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May 15, 2018 

 

The Honorable Robert Kadlec    

Assistant Secretary for Preparedness and Response  

U.S. Department of Health and Human Services 

200 Independence Ave., SW         

Washington, DC 20201      

 

 

Re: Transforming medical countermeasure technology and partnerships 

 

Dear Dr. Robert Kadlec: 

 

The Blue Ribbon Study Panel on Biodefense recently moderated two roundtables to identify ways to overcome some of 

the most vexing medical countermeasure (MCM) technology, business, and policy challenges across the biological 

threat domain. Private sector pharmaceutical, scientific, academic, and governmental affairs representatives attended 

and were joined at the second meeting by federal officials from the Department of Agriculture (USDA), Department of 

Defense (DOD), Department of Health and Human Services (HHS), and the White House. 

 

The MCM assets now available to civilians and to military personnel have grown substantially in the last decade. The 

partnerships needed to continue to build these assets to meet persistent and advancing biological threats, however, are 

now at considerable risk. Real and perceived under-investment, unsustained investment, process uncertainty, and 

strategic disparity undermine what must be a vibrant enterprise. We maintain that advancing the national MCM 

infrastructure needed for research, development, and procurement will reduce the risk associated with biological 

warfare, bioterrorism, emerging infectious diseases, and biological accidents. We urge you to demonstrate your 

commitment to this core national security function by advancing the following recommendations.    

 

1. Integrate animal health into the national security approach to medical countermeasures. The gross 

inequality between human and animal funding levels and the segregation of research between the two sectors 

constitute a national security liability. Many material threats, select agents, and emerging infectious diseases are 

human diseases with veterinary counterparts, some of which regularly cause outbreaks elsewhere in the world in 

livestock and wildlife. Yet conversations about the protection of human health by controlling emerging infectious 

diseases in animal hosts have been extremely limited, and the authority of animal health agencies to regulate has 

been based on animal health, not public health.  

 

a. Establish a framework for combatting emerging infectious diseases. Most emerging infectious diseases in 

people originate in animals. No MCM were ready when the largest Ebola outbreak the world had ever seen 

– likely caused by a spillover from bats to humans – occurred. In the preceding years, the government had 

not sufficiently determined what to fund with its limited resources. At present, HHS prioritizes efforts to 

address biological threat agents via Department of Homeland Security material threat determinations 

(MTDs), but the U.S. government has not instituted and budgeted for an analogous process for emerging 

infectious diseases. In accordance with Blue Ribbon Study Panel Recommendation 7c (A National 

Blueprint for Biodefense, 2015), HHS, in coordination with DOD and USDA, should create a similar 

prioritization framework for emerging infectious disease threats. This framework should address pathogens 

and pathogen families with the potential to cause a catastrophic public health emergency and include agents 

known to infect wildlife and domestic animals. It should drive funding for MCM development and other 
areas (e.g., biosurveillance, response planning) and engage and motivate the private sector to develop and 

manufacture MCM. Funders must establish a vision for an emerging infectious disease MCM enterprise, 

define what constitutes successful emerging infectious disease MCM, and communicate this vision along 

with specific product requirements to industry partners. 
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b. Make USDA part of the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE): 

BARDA was envisioned to be part of – not the entire – MCM enterprise. USDA should also participate in 

PHEMCE. Many diseases that could necessitate USDA MCM acquisitions are the same for DOD and HHS. 

USDA also has lessons to share about how it works with industry to develop effective MCM for production 

animals, a market in which the cost must be low and efficacy must be high. Some veterinary companies are 

already using platforms to develop their animal products, and the veterinary development timeline is much 

shorter. This means animal health pharmaceutical companies get products to market earlier. These 

companies also possess extensive experience in areas like animal models and manufacturability that can 

help inform human MCM endeavors. These experiences are relevant and should not be ignored. 

 

c. Require animal disease risk assessment. USDA should develop a risk assessment for animal diseases and 

work with HHS to assess the risk of diseases with zoonotic potential. USDA should assess the ability of the 

National Veterinary Stockpile to deploy sufficient MCM to combat high-consequence animal diseases 

within 24 hours of request. USDA should also use these risk assessments to prioritize the pathogens 

identified on the USDA High-Consequence Foreign Animal Diseases and Pests list. USDA should use the 

findings to inform its budget request; drive federal priorities for MCM innovation; and incentivize public-

private partnerships to develop, transition, approve, license, and procure these products. 

 

2. Reduce market and process uncertainty at BARDA. Variability and lack of certainty are two of the foremost 

hurdles to expanding industry participation in MCM advanced development and manufacturing. Indeed, these 

hurdles may prove so significant for some companies, even those that have successfully delivered MCM, that 

they may exit the market entirely. Although all biopharmaceutical ventures carry risk, larger companies can 

manage this risk through a balanced portfolio of projects, the most successful of which can yield a high return on 

investment. Pervasive market uncertainty in the far less profitable MCM enterprise makes business endeavors 

unattractive and unsustainable. 

a. Create fiscal certainty. In order to develop national security MCM, industry partners forego potential profit 

margins orders of magnitude higher than for commercial products. These companies need certainty in 

procurement to convince them and their investors that engaging in MCM development makes reasonable 

business sense. The annual appropriations process for advanced development and procurement, and 

dependency on emergency supplemental appropriations for unanticipated threats, make doing business with 

companies that base their operations on multi-year outlooks and planning unsustainable. In accordance with 

Blue Ribbon Study Panel Recommendation 28b (A National Blueprint for Biodefense, 2015),                

Congress must reinstate the advanced appropriation for Project BioShield for ten years at a minimum of 

$7.1 billion. Additionally, in accordance with Blue Ribbon Study Panel Recommendation 28c, Congress 

and the HHS Assistant Secretary for Preparedness and Response (ASPR) should address prioritization and 

the need for guaranteed, sustained funding for pandemic influenza preparedness. The appropriation levels 

must be tied to rigorously established MCM requirements based on risk analysis.  

 

b. Create process certainty: In the last several years, the HHS Biomedical Advanced Research and 

Development Authority (BARDA) noticeably shifted away from process and partnership toward product. 

Prioritizing products over partnerships has damaged partnerships and preparedness. The rules governing 

BARDA and DOD processes for advanced development and manufacturing should be defined with industry 

partners up front and with far greater clarity and commitment. Companies need to understand when and 

how much of their proposed product the government will procure, as the frequent moving of goalposts 

throughout development and procurement creates an untenable business environment. For projects in which 

the government is not interested, federal public health security leaders need to relay that quickly (i.e., white 

papers should be reviewed and comment provided within 45 days). The BARDA process at this stage of 

review should be more like that of the Defense Advanced Research Projects Agency (DARPA), for which 

program managers, not contracting officers, are the central deciding figures. 

