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What the CDCInternational Laboratory Branch (ILB-GAP) Does

 DGHA's International Laboratory Branch (ILB) supports development of sustainable,
integrated quality laboratory services for all the U.S. President's Emergency Plan for
AIDS Relief (PEPFAR) countriesin support of HIV care and treatment, prevention,and
HIV/tuberculosis (TB) co-infection. ILB provides training and testing support for
guality control and quality assurance of HIV and TBlaboratories and testing
activities

» The branch conducts operational research to enhance the implementation of
PEPFAR programs in laboratory test and instrumentation evaluations,incidence
testing validation, infant diagnostics by polymerase chain reaction (PCR) testing, ART
drug resistance testing,and new rapid TB diagnostics




Tuberculosis (TB)/Opportunistic Infections (OI) Unit

TB culture on LImedium Automated TB culture using MGIT 920

ILB's Tuberculosis (TB)/Opportunistic Infections (Ol) Unit providestraining and laboratory
Quality management support for TB diagnostics, smear microscopy, TB culture,and drug
susceptibility testing,and in culturing TBto detect potential drug resistance: multidrug resistant
(MDRTB) and extensively drug resistant (XDRTB) for PEPFAR [aboratories

Because of aerosol potential, all TB culture activities conducted under BSL-3 containment




The CDCImport Permit Program

Located within the Division of Select Agents and Toxins,the Centers for
Disease Controland Preventions Import Permit Program (IPP) regulates the
Importation of infectious biological agents, infectious substances,and vectors
of human disease into the United States (CDC Import Permit Program (42
CFER§871.54))

Inspections authorized under Section 361 ofthe Public Health Service Act

Prior to issuing an import permit, IPP reviews all applications to ensure that
entities (i.e., laboratory facilities) have appropriate safety measures in place for
working safely with these imported materials

IPP may inspect applicants to ensure that the facilities have implemented the
. appropriate biosafety measures for the infectious biological agent, infectious
. substance,or vectorto be imported

For more information:
http://www.cdc.gov/od/eaipp/ __
l http//www.cdc.gov/od/eaipp/docs/overview.pdf = = |
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Import Permit Rulemaking

Needed to improve CDC's ability to prevent the introduction,
transmission, or spread of communicable diseasesinto the United States

October 14, 2011: CDCpublished a notice of proposed rulemaking to
amend 42 CFR71.54

60 day comment period

February 4,2013:CDC published Anal Rule
o Hrective Date:April 5, 2013




Changesto Import Permit Regulations

Update regulatory definitions of itemsthat require an import
permit

Infectious biological agent, infectious substances and vector
To ensure adequate biosafety measures

Require the applicant to have biosafety measuresthat are
commensurate with the hazard posed by the infectious biological
agent, infectious substance, anayor vector to beimported, and the level
of risk given itsintended use

Increase oversight through inspections
Present an appeals processfor permit applicationsthat are denied



Overview of the import permit process

1.The Import Permit Application and Import Permit

2.The Inspection Process:
* Inspection notification
e Day of the Inspection
 Documentation and Recordsto be reviewed
e Laboratory tour
 Hndingsand Out briefing
e Inspection report

 Laboratory response ®




The Import Permit Application

The Import Permit Application:
http://www.cdc.gov/od/eaipp/forms/permit to import biological agent or vector.pdf

Guidance document for filling out the Import Permit application:
http://www.cdc.gov/od/eaipp/forms/quidance document for completion agents.pdf

FAQs
http://www.cdc.gov/od/eaipp/fag.htm

Import Permits are required to import any of these itemsinto the United
States from abroad:

» Infectiousbiological agents

» Infectioussubstances

» \ector

 Animals

* Arthropods

e Snails

 Bats

* Non-human primate material



http://www.cdc.gov/od/eaipp/forms/permit_to_import_biological_agent_or_vector.pdf
http://www.cdc.gov/od/eaipp/forms/guidance_document_for_completion_agents.pdf
http://www.cdc.gov/od/eaipp/whatsnew/questions.htm
http://www.cdc.gov/od/eaipp/whatsnew/questions.htm
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. 1 APPLICATION FOR PERMIT TO IMPORT INFECTIOUS
Pag e 1 2 FO ur SeCt 1I0NS _/é et & Humate St BIOLOGICAL AGENTS INTO THE UNITED STLATES
This form may be

Section A: The Permittee gty e - ol S o e s o |

Telephone @-?1&-2;!??

