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• 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) countries in support of HIV care and treatment, prevention, and 
HIV/tuberculosis (TB) co-infection. ILB provides training and testing support for 
quality control and quality assurance of  HIV and TB laboratories 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 

 

What the CDC Internat ional Laboratory Branch (ILB-GAP) Does 



Tuberculosis (TB)/Opportunist ic Infect ions (OI) Unit 

TB culture on LJ medium Automated TB culture using MGIT 920 

ILB’s Tuberculosis (TB)/Opportunistic Infections (OI) Unit provides training and laboratory 
Quality management support for TB diagnostics, smear microscopy, TB culture, and drug 

susceptibility testing, and in culturing TB to detect potential drug resistance: multidrug resistant 
(MDR TB) and extensively drug resistant (XDR TB) for PEPFAR laboratories 

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



Located within the Division of Select Agents and Toxins, the Centers for 
Disease Control and Prevention’s 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 
C.F.R. § 71.54)) 
 
Inspections authorized under Section 361 of the 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 vector to be imported 
 
For more information: 
http://www.cdc.gov/od/eaipp/ 
http://www.cdc.gov/od/eaipp/docs/overview.pdf 

The CDC Import Permit Program 



Import Permit  Rulemaking 

• Needed to improve CDC’s ability to prevent the introduction, 
transmission, or spread of communicable diseases into the United States 
 

• October 14,  2011:  CDC published a notice of proposed rulemaking to 
amend 42 CFR 71.54 

• 60 day comment period 
 

• February 4, 2013: CDC published Final Rule 
• Effective Date: April 5, 2013 



Changes to Import Permit  Regulat ions 

• Update regulatory definit ions of items that require an  import 
permit 

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

• Require the applicant to have biosafety measures that are 
commensurate with the hazard posed by the infectious biological 
agent, infectious substance, and/or vector to be imported, and the level 
of risk given its intended use   

• Increase oversight through inspect ions 
• Present an appeals process for permit applicat ions that are denied 

 



1. The Import Permit Applicat ion and Import Permit 
 
2. The Inspect ion Process: 

• Inspection notification 
• Day of the Inspection  
• Documentation and Records to be reviewed 
• Laboratory tour 
• Findings and Out briefing 
• Inspection report 
• Laboratory response 

Overview of the import  permit  process 



The Import  Permit  Applicat ion 

The Import Permit  Applicat ion: 
http://www.cdc.gov/od/eaipp/forms/permit_to_import_biological_agent_or_vector.pdf 
 
Guidance document for filling out the Import Permit  applicat ion: 
http://www.cdc.gov/od/eaipp/forms/guidance_document_for_completion_agents.pdf 
 
FAQs 
http://www.cdc.gov/od/eaipp/faq.htm 
 

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

• Infectious biological agents  
• Infectious substances 
• Vector  
• Animals  
• Arthropods  
• 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


The Import  Permit  
Applicat ion 
  

Page 1:  Four sect ions 

Section A: The Permittee 

Section B: Who is sending the 
samples 

Section C: Shipping info 

Section D: Destination 
information 



The Import  Permit  Applicat ion cont. 
  

Section E: Agent Description 

Page 2:  Four sect ions 

Section F: Specimen type 

Section G: Biosafety measures 

Section H: Signature 



The Import Permit  Inspect ion Process: 
 
The Inspect ion Not ificat ion 
 
 Upon review of the 
applicat ion for import 
permit, the CDC Import 
Permit  Program will 
contact your facility if 
an inspect ion is needed.  
 
 
 
The not ificat ion will be 
by telephone and then 
followed up by an 
official “Not ice of 
Inspect ion” let ter. 



Day of the Inspect ion 
 

• Reserve a comfortable conference room for the day 
 

• Generally starts @ 9:00AM  
 

• Expect 2 to 3 inspectors 
 

• Include Lab supervisory personnel at inspect ion for quest ions 
 

• Have Lab biosafety available for addit ional assistance/review  
 

• Building facility personnel may be needed to answer facility 
quest ions 
 

• Depending on laboratory size, biosafety level, quest ions/concerns, 
documentat ion reviews, HVAC/facility issues -- inspect ion will 
generally take about 1 day to complete. 
 