 

3. Accelerate platform technologies. One way to create MCM quickly, safely, and effectively for unpredictable 
emerging infectious diseases and outbreaks is to develop a suite of platform technologies. Generally, platform 

technologies rely upon a common manufacturing process backbone that uses a standard process to insert foreign 

genes. By relying upon a well-established manufacturing process and customization though standardized 

processes, platform technologies can reduce the risk associated with development. These production platforms 

may be based on, but not limited to, RNA expression systems; DNA cloning vectors; various virus, plant, or 



Blue Ribbon Study Panel on Biodefense – Medical Countermeasure Reform  Page 3 

 
bacterial expression vectors; and viral-vectored vaccines. With targeted government and industry investments, 

these technologies could come to fruition within three to four years, especially for vaccines and diagnostics. To 

mature the technology, however, the government must mature the way it invests in the technology and ensure that 

partnership and business plans accompany technical plans for leveraging any platform capability. There is 

presently no business model in place that addresses how the government can work with industry to develop MCM 

platforms. At a minimum, elements of certification, expedited review, and the role of the HHS Centers for 

Innovation in Advanced Development and Manufacturing must be addressed. 

 

a. Certify platforms: The Food and Drug Administration (FDA) approves products, not platforms. FDA, in 

consultation with DOD, BARDA, and other PHEMCE partners, should establish an MCM platform 

certification process. A regulatory construct that allows for the consideration of a company’s novel platform 

as a basis for future MCM products would serve as an industry incentive. Its establishment would 

effectively reduce the risk of future product development using that platform. Determining what constitutes 

a platform will be difficult, but the definition should include a regularized chemistry, manufacturing, and 

controls (CMC) process and standardized general release criteria. The USDA Center for Veterinary 

Biologics policy, “Licensing Guidelines for Production Platform-Based, Non-Replicating, Nonviable 

Products,” allows for rapid swapping of closely related immunogenic determinants, and could provide a 

starting point from which FDA could build a platform certification process for human products. 

 

b. Priority review platforms: The platform certification process described above is likely to be extensive and 

should result in a thorough FDA understanding of the platform technology (e.g., CMC, clinical experience). 

This advanced understanding will enable subsequent review by the FDA under the expedited Priority 

Review process of other products based upon that certified platform. FDA commitment to the accelerated 

approval times associated with Priority Review for subsequent products utilizing a certified platform would 

provide significant incentive for industry to utilize appropriate platform technologies.  

 

c. Leverage CIADMs: The HHS CIADMs and the DOD MCM Advanced Development and 

Manufacturing facility (ADM) were envisioned to make such platform-based products a reality. They could 

enable advanced development and manufacturing of platform technologies if aggressively integrated into 

the product development process. They should become places where companies want to go to advance their 

promising technologies. They should shrink development schedules and address significant business 

difficulties. At present, two major challenges prevent this: small companies are concerned about protecting 

their intellectual property when handed over to a privately owned ADM with its own MCM interests, and 

large companies are concerned about risks to their commercial business during regulatory review. The Salk 

Institute, a private nonprofit organization, was essentially the forerunner of what we think of as an ADM 

today, and BARDA should consider Salk's example as it revisits the business model for these kinds of 

facilities. DOD and BARDA should undertake planning for CIADM reconfiguration immediately. Planning 

should include industry and all federal agencies with MCM responsibility. Considerable thought must be 

given to contracting reform (discussed below) as the Federal Acquisition Regulation (FAR)-based, cost-

reimbursable contract system in place does not work. An independent assessment (outside of DOD and 

HHS) of the existing CIADM model is needed to support this reconfiguration. This planning must consider 

the role of the USDA and its industry partners in using the CIADMs to enable mutually beneficial 

technologies and to keep the facilities in use.  

 

4. Reform FDA process to develop products faster. We can get closer to on-demand MCM in just a few years and 

investments to improve production cycling by days or weeks are possible. These kinds of advances, however, will 

not provide the same near-term relief that FDA could achieved on release testing. Investment in enabling 

technologies must go, therefore, hand in hand with reform of regulatory process. FDA needs to be part of the 

advanced development process early on, describing what it wants to see in a product or an investigational new 

drug. Advances in the speed with which products are marketed should not compromise the FDA’s high safety and 

efficacy standards. 

 
a. Standardize and clarify regulatory process. The FDA, in collaboration with its upstream development 

government partners, must address development and standardization of regulatory processes that will 

provide needed transparency to MCM developers. The MCM industry needs to understand all elements of 

the process, and the government needs to mitigate the inherent risk. Several areas of regulatory reform 

should be considered – for example, reducing risk associated with clinical trials, and allowing companies to 
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focus their resources on development. Through P.L. 115-92, Congress authorized DOD to request, and FDA 

to provide, assistance to expedite the FDA review process for MCM for military personnel. DOD and FDA 

have now put a work plan in place to coordinate planning for this process. FDA and BARDA should 

develop a parallel plan. Expedited release testing and a plan for increased usage of emergency use 

authorizations (EUAs) should be addressed as part of this plan.  

 

b. Expedite release testing: Even with a vaccine platform, the response time to produce a vaccine for the 

foreseeable future will be 6-12 months for mass-produced product. While maintaining safety and efficacy 

standards, acceptable FDA release testing during an outbreak might be different from acceptable release 

testing at other times. FDA should consider options. For instance, FDA might release products for use on an 

interim basis with final release testing to follow. FDA might identify suitable surrogates in place of full 

toxicology panels – or at least utilize a process to pre-identify what those surrogates would be. FDA should 

describe what an accelerated schedule would look like in an emergency. This will be especially important 

for platforms that could address multiple infectious diseases. Once in place, manufacturers could then 

propose specific schedules for a given MCM. 

 

c. Examine increased usage of Emergency Use Authorizations: EUAs are designed for those MCM that are 

sufficiently well characterized to be of likely clinical benefit in an emergency. FDA essentially certifies that 

a given MCM fulfills EUA requirements. FDA should determine when more aggressive utilization of EUAs 

would be appropriate. 

 

5. Improve contracting authorities. BARDA must be empowered to make decisions in the best interest of 

fulfilling its mission. This means ensuring that the contracting process is as smooth, flexible, and transparent as 

possible. Other Transactional Authority (OTA) is most prominent among the existing contracting authorities that 

would incentivize MCM partnerships, yet it is utilized very rarely and limited by the statute that provided OTA 

authority to BARDA. 

 

a. Amend the OTA statute. Congress modeled the OTA authority addressed in the Pandemic All-Hazards 

Preparedness Act (PAHPA) after DOD’s OTA statute. In its reauthorization of PAHPA, Congress should 

customize OTA authority to fit BARDA’s needs. Congress should also remove references to DOD and the 

need for approval by the senior executive for projects above $20 million (as it did previously for DOD). 

OTA contracts should become far more common than they are now, perhaps as common if not more than 

FAR-based contracts. 

 

b. Adopt OTA for the CIADMs: FAR-based contracting does not work for rapid response procurements. 

