted isolates for identification within the M. tuberculosis complex ...........cccccocveene Os
Contacted CDC for techniCal QdVICE ............ccooiiiiiiiiiiieiee e Oa
TEAINMING ©.eevvee ettt ee et sttt ee st tes e et ee et s et ee s et et e e e en e eeten et et s e es s en s Os
We have no knowledge of TB services offered by CDC ..o, Os
NONE Of the BDOVE ......eveceesicvcee ettt sttt O~

Q108. Does your state legally require the submission of an isolate of M. tuberculosis complex from all new TB
cases to your State and/or Local Public Health Laboratory?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt O:
NO ettt ettt ettt ettt e et et ettt ettt ettt et et et et et n et O
UNSUCE ettt et et e e et et e e e e e e et e e e e e et e e e e et e s eeee e s nen e e Os

Q109. Does your state legally require laboratories to report the AFB smear positive, direct detection or isolation of
M. tuberculosis complex for all new TB cases to Public Health Authorities?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt 01
NO ettt ettt ettt ettt et ettt enes O-2
UNSUE ettt e ettt e et et et e et ee e et et ettt e e e e e e e e e e e eeesee et e e e e s seee et et eeeeenenennens Os

Q110. How are TB genotyping results used in your laboratory?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

NOE USEU .eoecveeeeceeeee et este et se et se et en e st eneen s se e s enaen st enaen et enaensssntene et enaeneneans 0.
Genotyping results are only received and forwarded to TB Control Program ................... O
Used for identification of potential false POSItiVES ..........cccooiiiiiiiiiiiiiiie e Os
Used to provide laboratory developed report and/or consultation to TB Control Program
...................................................................................................................................... 4
Used to indicate species within M. tuberculosis ComPpIeX ...........occcoeieiiiiiiiiiiiieeen i, Os

Genotyping results are not received in the laboratory
For QA/QC purposes .
(01T OO PP PPPPPPTPTON




Planning for the Future (Questions 111- 118)

Q111. In your laboratory, what are the biggest barriers when trying to do the following:

(Select up to 3 choices.)
SELECT ALL ANSWERS THAT APPLY PER LINE.

No | Time | Com | Lack | Facil | Staff | Lack | No | Lack | Lack | Cost
diffic | requi | plex | of |ities/|skill-| of | perc| of of of
ultie | red | proc | adeq | Spac | set | avail | eive | man | avail | impl
sare| for |urem | uate e |does | able d age | able | eme
expe | valid | ent | staffi | Limit| not | FDA | cust | ment| spec | nting
rienc | ation | syst | ng | ation | perm | appr | omer | buy- | imen | new
ed s/ em |(staff| s it |oved|need| in |sfor|servi
verifi | withi | ing or verifi | ce or
catio| n shor clear catio | tech
n | your |tage) ed ns/ | nolo
orga tests valid | gy
nizat ation
ion s
(it's
diffic
ult to
purc
hase
new
equi
pme
nt)

Add new Mycobacteriology
Services not already offered....., O:1 | O2 | O3 | O4 | Os5 | O | O7 | Os | Oo | O | Ou1

Implement new
Mycobacteriology assays or
technologies.........cccccveeeeeeinnnn O:1 | O2 | O3 | O4 | Os5 | O | O7 | Os | Oo | O | Ou1

Q112. Over the next 12 months does your laboratory plan (or anticipate) changes in the volume of testing
performed in house?
SELECT ONE ANSWER ONLY.

Anticipate an increase in WOrkload ... O:
Anticipate a decrease iN WOIKIOA ..............oeiiiiiiiiiiiiie et O-2
Anticipate no major change in WOrkload .............coooviiiiiiieiiiie e Os
URNSUIE o.voeovicveee et see e et sa et s s st es s s s ens et n s s st en s s s st ens s et ens e s st en et ensansnsoes Oa

Q113. You indicated that your laboratory is anticipating an increase in workload. Is this increase due to service
consolidation within your network or geographic region?
SELECT ONE ANSWER ONLY.

Yes ... O
N ettt ettt ettt ettt ettt et et et e et et renen s O
UNSUE oottt ee e e ettt e e e e et e e e e eeenee e e e s s eeee et nennneeeas Os

Q114. You indicated that your laboratory is anticipating a decrease in workload. Is this decrease due to service
consolidation within your network or geographic region?
SELECT ONE ANSWER ONLY.



Q115. Which of the following Mycobacteriology services is your laboratory considering adding?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

AFB SIMEAT ...ttt ettt e et e et n sttt ee et en et en e O:
AFB CUIUIE ..ottt ettt ne e e sttt es s s e ee et ettt en e e seeeeeeteseas O-2
M. tuberculosis complex iIdentifiCation ............ccueiiiiiiiiiiei e Os
NTM IAENAICALON ©...cv.icvcesceeceeeeece ettt Oa
Nucleic Acid Amplification Testing for Direct Detection for TB .........c.cceeeviiiiiiiiineeiniiinnen. Os
Drug Susceptibility Testing (traditional method) ... Os
Molecular Detection of Mutations Associated with Drug Resistance ...........cccccccveevviivnnns O+
Interferon Gamma Release ASSay (IGRA) ...ocooiiiiiiiiie et esee e e e e Os
Expanding identification capabilitieS/CapacitieS ............oooocuiiiiieiiiiiiiiie e Oo

Adding first-line drug susceptibility testing .0
Adding a second method for confirmation of resistance for first-line drugs Lo O
Adding second-line drug susceptibility testing .. O
(07111 TR Ois

Not considering adding NEW SEIVICES .........eeiiiiiiiiuiiiiieeai it e e e et e e e s ee e eaneeeeas [P

Q116. Does your laboratory have any plans to eliminate Mycobacteriology services within the next 12 months or
has your laboratory decreased services within the last 12 months?
SELECT ONE ANSWER ONLY.

Y S ettt ettt ettt 01
NO ettt ettt ettt ettt ettt et en et Oz
UNSUE ettt e e et et et e et e e e et et ettt e e ee e e et e e e e et et et et eeeeaeeseseee et et e erenneneneas Os

Q117. What services hasl/is your Mycobacteriology laboratory considering eliminating within the next 12 months or
has your laboratory eliminated services within the last 12 months?

(Check all that apply.)
SELECT ALL ANSWERS THAT APPLY.

There are no plans to eliminate services or no services have been eliminated
AFB smears — direct (unconcentrated) ... .
AFB SMeArs - CONCENIALE ........cccoiiiiiiiiiiieiiieree e
AFB CUIUI ...ttt ettt e e e e ettt et e e e e s e bbb e e e e e e e annbnneeaeeeeannnnes

Q118. Does your laboratory have a Continuity of Operations plan to ensure the uninterrupted provision of TB
laboratory services in the event of any unforeseen event that affects laboratory testing capability?
SELECT ONE ANSWER ONLY.

Yes ...
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