• Out briefing 
  



Biosafety manual or plan 

Training Records 

Medical 
surveillance/Occ health 
Documentation HEPA Filter Certification Records 

Pest management documentation 

Documentat ion… 



Guidance for biosafety issues for CDC Laboratories is found in the BMBL 
http://www.cdc.gov/biosafety/publications/bmbl5/ 
 

Checklists for inspect ions can 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


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

Biosafety Level 3 
A. Standard Microbiological Practices, page 40. 

Document provided by CDC Facilities Management Office 



The Laboratory Facility Review: 
 

Facilit ies i.e.,  
• Biosafety Level of importing laboratory 
• Laboratory floorplan 
• Laboratory walkthrough for entry/exit SOP 
• Operating Hands-free sinks with soap and 

towels 
• Eyewash and emergency shower checks and 

documentation  
• Laboratory airhandling and HEPA Filter 

housings 
• Directional airflow verification from outside 

the lab 
• HEPA filtration certification (BSC and HVAC) 



Findings and 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 
 



Inspect ion Do’s and 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 

question – 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.” 



Inspect ion report : 
 
  
Inspection report to lab within 2 weeks 
– findings listed on attachment 
 
Lists deficiencies viewed by inspectors 
as “departures” 
 
Expect “departures” (…but try to make 
sure they aren’t “big ones”) 
 



Laboratory Response to Inspect ion Findings: 
 
  Respond simply and with appropriate 
documentation 
 
May include photographic documentation 



• Should receive an Import Permit within 2 to 3 
weeks of inspection if responses are deemed 
“Adequate”. 
 

• A permit to import is valid only for the time 
period indicated on the issued permit  

The Import  Permit    

• Requests to renewal an existing import permit 
requires a new application and signature of the 
permittee. To prevent lapses in the import 
permit status, it is recommended that permit 
renewal applications are submitted at least 60 
days prior to the expiration date on the current 
permit.  

 
• The issuance of an import permit is not an 

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



Import permit required to obtain clinical Mycobacterium tuberculosis isolates from S. Africa 
• CDC Import 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 inspect ion : 
• Inspectors reviewed all documents 
• Interviewed key personnel 
• Walked through the labs 
 
Outcome: 
Verification test results of BSL-3 HVAC system were not available at the time of the 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. 
 

Emory University’s Import  Inspect ion Permit  Experience  



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

DSAT Policy Statement on  BSL-3/ABSL-3 HVAC and Facility Verificat ion is provided to each 
request ing permit tee, and can be found at: 

BSL-3/ABSL-3 HVAC and Facility Verificat ion  

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 Ident ified during Import  Permit  
Inspect ions 

• Inadequate biosafety plans 
• BSL-3 laboratories lacking hands-free sinks 
• Laboratory personnel not trained  
• Infectious materials placed in non-leak-proof cardboard 

boxes for transport 
• Improper decontamination procedures 
• Lack of use of centrifuge safety cups  during centrifugation 



• Inoperable indicators for HVAC system failure  
• Observations of staff wearing gloves outside laboratory 
• Unsealed penetrations and cracks observed in 

containment envelope  of BSL-3 laboratories  
• Lack of maintenance of HVAC system 
• Laboratory doors propped open 

Common Issues Ident ified during Import  Permit  
Inspect ions cont. 
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Center for Global Health 
 Division of Global HIV/AIDS 

Thank you 

For more information please contact Centers for Disease Control and Prevent ion 
 
1600 Clifton Road NE,  At lanta, GA  30333 
Telephone: 1-800-CDC-INFO (232-4636)/TTY: 1-888-232-6348 
E-mail:  cdcinfo@cdc.gov  Web:  ht tp://www.cdc.gov 
 
The findings and conclusions in this report  are those of the authors and do not necessarily represent the official posit ion of the Centers for 
Disease Control and Prevent ion. 
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