Using OTA for the ADMs is critical to prevent abandonment of partnerships when rapidity is imperative, 

when the science does not go as planned, and when intellectual property and FAR-based requirements arise. 

DOD has adopted this OTA-based model for its ADM.  

 

c. Move contracting authority back to BARDA. In accordance with Blue Ribbon Study Panel 

Recommendation 29a (A National Blueprint for Biodefense, 2015), and the 21st Century Cures Act Section 

3082, contracting authority should be the exclusive responsibility of BARDA, not the office of Acquisition, 

Management, Contracts and Grants in the Office of the ASPR. This move must be finalized.  

 

6. Foster innovation and new capabilities. The government often bases MCM-related plans on budgets instead of 

basing budgets on need. A similar mindset is seen with the government’s approach to industry, often issuing 

solicitations to assess existing capabilities, rather than fostering new capabilities to meet national security needs. 

At the time of its authorization in PAHPA, Congress envisioned BARDA to be on the leading edge of MCM 

innovation. Over the past decade, BARDA has focused on more, well-established, product development 

technologies and investments in technologies closer to full maturity. This approach certainly justified much of the 

development portfolio. Live viral vaccine platforms and therapeutics based on monoclonal antibodies may well 

provide near- to medium-term solutions. Yet BARDA needs to devote sufficient resources to novel and high-risk 
product development activities in parallel with their less risky investments. 

 

a. Invest in novel and high-risk products. Meeting emerging national security threats will require BARDA 

to employ a high-risk, high-reward model for at least a portion of its investments. Instead of issuing 

solicitations to assess current industry capabilities, agencies should aggressively work with the private 
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sector to build capabilities to meet national security needs. While investment in tried-and-true 

technologies will remain important, aggressively pursuing technologies that fall outside BARDA’s 

comfort zone is imperative. The 21st Century Cures Act authorized the Director of BARDA to engage an 

independent, non-profit innovation partner. BARDA should leverage this opportunity to dedicate 

additional resources to high-risk, high-reward outputs. It should further consider the role of the animal 

sector in providing needed technological advancements. The animal sector has existing markets for 

certain pharmaceuticals (for instance, with respect to coronaviruses and influenza viruses, which happen 

to be the most significant viral pandemic threats to the human population) that are lacking in in the 

human sector. A shared interagency approach to planning for, and funding in, such areas could lead to 

needed innovative breakthroughs. Precedence for interagency funding mechanisms can be found in the 

funding HHS provided to USDA in 2009 to conduct domestic biosurveillance for swine influenza virus, a 

pathogen with minimal health impacts on the animal carrier but large potential impacts on public health.  

 

b. Invest in rapid diagnostics. The nation needs to invest far more in patient-side, point-of-care diagnostics. 

Diagnostics can guide prioritization of MCM resources, but MCM conversations often refer only to 

vaccines and therapeutics, omitting diagnostics altogether. Rapid diagnostics cannot continue to be an 

afterthought. In accordance with Blue Ribbon Study Panel Recommendation 30a (A National Blueprint 

for Biodefense, 2015), DOD and BARDA need to invest in rapid diagnostics as a core element of their 

MCM portfolios. This work should identify generalized biomarkers that would enable such technologies. 

 

c. Drive decision-making with early warning and predictive tools. Leadership has yet to embrace 

predictive science as a core capacity that can support traditional and transformative MCM development. 

Advances in genomics and proteomics, risk mapping, and biosurveillance data analytics should all be 

leveraged to create early warning that could both inform and spare the stockpile. Budget requests and 

corresponding appropriations should support these efforts and ensure that they are an integral part of the 

federal MCM development and procurement strategy by aligning MCM investments with the threats 

identified through early warning programs. 

 

7. Establish end-to-end enterprise coordination. Although PHEMCE was envisioned as a coordinating body for 

the federal MCM enterprise, it has been too HHS-centric to do this effectively. Development of a far more 

forward-looking process – from idea to procurement to dispensing – is needed. As the Office of the ASPR 

reimagines the end-to-end nature of the enterprise, it has an opportunity to address some specific challenges in the 

current construct.  

 

a. Improve interagency product transitions. Successful research projects at the National Institutes of 

Health, DARPA, or other agencies, must begin competition anew for advanced development – if 

advanced development funding is even available or prioritized. This creates major bureaucratic hurdles to 

product advancement. The National Biodefense Strategy should direct the creation of more streamlined 

interagency transition mechanisms. Awards can be structured to assume transition from one agency to 

the next. 

 

b. Transfer management of the Strategic National Stockpile under specific conditions. In the President's 

Budget Request for FY 2019, the Administration moved management responsibility of the Strategic 

National Stockpile (SNS) from the Centers for Disease Control and Prevention (CDC) to the ASPR. 

CDC management of the SNS has been inadequate, resulting in industry confusion and losses when the 

agency suddenly decided to remove elements from the stockpile that it had previously approved. The 

Administration made this move, in part, to better enable HHS leadership to direct acquisition for, and 

deployment of, the SNS. The move has the potential to create a more cohesive development-to-

distribution structure and apply more process certainty to procurement decisions. Concerns about how 

BARDA and the SNS will interact once the move is finalized, and whether investments made by 

BARDA will inadvertently or intentionally force the SNS to acquire those MCM it developed, must be 

addressed. Congress should authorize the transfer of management of the SNS to the ASPR only if it also 

requires the ASPR to fix SNS-related problems that the CDC and state, local, tribal, and territorial 

(SLTT) partners previously encountered or created, and to put controls in place to prevent automatic 

uptake of BARDA products by the SNS just to demonstrate BARDA success. Congress should also 

direct the ASPR to establish a meaningful SNS training program for SLTT partners that focuses on more 
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than just anthrax, takes SLTT ability to distribute SNS pallets upon receipt into consideration, and does 

not assume distribution will occur the same as in the military.  

 

c. Produce an MCM response framework. In accordance with Blue Ribbon Study Panel Recommendation 

22a (A National Blueprint for Biodefense, 2015), the Office of the ASPR, CDC, and the Federal 

Emergency Management Agency should, together with non-federal partners, identify requirements and 

capacities needed to achieve successful distribution and dispensing of MCM from the SNS as well as 

from local caches. The framework they develop must address unresolved issues. A progressive and 

innovative approach should push beyond what a given agency might devise and the bureaucratic 

impediments associated with a federal-only distribution system. If implementation exceeds funding 

available through current grant allocations, additional funding must be requested. 

Thank you for considering these findings and recommendations. Please contact Dr. Asha M. George, Panel Executive 

Director, at (202) 974-2416 or Asha.George@BiodefenseStudy.org with further questions.  