Please submit completed form only once by ekther email, fax. or mail

SECTION A - Parcnn Do crmit in 11 S, (Permittee)

%Ct I O n B: Wh O IS Sen d I n g t h e T Permitiee’'s Lastitne_——— | 2. Permitiee's First Name 4 Permittee’s Organzation
wm p IeS 5, Plysical Address

11. Permitiee’s Email

Section C: Shipping info T2 Secndry G e

15. Will dic.nermitiee be the couner of the imported biclogical b. Will other m
ageni? ‘ ||rled abcr.re n inchp-od'd Continuation
Cyes Owe . 7o to list others authorized

Section D:Destination A ' Sl 5| e i e
iInformation

12. Email

3. Shipment Temperature(s)
[] Ambient
[ FrozenReingerated

The Import Permit
Application




The lmport Permit Application cont.

Page 2. Four sections

APPLICATION FOR PERMIT TO IMPORT INFECTIOUS BIOLOGICAL AGENTS, INFEC
HUMAN DISEASE INTO THE UNITED ST*TZZ

| Agent(s]

omeiut fo e 13 Section E Agent Description

Section F. Specimen type

ield-coll

[ Fie
[ Laboratory
O

O e [ dead

Section G: Biosafety measures

Quasimsgsricon,  |Bersie Section H:Signature

[ Will be destroyed




The Import Permit Inspection Process:

The Inspection Notification

Upon review of the
application for import
permit,the CDCImport ooy e e e

For guestions regarding this inspection please contact Von McClee, Program Services Branch

Permit Program will e T
contact your facility if e

. : - i ist firm that inspectors from the Centers for Disease Con
(CDC) Import Permit Progra eduled to insps
an Inspection iIsneeaed. e 205002 25,2004 Your ey’

and you are ther
and personnel i
Permit Application.

The inspection team will consist of the following inspectors:

The purpese of thisinsp
¥ tare in place are commensurate with the h
us biologi and/
itsintended use.

The notification will be
by telephone and then
followed up by an ot vy i et s e
official “Notice of |

Inspection” letter.




Day of the Inspection

Reserve a comfortable conference room for the day

Generally starts @9:00AM

Expect 2 to 3 inspectors

Include Lab supervisory personnel at inspection for questions
Have Lab biosafety available for additional assistance/review

Building facility personnel may be needed to answer facility
guestions

Depending on laboratory size, biosafety level, questions/concerns,
documentation reviews, HVAC/facility issues -- inspection will
generally take about 1 day to complete.

Out briefing



BIOSAFETY PLAN

CENTER FOR GLOBAL HEALTH
DIVISION OF GLOBAL HIV/AIDS
INTERNATIONAL LABORATORY BRANCH
TR/OI
ROYRBAL CAMPLUS
BUILDING 17

ROOMS 4083, 4095, 40974129, 4130

Branch Chief:

John Nkengasong,

Please Prim

MName: o
Department & Division:
Job Title: I
Tezining Date:

Length of Training:
Instructons) & Job Title:

[ was informed ahout:

the Bloodborne Pathogen Standard;
the epidemiology and sympioms of bloodbor]
the mode of transmission of bloodborme and
= the Hospital's exposure control plan;
* areview of the use and limitations of method
reduce exposure, including

—engineering controls;

work practice controls, and

—personal protective equipment;
selection and wse of personal protective equipment including gloves,
gowns and eye protection;
visual warning of bichazards including labels, signs and color-coded
containers;
information on Hepatitis B Vaccing
the procedure o follow if an exposure incident ocours;
sharps disposal;
handwashing;

*  proper work praclices.

This is to cenify that the employee named above has completed the shave training,

-

D Y

Date
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- per ESRP-CC001.3 for Type B Filer |
Record of Training MFG DﬁTE g / 8 -0 '{ S — — —

CERTIFICATE OF IMMUNIZATION
Dale of Birlh:

Please indicale vaccine lype (2.9, DTaP-Hib, etc.)

Vaccine Date Vaccine Type | Vaccine Date Vaccine Type

Hepatitis B Aolavinz

Documentation... s FE=

Measles, Wumps,

N P Y

Rubella
Diphtheria, .
Totanus, I\:: WU MYRY
ari

Perfussis
ey, ST

. Vi, MHR

Meningococeal

N P e

OTaPPHE,
DTaE-RY 1. Teas

Haemophilus 1
influenzae lype b
., = Higk H H
:;!::—ll:r" UTap : H1N1 Influenza 1
- T
B 2
: Prsumccoceal 1
: Polysaccharide
z RS 2
P Hepatitis A 1
" L
P Human 1
Papillcmanirus
e recelves. Preumacocaal 1 2
Conjugate - 3
z

4

iner’s name st i gomm] Dot ot s Fositen  tegaite [T roehive b e e iyt i i
ez | kst of sk pan,
gz 0 otz Fastiy oy b b 1

unglan deser plon ol chickenoex

* Wst s chisds Srichangns Henery b,

o ization it e A GRA b ATETR TR SRETR

’-\\ ':F- 1 Doctar or nu‘rsl:'s‘nnnu: fiese pelodl e Date:
m — I ) Signature:
4 1 ] Facility name:

N
GU\SBIF D BY UNDERWRITERS LABORATORE S
V CIASS1 814P

Supervisor's Signature Date

Keep this record for at least three years. Store in Department Office with other waining
records. This record must be made available upon request by County, Hospital or
Environmental Health and Safety Inspectors.