  

 

Sincerely, 

 

       

 

 

Joseph I. Lieberman, Chair   Thomas J. Ridge, Chair 

 

       

 

 

Donna E. Shalala    Thomas A. Daschle 

 

       

 

 

James C. Greenwood    Kenneth L. Wainstein 

 

 

 

CC    BARDA Director Rick Bright 

         Jenn Alton 



















































Enclosure 1 

8. Does the CDC LRN have the capability to detect emerging infectious diseases (e.g.,
Zika, MERS, Ebola, novel influenza, chikunguuya)? If so, how many CDC LRN
laboratories across the nation have such capabilities at the current time? Please provide
specific details as to the agent, the type of assay, and the laboratories that have the
capability.

The LRN plays a pivotal role in the quick detection of and response to emerging infectious 
diseases.  LRN Reference laboratories have the 
capability to detect Zika, dengue, and chikungunya  

LRN Reference laboratories have the capability 
to detect MERS   

 LRN Reference laboratories have the 
capability to rapidly detect Zaire ebolavirus. The CDC Influenza Division maintains the 
capability for testing for novel influenza virus.  

including state, county, and regional labs, have the capability to test for novel 
influenza virus.  

 

 



Enclosure 2 

SENSITIVE 

Centers for Disease Control and Prevention's (CDC) Responses to the House Committee on 
Energy and Commerce's Questions regarding Capabilities of the CDC Laboratory 

Response Network (LRN) 

1. How many CDC Laboratory Response Network (LRN) laboratories arc there in the
United States? What is their current capability to rapidly detect select agents and
toxins?
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2. How many assays have been developed to date to support this critical mission, and
when were they developed and deployed?

 
 

   
 

 
 

 
  

 

3. How many of the select agents and toxins are the CDC LRN laboratories across the
nation capable of detecting?

 
 

4. What are the types of assays  developed and deployed by the
CDC LRN? Please provide details as to the agent, the type of assays, their limit of
detection, etc.

 
 

6. How many assays were develo1>ed and deployed through the Public Health Actionable
Assay Program in collaboration with the Department of Homeland Security (DHS)

Science and Technology Directorate?

 
 

 
  

 
 

 
 

9. Do all of the CDC LRN laboratories have equivalent capacity? If not, please provide the
numbe1· of laboratories with their specific capability.
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Page 2 - The Honorable Fred Upton 

please have your staff contact Barbara Rogers in CDC's Washington office at (202) 245-0600 or 
BRogers@cdc.gov. This response is also being sent to the cosigner of your letter. 

Enclosures: 
1. Responses to Questions

Sincerely, 

Thomas R. Frieden, MD, MPH 
Director, CDC 

2. Tables of Biological Select Agents and Toxins and Their Material Threat Determination,
Assay (Test), and Maintenance of Assays at CDC and LRN Labs

3. List of Appendices
4. Glossary of Acronyms



Enclosure 1 

SENSITIVE 

The information in tltis enclosure and referenced appendices is sensitive and should be 

safeguarded in a manner that protects it from disclosure 

Centers for Disease Control and Prevention's (CDC) Responses to the House Committee on 

Energy and Commerce's Questions in the Committee's Follow-up Letter of October 26, 
2016, regarding Capabilities of the CDC Laboratory Response Network (LRN) 

1. In response to Question 1, your letter sets out two tables providing current capability
information for LRN laboratories to detect select agents and toxins.

a. With regard to the table, "Number of LRN Reference Laboratories Capable of
Detecting Select Agents and Toxins,"

The U.S. Depa1iment of Health and Human Services (HHS)/Centers for Disease Control and 
Prevention (CDC) and the Department of Homeland Security (DHS) consider different factors in 
evaluating material under their respective programs. HHS includes biological agents and toxins 
on the HHS list of biological select agents and toxins (BSA Ts) if they have the potential to pose 
a severe threat to human health and therefore wanant security and biosafety measures to prevent 

their release from laboratories. 

In determining whether to include an agent or toxin on the list, the HHS Secretary considers [in . 
accordance with 42 U.S.C. 262a (a)(l)(B)]: 

• The effect on human health of exposure to an agent or toxin;
• The degree of contagiousness of the agent or toxin and the methods by which the agent or

toxin is transfened to humans;
• The availability and effectiveness of pharmacotherapies and immunizations to treat and

prevent illnesses resulting from an agent or toxin; and
• Any other criteria, including the needs of children and other vulnerable populations, that

the Secretary considers appropriate.

CDC's Intragovernmental Select Agents and Toxins Technical Advisory Committee considers: 
• Organism [its degree of pathogenicity (ability to cause disease) and communicability

(ability to spread from infected to susceptible hosts)];
• Production [ ease of dissemination, route of exposure, environmental stability (including

the ability to retain viable organisms using an aerosol dissemination device), ease of

production in the laboratory, and ability to genetically manipulate or alter];



Enclosure I 

• Host [long-term health effects, acute morbidity (ilh1ess), m01iality (untreated and
treated), available treatment (e.g., medical countermeasures), status of host immunity,
vulnerability of special populations, and the burden or impact on the health care system].

 
 

 
 

CDC considers multiple factors in its decision to develop and deploy a test into the Laboratory 
Response Network (LRN),   

 
 

 
 
 

 
 

CDC also considers the availability of a sufficiently accurate test that can be performed 
reproducibly across the LRN for all deployed tests for agents and toxins on the HHS BSAT list 
and for emerging pathogens-such as Middle East Respiratory Syndrome Coronavirus (MERS
Co V) and Zika virus-that pose a risk of a naturally occurring outbreak in the United States. 

 
 

Development, clearance by the U.S. Food and Drug Administration (FDA), manufacturing, 
deployment and quality assurance of a laboratory test for a biological agent requires substantial 
and sustained human, laboratory, and financial resources from CDC, its federal partners, and its 
state and local laboratory paiiners.  

 
 

 
 As good stewards of limited government resources, CDC prioritizes 

tests based on their ability to have the greatest potential impact.  
 

 
 

 
 

 
 

 
 

1  
 

. 

2 



Enclosure 1 

 
 

 
 
 

 
 

 
 

 

 
   

   
 

 
 

 
 

 
 

  

  
 

b. Are the assays listed in the table, 

 
 

 
 

 

2. In response to Question 2, your letter stated that the LRN developed and deployed a

rapid assay for the detection of    

  Have any of these assays been fully
approved by FDA? 

Development, manufacture, and deployment of assays for highly infectious or toxic agents is a 
complex and resource-intensive endeavor. It requires highly specialized laboratory space and 

3 
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equipment and highly capable and trained scientific staff.  
 

CDC's steps to develop and improve LRN assays are summarized in Appendix A, "Assay 
Development Activities, 2003-2016," which provides an overview of agents and assays 
considered for the LRN since 2003 and identifies the factors considered in approval or rejection 
of assays.  

 

 These assays provide information needed to manage more likely 
bioterrorism attacks or manage outbreaks of emerging infectious diseases, such as MERS-Co V, 
Ebola virus, ·or Zika virus.  

 
 

CDC has used two pathways for FDA clearance or authorization of laboratory tests for clinical 
specimens from patients exhibiting signs and symptoms consistent with exposure to chemical 
and biological agen�s: 

• The 51 O(k) clearance pathway is a prolonged pathway requiring review of extensive data
presented to FDA.

• The Emergency Use Authorization (EUA) pathway permits the FDA to review a
laboratory test for authorization in situations, such as an HHS declared public health
emergency or a DHS determination of a material threat, where FDA deems the data
sufficient to justify the test's use.

  
 

 

3. In response to Question 3, 

As detailed in Appendix A and described above in the answer to question 2, CDC has conducted 
extensive activities for the development, validation, improvement, deployment, and support of 
critical diagnostic tests for the LRN. As good stewards of limited government resources, CDC 
focuses these activities on development and improvements of assays that, if deployed into the 
LRN, will have the greatest impact in reducing deaths and injuries from a bioterrorist event. 

 
 Appendix A also demonstrates that CDC has devoted considerable 

effort to development and FDA authorization or clearance of assays for emerging infectious 

4 
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diseases that pose an imminent threat to the U.S. population. Some of these emerging infectious 
disease agents, such as MERS-Co V and Zika virus, are not on the HHS BSAT list. 

4. In response to Qu·estion 5, your letter mentioned several follow-up questions and
requests.

a. Your letter stated that "CDC regularly reviews information on potential biological
threat agents and emerging infectious diseases to determine the need for
development of diagnostics assays for the LRN." Based on the reviews CDC has
done, what are the agents CDC has determined to have the need for rapid assays?

As mentioned in response to question 3, Appendix A provides a comprehensive overview of tests 
that CDC has developed or is developing for LRN deployment. CDC is always working to 
improve tests, particularly those for high-impaqt agents. CDC is working on multiple 
improvements to existing rapid tests and on development of new rapid tests,  

   
 

 

 
 

 
 

 
 

 
 

 

 
 

 

 
 

 
 

 

  
 

 



Enclosure 1 

•
 

 
 

b. Your letter further noted evidence suggesting the emergence of an agent as a
natural disease threat [e.g., severe acute respiratory syndrome, Middle Eastern
respiratory syndrome (MERS), monkey pox, Ebola virus, Zika virus]. Does CDC
have FDA-approved assays for each of these agents in the LRN? If not, why not?

 
The table below lists the specific assays and their EUA or 501(k) clearance dates. 

 

 

 

 

 
 

 

  

  
 

 
  

  
 

 
 

 
 

  
  

 

 

c. Your letter stated that "[a]gents are chosen for LRN test development when a test is
needed in the public health system based on consideration or' several factors. Please

provide the assessments and the associated results.
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Appendix A, "Assay Development Activities, 2003-2016," lists the assays or improvements that 
CDC considered for development or deployment into the LRN since 2003, why they were 
considered priorities, and the outcomes of their evaluations. As of 2016, CDC has used a formal 
process, called the "Design Control Process" (Appendix B, "LPRB Assay Development and 
Design Control Review Process Operating Procedure"), when considering development or 
deployment. The Design Control Process modifies and expands on CDC's earlier Technical 
Review Committee [ Appendix C, "Laboratory Response Network (LRN) Program Office 
Technical Review Committee (TRC) Charter"], which is no longer in use. 

In 2016, CDC also established the Assay Development Working Group (ADW) to formalize the 
process of evaluating the need for new assays and to ensure participation by key stakeholders. 
Appendix D, "Centers for Disease Control and Prevention, Division of Preparedness and 
Emerging Infections (DPEI), Laboratory Preparedness and Response Branch LRN - B Assay 
Development Workgroup," details the purpose and composition of this group. 

From 2013 until the development of the Design Control Process, CDC used a consensus DHS 
document, "Strategic Implementation Plan for Development, Evaluation, Validation, and 
Deployment of Public Health Actionable Assays (PHAA)" (Appendix E), in conjunction with 
the TRC, to prioritize PHAA development, optimization, validation, and deployment efforts 
between the CDC LRN and DHS Science and Technology. CDC merged this implementation 
plan with the TRC in 2016 to become the Design Control Process. 

d. Your letter stated that CDC also works in partnership with the Department of

Homeland Security (DHS) 
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When CDC makes a decision to deploy an assay into the LRN, CDC works with its founding 
partners (the Association of Public Health Laboratories, the Federal Bureau oflnvestigation, and 
the LRN laboratories) to develop a program for training, deployment, and ongoing quality 
assurance (including proficiency testing). 

e. Your letter stated that "[w]hen a proposal for a specific assay has been developed, it
is submitted to the LRN Program's Design Control Process." What is the LRN

Program's Design Control Process? Please provide documentation showing how
many assays have gone through the LRN Program's Design Control Process.

Appendix B provides the description of the LRN Design Control Process. Appendix C provides 
the description of the LRN TRC, which preceded the Design Control Process for assay review. 
Appendix A shows all of the assays that have gone through the TRC and the Design Control 
Process from approximately 2003 until the present. 

f. Your letter stated that: "In addition to filling a gap in preparedness, several other

factors are considered in the decision to develop and deploy an assay, including cost
of development and sustainability of the assay, ability to manufacture and quality
assure the assay, and suitability for the LRN's testing platforms." Please provide

documents for the assessments conducted for each assay and the findings.

Appendix A, column A lists the assays for which CDC has conducted assessments from 2003 
until the present. Column C, Status, lists the associated findings for each assay. Column D 
indicates why each new assay or improvement was a priority for LRN assay development, a 
process that takes into consideration a number of factors including  

 
 

 
 

 

5. In response to Question 6, your letter raises several follow-up questions.

a. Your letter stated that assays for detection of 

 have been developed in collaboration with DHS, CDC SME's,

and the LRN program according to PHAA standards. When were each of these

assays developed? Please provide dates.
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b. Your letter stated that assays  have been developed 

 to PHAA standards and are planned for deployment to the LRN
after completion of additional studies. 

 
 
 

  
 

 

   

   

 
   

 

 
   

 
   

 
   

   

   
 

   

c. Your letter stated that assays  have been

developed  according to PHAA standards 

 for 

consideration for deployment to the LRN. 

 
 

. 
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6. In response to Question 7, your letter stated that "DHS Science and Technology works
in partners.hip with CDC to develop assays for high-priority threat agents for possible
use in the LRN." Please provide the reports provided by DHS to date. Your letter stated
that "CDC performs in-depth studies of the assays and determines requirements for
acceptable criteria for performance and deployments to LRN laboratories." Please
provide the reports for which CDC has conducted in-depth studies.

Appendices Fl-F8 contain reports provided by DI-IS to CDC and the studies that CDC has 
performed in follow-up to these reports. Like the CDC documents, the DI-IS reports are sensitive 
and should be safeguarded in a manner that protects them from disclosure. 