Cuestions: Call the Biosafety Officer.

Training Reco

Pest management documentation



Biosafety in Microbiological
and Biomedical Laboratories
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Guidance for biosafety issuesfor CDCLaboratoriesisfound in the BMBL
http://www.cdc.gov/biosafety/publications/bmbl5/

Checklistsfor inspectionscan be found here:
http.//www.cdc.gov/od/eaipp/inspection/index.htm



http://www.cdc.gov/biosafety/publications/bmbl5/
http://www.cdc.gov/od/eaipp/inspection/index.htm

Biosafety Level 3
A Sandard Microbilological Practices page 40.

10.An effective integrated pest management program isrequired. (See Appendix G.)

Integrated Pest Management

The contractor shall furnish all labor, materials, supplies, equipment, and transportationfora
comprehensive Integrated Pest Management (IPM) Program. Bestpractices of an IPM progran

based solely on routine application of pesticides, but on thorough inspections, monitoring for pests,
collecting and evaluating identi nitation deficiencies, modifying structures, and performing
ongoingtraining for CDC

data, and generation and distribution of reportable findings.

All pestcontrol productsused in this program shall be registered with the U.S. Environmental Protection
Agency and the State of Georgia. The use of all pesticides and other pest management products (e.g.,
caulk, live tra alants, etc.), shall be usedin stri ardance with the label instructions and all |

method of control is feasible. The requestforinterior pesticide treatment must be submitted to the
COR, or theirappointed representative, atleast 24 hours prior to the proposed treatment time.

Document provided by CDC Facilities Management Office




The Laboratory Facility Review:

Facilitiesi.e.,

« Biosafety Level of importing laboratory

e Laboratory floorplan

« Laboratory walkthrough for entry/exit SOP

« Operating Hands-free sinkswith soap and
towels

 Byewash and emergency shower checksand
documentation

« lLaboratory airhandling and HEPA Riter
housings

« Directional airflow verification from outside
thelab

« HEPAfiltration certification (BSCand HVAC)




Findingsand Out briefing:

Generally,during inspection you
will have opportunity to do“on the
spot corrections’

If findings make their way to report,
do not argue with inspectors, but
try to clarify the finding and what
inspectors have observed




Inspection Do’sand Don'ts:

Do

Tell the truth

Be honest and open to questions
Answer only questions that are asked
If you don’t know — say so

Answer “Yes” or “No” — don’t continue
to talk if not necessary

Try to fix problems during the
Inspection whenever possible

Ask the inspector to repeat questions
for clarification

Do not

Don’t argue

Don’t speculate, guess, or make stuff up
Don’t keep talking — just answer the
guestion — don’t even explain it unless
asked

Don’t take anything personally

Don't lie

Don’t panic

Don'’t cry! “There is no crying in audits.”



Inspection report:

./C DEPARTMENT OF HEALTH AND HUMAN SE

X

Inspection report to lab within 2 weeks
—findingslisted on attachment

Attachment 1

Departure# 1: All persons entering the laboratory must be advised of the potential hazards and
meet specific entry/exit requirements, {BMBL: (

Lists deficienciesviewed by inspectors
e ! D 2: Posted inf Tude the lab biosafety level, th
aS d e p a-rt u reS’ tl:lll)lil;rtlll: z:?her rg :Itmustb?er:le?:gunumu“elreiasus: nfmﬂlbgl]:ﬂﬂt;: recll?lirefihprf)‘ceedltlrz: ?f: :a‘:ltefﬁg and
exiting the laboratory. {BMBL: (BS
E)( eCt “d e art u res" ( b ut t r to m ake th:lahomton 1a:hc:npo=t:d atthe entrance. In addi on, please pro‘-‘id-e ;n upéa.ted-se-cdono the
p p LI y biosafety plan that describes your laboratory donning and doffing procedures.
Su re t h ey aren ’t L b i g O n eS”) CDC inspects each facility to ensure that it meets the appropriate safety standards.

Sincerely,

L:ad Inspector




Laboratory Response to Inspection Hndings:

Respond simply and with appropriate
documentation

May include photographic documentation

| DEPARTMENT OF HE/

Attachment 1

Departure # 1: All persons entering the laboratory must be advised of the potential hazards and
meet specific entry/exit requirements. {BMBL: -3)B1}

Observation: Atthe time ofinspection, the enti vise inspectors of the potential hazards
before entering the BSL-3 laboratory. Please provide the measuresimplemented to ensure visitors will be
informed of the potential hazards prior to entering the BSL-3 laboratory.