7. In response to Question 8, your letter noted  LRN
reference laboratories have the capability to detect Zika, dengue, and chikungunya
using a ;  LRN
reference laboratories have the capability to detect MERS ; and

 LRN reference laboratories have the capability to rapidly
detect Zaire ebolavirus. Are all of the assays FDA-approved assays? If not, which ones
are not FDA approved and why are they not approved? Please provide reports for all of
these assays along with documentation associated with the LRN Program's Design
Control Process.
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Table A 

U.S. Department of Health and Human (HHS) Services Select Agents and Toxins and Their 
Material Threat Determination, Assay (Test), and Maintenance of Assays at CDC and LRN Labs 
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Table B 

U.S. Department of Health and Human Services/U.S. Department of Agriculture Select Agents 

and Toxins and Their Material Threat Determination, Assay (Test), and Maintenance of Assays at 

CDC and LRN Labs 
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List of Appendices 

Appendix A: Excel Spreadsheet of Assay Development Activities from 2003 to 2016 

Appendix B: LPRB Assay Development and Design Control Review Process, effective July 11, 2016, to 

present 

Appendix C: Laboratory Response Network (LRN) Program Office Teclmical Review Committee 
(TRC) Chaiier, effective April 29, 2014, to July 10, 2016 

Appendix D: Centers for Disease Control and Prevention/Division of Preparedness and Emerging 
Infections/Laboratory Preparedness and Response Branch/LRN - B Assay Development Workgroup, 

effective November 10, 2016 to present 

Appendix E: Strategic Implementation Plan for PHAA, effective September 2013 to present 

Appendix F: Multiple DHS and CDC reports and studies of certain agents: 
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Glossary of Acronyms 

ADW Assay Development Workgroup 
aLOD Analytical limit of detection 

  
  

  
bp Base pairs 
BLAST Basic Local Alignment Search Tool 

  
BTRA Biotenorism Tlueat Risk Assessment 
CBRN Chemical, biological, radiological, and nuclear 

  
CDC Centers for Disease Control and Prevention 
CFU/mL Colony-forming units per milliliter 

  
CLIA Clinical Laboratory Improvement Amendments 
Ct Cycle threshold 
%CV Coefficient of variation 
DFWED Division of Foodborne, Waterborne, and Environmental Diseases 
DHF Design History File 
DHS Deoartment of Homeland Security 
DIG ELISA Diffusion-in-gel enzyme-linked immunosorbent assay 
DMR Device Master Record 
DNA Deoxyribonucleic acid 
DoD Department of Defense 

  
DPEI Division of Preparedness and Emerging Infections 

  
ELISA Enzyme-linked immunosorbent assay 
E-TEST Epsilometer test, a reagent strip used to determine the minimum inhibitory 

concentration 
EUA Emergency Use Authorization 
FDA U.S. Food and Drng Administration 
FERN Food Emergency Response Network 
fg Femtogram (10- 15 gram) 

  

FSAP Federal Select Agent Program 
  

  

  

  

   
  

gDNA Genomic DNA 
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HHS U.S. Department of Health and Human Services 
HHS BSAT U.S. Depai1ment of Health ai1d Human Services Biological Select Agents and 

Toxins 
IDE Investigational device exemption 
IRB Institutional Review Board 
LANL Los Alamos National Laboratory 

  
LOD Limit of detection 
LoQ Limit of quantification 
LPRB Laboratory Preparedness and Response Branch 
LRN Laboratory Response Network 
MAC ELISA Immunoglobulin M antibody capture enzyme-linked immunosorbent assay 

  
MCV Multicenter validation 
MERS-CoV Middle East Respiratory Syndrome Coronavirus 
MIC Minimum inhibitory concentration 
MS Mass spectrometry 
MTD Material threat determination 
NAT Nucleic acid test 
NCEH National Center for Environmental Health 
NP Nucleoprotein 
nt Nucleotide 
oligos 0 ligonucleotides 
NTC No template control 

  
PCR Polymerase chain reaction 
PDT Product Development Team 
pg Pico gram (10-12 gram) 
PHAA Public Health Actionable Assay 
PM Project manager 

  
 

 
QA/QC Quality assurance/Quality control 
RA Regulatory affairs 
Rapid AST Rapid antimicrobial susceptibility testing 

  
rxn Reaction 
TBD To be determined 
TRC Technical Review Committee 

  
  

SD Standard deviation 
  

SME Subject Matter Expert 
spp. Plural form of "species" (singular form abbreviated as "sp.") 
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Taq Thermostable DNA polymerase from a thermophilic bacterium, Thermus 

aauaticus 

uL Microliter 

  

  

  

wgs Whole genome shotgun 
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U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Se,vlce 

--------··----···--------------------------------------------·--

The Honornble Greg Walden 
Chairnrnn 
Committee on Energy and Commerce 
U.S. House of Representatives 
Washington, DC 20515 

Dear Mr. Clrnirmai1: 

Centers for Disease Control 
and Prevention (CDC) 

/\llc.1nta GA 30329-4027 

May 23, 2017 

Tlrnnk you for yom letter of Febnrnry 28, 2017, following up on the December 22, 2016, letter 
from Dr. Thomas Frieden, former director of the Centers for Disease Control and Prevention 
(CDC), responding to yonr questions about CDC's Laboratory Response Network (LRN). We 
appreciate your ongoing interest in the LRN. 

The LRN is a critic�! part oflhe nation's public health system, defending against biological 
tlu·eats and emerging infectious diseases. The 134 state, local, Department of Defense, and other 
federal laboratories in the LRN constitute an integrated domestic and international network that 
responds quickly to high-priority public health emergency needs through training, advanced 
diagnostics and rapid testing, timely notification, and secure communication of laboratory 
results. Through the LRN, CDC-with its partners-develops, maintains, and strengthens our 
capacity to address a broad range of public health threats, from emerging j 11 fectious agents to 
select agents and other potential biological threats. Approximately 85 percent of the U.S. 
population lives within a two-hour drive of an LRN laboratory, and in the past fom years, LRN 
laboratories have provided Americans with access to critical diagnostic testing for Ebola and 
Zika viruses. 

We have provided, as Enclosure 1 and its associated appendices, detailed responses to each of 
the requests and questions in your letter. Enclosure 2 is a list of the appendices. 

Because Appendices I A and B, II, c1nd Vll, which correspond to responses to questions 1, 5, and 
9, contain sensitive information, including detailed information about laboratory capabilities and 
potential limitations that could compromise national secmity if published, \Ve request that you 
keep them in a secured location, share them only with those who must review them as part of 
their official duties, provide CDC nn opportunity to redact the documents should you plan to 
release them further, and return them to CDC when they me no longer needed. 

Thank you for yom letter and your interest in protecting the nation's health. This response is 
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Centers for Disease Control and Prevention's (CDC) Responses to QuesHons in the lfousc 
Committee on Energy ancl Commerce's Follovv-up Letter of Fcbnrnry 28, 2017, regarding 

Capabilities of CDC's Laboratory Response Network (LRN) 

1. A table delineating the follolviug information: name of each federal select agent, tests
developed for detecting each federal select agent, names of LRN labs that have each
test, dates of when each of these tests were deployed to the LRJ\T labs, and for each test
indicate whether the test was evaluated and validated by CDC as described in the
December 22, 2016, letter.

Appendix I contains two tables with the requested information. Table A, LRN Assays Available 
for Select Agents and Toxins, lists the tests developed for each select agent or toxin and dates of 
deployment to LRN laboratories, and indicates \Vhether tests have been evaluated or validated by 
CDC. 

Table B, LRN Lab Capacity for Each Test, lists the LRN facilities able to test for each select 
agent or toxin. 

Tables A all{[ Bare sensitive and should be luuulled in a mmwer that protects tltemfrom 
disclosure. 

2. For each of the last 15 fiscall years, provide the level of funding from the bucYget of the
CDC Division of Prqnwedness and Em.erging Infections that was allocated. i:o supJJort
the LRN.

a. For each of the last 15 fiscal years, how much was spent to maintain LRN re·· 
agents?

b. For each of the last 15 fiscal years, how much was spent on research mid
development efforts on assays for the LRN?

c. For each of the last 15 years, how much was spent on. the hiring staff to support
th.e LRN activities, and how many staff ,yere hh'ed to support LRN activities? Of
the additional staff hired, bow many worked fuU-time to support LRN activities?
How many worked part-time fo sup1>oirt LRN activities?

Table 1, below, provides the requested infoniiation on all LRN-relatecl activities conducted by 
the CDC Division of Preparedness and Emerging Infections (DPEI) from fiscal year (FY) 2007-
2016. CDC does not receive appropriations designated for the LRN, and information prior to FY 
2007 is not available. The information in Table 1 includes CDC appropriations and fonding from 
other federal agencies. 
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Table l. LRN Expenditures, 2007 - 2016 

Fiscal LRNReagent Research and Personnel  
Year 

LRN Total 
Annual CDC
Expenditures 1 

Expenditures Development Support  
Expenditures 

2007 $9,107,709 $2,962,316 $762,751 $2,214,769  
2008 $8,711,562 $1,662,560 $841,638 $2,637,461  
2009 $8,141,717 $1,029,026 $543,708 $2,957,723  
2010 $7,637,661 $729,200 $623,730 $2,637,682  
2011 $7,853,388 $563,400 $560,318 $2,877,682  
20,12 $6,692,774 $579,080 $632,436 $3,074,915  
2013 $6,820,819 $619,100 $537,983 $3,372,260  
2014 $6,320,133 $475,050 $550,075 $3,172,260  
2015 $5,781,436 $367,596 $574,773 $3,053,399  
2016 $5,420,670 $466,455 $405,875 $2,796,670  

1

The "LRN Total Annual CDC Expenditures" column includes total LRN expenses for 
each fiscal year, including contracts and supplies, which are not included in the LRN Reagent, 
Research and Development, or Personnel columns. 
 

 

3. Fm· each. of tile last 15 fiscal years i how much fonding has been provided to CDC by th-e
Department of Homeland Security and any other federal agencies to support LRN
activities?

CDC receives fonding for multiple activities from the Department of Homeland Security (DHS) 
Table 2 summarizes funding provided to CDC from the DRS/Science and Technology 
Directorate to support LRN activities across CDC. Because of the variety of activities included 
and the mechanisms used to trnnsfer and allocate these funds, this table may not be complete. 

Tables 3, 4, and 5 summarize funding provided in support of LRN activities from the 
Department of Defense (DoD)/Defense Threat Reduction Agency (DTRA), the Department of 
Health and Human Services (HHS)/Office of the Assistant Secretary for Preparedness and 
Response (ASPR)/Biomedical Advanced Research and Development Authority (BARDA), and 
the DoD/Joint Program Executive Office (JPEO), respectively. 

CDC has information on funding from these agencies from FY 2008 to the present. 

Tabk 2. Funds Provided from DBS/Science and Technology Directornte to Support JLRN 
Activities across CDC 
Fiscal Funding 
Year* 
2008 $267,000 
2009 $4,597,816 
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impact." 'Which tests is CDC referring to? Ho,v does CDC make such a determination? 
\Vhat arc the criteria? Please provide any documents in support of this statement. 

The sentence quoted above from the CDC's December 22, 2016, letter refers to laboratory tests 
selected for development in the LRN. ·The LRN provides testing for early detection and 
characterization of potential biological terrorism agents and emerging infections. It prioritizes 
tests based on the potential impact of the agents on the U.S. population and the potential for 
mitigation of this impact tlu·m1gh early detection and characterization. CDC uses a standard 
approach for assessment of the potential impact of potential biological terrorism agents which 
CDC published in 2002. [Rotz LD, et al. (2002). Public health assessment of potential biological 
terrorism agents. Emerging !J?fectious Diseases; 8(2): 225-230. Available at 
v,rwwnc.cdc.gov/eid/article/8/2/01-0164 _article.] This approach uses several criteria to evaluate 
potential bioterrorism agents, including public health impact, dissemination potential, public 
perception, and difficulty of obtaining and preparing a weaponized form of the agent. CDC also 
uses DHS's Threat Risk Assessments, which incorporate assessments from multiple intelligence 
agencies. Although the Threat Risk Assessments are classified, the process of creating and 
improving them is described in the following publically available sources: 

o Testimony of Chief Medical and Science Advisor Segaran Pillai, Ph.D., Science and
Teclmology Directorate Chemical and Biological Defense Division [ of DHS], before the
U.S. House Committee on Homeland Security, Subcommittee on Emergency
Preparedness, Response, and Communications, "Taking Measure of Countermeasures
(Pmi l). 11 Available at v1ww.dhs.gov/Fews/2011/04/14/written-testimony-st-house-·
homeland-security-subcommittee-emergency-preparedness.

o Parnell GS et al. (2008). Scientists Urge DI-IS to Improve Bioterrorism Risk Assessment.
Biosecurify and Bioterrorism: Biodefense Srrategy, Practice, and Science; 6(4): 356-356.
Available at http://online.liebertpub.com/doi/pdf/l 0.1089/bsp.2008.0930.

Because the mission of the LRN includes the early detection and characterization of emerging 
infectious diseases, CDC also assesses the potential impact of newly emerging infections and the 
need for LRN testing. CDC uses international surveillance for emerging infections and the 
opinions of international and CDC subject matter experts to guide prioritization of tests for 
development of LR.1"'\J tests. When the Ebola epidemic emerged in West Africa in 2014, CDC 
arranged for the evaluation and deployment of a DoD Ebola Zaire assay into the LRN. CDC 
began development of an LRN diagnostic for Zika virus shortly after recognition of the Zika 
epidemic in Brazil in 2015. 