The following document addr informing visi fhazards prior to entering the laboratory

name |__ur uther respunstble persomnn
exiting the laboratory. {BMBL: (BS!

s your la.wom.ton domun gand dothn:, ploc:duw

typlanandjob aid addr
nd Doffing PPE job aid
o and Doffing FPE
rovide documentation that the procedures for exiting the laboratory now are
room.
v standards.

Should vouhave further questions conceming this correspondence. please refer to ourweb site at




The Import Permit

DEPARTMENT OF HEALTH AND HUMAN SERWCES C

Should receive an Import Permit within 210 3  RESEECH—.

Cardars.
Cica of Health ard Safsty
Alarts.

weeks of inspection if responsesare deemed | sl e

Permit to Import or Transfar Etiological Agents or Vectors of Human Disease
1 poctrdancs with 42 CFR Sectior 71,54 of e Public Haslth Senvics Forsign Duarantine Rguision, ced on T botiom of Tis pammit, parmssion (s pranied the

HAd t 1 ittt Import ko sy port urder Goniol of e Uil Siales, o K Focaive by iasler wiiin the Uniiad Stries, the meeral descrbad in e | baiow,
eq u a e [} PHS PERMIT NO. 1993-03-001
loaes  [woex 020 [ewess

A permit to import isvalid only for the time
period indicated on the issued permit

requires a new application and signature ofthe

permittee.To prevent lapses in the import Comoro e s [ st s 2 e

wishout prior sulhortzaiion by the Public Hoalth Senvice.
Al masterial s for ksboralony use cdly - ot for use in e procuction of biologiea for humans or
ls.

permit status, it is recommended that permit B ——

. Addiionad Requirseents:

renewal applications are submitted at least 60 ) o e o e St i 825

days prior to the expiration date on the current R e

p e rm It . 8 COPYSENT TO 7. Signaturs of issuing officer
] 1.5, GUARANTINE STATIGN Bt T F
Mack L Hemphil, W.S., Office of Health and Sufuty

42 CFR T1.54. Efickogical agents, hosts, and vackors

The issuance of an import permit is not an B e e e

authorization to hand carry the imported e e s
material into the United States.




Emory University’s Import Inspection Permit Experience

Import permit required to obtain clinical Mycobacterium tuberculosisisolates from S. Africa

« CDCImport permit office communicated the inspection date and sent a checklist to Emory
(Annual internal inspection is conducted and all lab SOPs are reviewed to update
changes)

» Preparing for the inspection was not an additional burden

Day of inspection :

* Inspectors reviewed all documents
e Interviewed key personnel

o Walked through the labs

Outcome:

\krification test results of BSL-3 HVAC system were not available at the time ofthe inspection to
confirm the ability of the HVAC system to prevent the reversal of air flow under failure conditions
from potentially contaminated BSL-3 laboratory space into non-containment areas. After
receiving the Inspection Report,the HVAC verification document was submitted to IPP and

. Emory subsequently received the import permit.



BSL-3/ABSL-3 HVACand Facility Verification

DSAT Policy Statement on BSL-3/ABSL-3 HVACand Facility Verification is provided to each
requesting permittee, and can be found at:

http://www.cdc.gov/od/eaipp/docs/policy import bsl3 absl3 verification.pdf



http://www.cdc.gov/od/eaipp/docs/policy_import_bsl3_absl3_verification.pdf
http://www.cdc.gov/od/eaipp/docs/policy_import_bsl3_absl3_verification.pdf

Common Issues Identified during Import Permit
Inspections

Inadequate biosafety plans
B3L-3 laboratories lacking hands-free sinks
Laboratory personnel not trained

Infectious materials placed in non-leak-proof cardboard
boxesfor transport

Improper decontamination procedures
Lack of use of centrifuge safety cups during centrifugation



Common Issues Identified during Import Permit
Inspections cont.

Inoperable indicators for HVAC system failure
Observations of staff wearing glovesoutside laboratory

Unsealed penetrations and cracks observed in
containment envelope of BS.-3 laboratories

Lack of maintenance of HVAC system
Laboratory doorspropped open
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For more information please contact Centers for Disease Control and Prevention

1600 Clifton Road NE, Atlanta, GA 30333
- Telephone: 1-800-CDC-INFO (232-4636)/TTY: 1-888-232-6348
E-mail: cdcinfo@cdc.gov Web: http://www.cdc.gov

Thefindings and conclusionsin thisreport are those of the authors and do not necessarily represent the official position g
Disease Control and Prevention.
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