Recently, CDC charged the Assay Development Working Group 'Nith formally prioritizing 
assays for future development. Please see the LRN-B Development Workgroup Charter, attached 
as Appendix II. This document is-sensitive and should be handled in a mr11111er that protects it 
from disclosure. 
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8. With regard to CDC's development of a rnpicl, highly stmsitive assay that can be
performed on a commercially available,  platform,
CDC's December, 22, 2016, letter stated that this assay "is entering the third of six
phases of development�' of the Laboratory Assay Development and Design Control
Revie\',' Prncess Openiting Procedure before submission to the FDA for 510(k)
clcal'ance and cle1Jloyment into the LRN.l} Please provide the details about each of the
six phases. Have all assays developed by CDC for the LRN undergone the six-phase
process? U not, why not?

The Laboratory Assay Development and Design Control Review Process Operating Procedure is 
intended to ensure that nevv and existing products (regulated and non-regulated) meet user needs, 
intended uses, and specified requirements to support the LRt'\l. Each of the six phases of the 
process is described in LP RB Assay Development and Design Control Review Process Operating
Procedure, attached as Appendix V: Table 8, belmv, summarizes the six phases. 

Table 8. Summary of the Six Phases of the Laboratory Assay Development and Design 
Control Review Process 

Phase 1: 
Concept Approval 

Phase 2: 
Design Plan and Input 

a) To evaluate proof-of-concept for an assay/product.
b) To determine appropriateness of proceeding with

development considering the resulting benefit and
available resources.

a) To develop assay/product requirements based on
established need(s); requirements are documented as
"inputs" that can be validated as "outputs)) in subsequent
phases.

b) To develop a strategy, process, and timeline for how the
assay/product requirements will be accomplished.

�--------�---- .. 

··----------------------1 

Phase 3: 
Analytical Verification 

Phase 4: 
Design Validation 

To evaluate the analytical performance of the product. Data 
generated will provide information related but not limited to 
sensitivity, specificity, accuracy, repeatability, linearity, etc. 

To confirni that the product conforms to defined user needs 
and intended uses when tested under actual or simulated use 
conditions. 

Validation is performed on product manufactured under 
good manufacturing practices-like conditions and tested in a 
customer environment for its intended use. All applicable 
internal, external, and clinical trials and validation testing are 
completed. 
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·-

Phase 5: To formally transfer the assay/product design to 
Design Transfer manufacturing and training of manufacturing personnel. 

Phase 6: The assay/product is considered approved for distribution to 
Distribution designated laboratories. 

CDC implemented the Laboratory Preparedness and Response Branch (LPRB) Design Control 
Process in July 2016 to replace the previous process, known as the Technical Review Committee 
(TRC) Process, which has since been discontinued. Assays that ,vere completed from October 
2003 through July 2016 vvere approved through the TRC process. Assays in development were 
transitioned to the LPRB Design Control Process, starting from Phase 1. Appendix VI, "Assay 
Development Activities," shows the assays that we1·e completed under the TRC, as well as the 
assays that were transitioned from TRC to LPRB Design Control and are ongoing. 

9. CDC's Decembel' 22, 2016, letter stated that CDC established the Assay Development
,vorking Group in 2016. Please provide the names of th.e members and their agencies.
Has the Working Group met? H so, when? What was the outcome of the mccting(s)?

The names and affiliations of the members of the Assay Development Working Group are listed 
in Appendix VII. This document is sensitive aud should be ltandled in a manner that protects it
fron1 disclosure. 

Below are summaries of the two meetings of the Assay Development Working Group, which 
met on December 9, 2016, and on February 24, 2017: 

0 During the December 9, 2016, meeting, the chairperson made introductions and 
explained the mission of the working group. The charter was reviewed and discussed, and 
minor clarifications were made. The chairperson provided an overview of the LPRB 
Design Control Process for development of assays for use in the LRN and then outlined 
the assays currently under development at CDC. 

o During the February 24, 2017, meeting, action items from the previous meeting were
discussed. The process for prioritizing agents for assay development was discussed. A list
of agent prioritization criteria was created for the group to discuss and deliberate. Once
elements are finalized, the criteria will be ranked by the workgroup.

8 



Enclosme 2 

List of Appendices 

Appendices I, II, and VII c011trd11 se11sitive information and sltouirl be safeguarded in a 
11wmwr tltat protects them from disclosure. 

Appendix I (question 1): 

o Table A: LRN Assays Available for Select Agents and Toxins
o Table B: LRN Lab Capacity for Each Test

Appendix II (question 5): LRN -· B Assay Development Workgroup Charter 

Appendix U[ (question 6):  

Appendix IV ( question 7):  
 

Appendix V (question 8): LPRB Assay Development and Design Control Review Process 
Operating Procedure 

Appendh: VJ[ (question 8): Assay Development Activities 2003-2016 

Appendix VH (question 9): Members of Assay Development "\Working Group 



 
 Report in Brief 

Date:  June 2017 
Report No. A-04-16-03554 

Why OIG Did This Review  
Created in 1999, the Strategic 
National Stockpile (Stockpile) is a 
repository of vaccines, antibiotics, 
antidotes, antitoxins, medications, 
and supplies, in addition to certain 
controlled substances, meant to 
supplement and resupply State and 
local public health agencies in the 
event of a national emergency. 
 
Previous OIG audits in 2005 found 
that Stockpile sites lacked adequate 
protection against theft, tampering, 
destruction, or other loss.  Although 
our recent audits of five selected 
Stockpile sites confirmed that 
Stockpile inventory was adequately 
protected, we identified some issues 
within the Stockpile inventory 
system.  This report summarizes 
those five audit reports and describes 
issues we identified as risks to the 
Stockpile if the Centers for Disease 
Control and Prevention (CDC) does 
not take corrective action. 
 
The objective of our review was to 
identify systemic issues that could 
prevent CDC from ensuring that 
Stockpile sites are adequately 
protected and inventory is readily 
deployable in a public health 
emergency.  
  

How OIG Did This Review 
For this report, we reviewed the 
findings from each of five Stockpile 
site audits that covered FYs 2013 and 
2014.  We also reviewed additional 
information related to the value of 
the Stockpile, as well as Stockpile 
security and funding. 
 

The complete version of this report contains restricted information for official use only. 

Readiness of CDC’s Strategic National Stockpile Could 
Be at Risk in Case of a Public Health Emergency  
 
What OIG Found 
Two primary systemic issues may prevent CDC from ensuring that Stockpile 
sites are adequately protected and that inventory is readily deployable in a 
public health emergency:  
 

 although no longer responsible for providing Stockpile security, the 
Division of Strategic National Stockpile (DSNS) still controls security 
funding and  
 

 the Stockpile automated inventory system did not always accurately 
track the movement of all inventory or accurately record inventory 
locations.     

 

DSNS controls funding for Stockpile security because, in 2005, CDC transferred 
responsibility for physical security protection of the Stockpile from DSNS to its 
Office of Safety, Security, and Asset Management (OSSAM) but did not 
transfer security funding to OSSAM.  The automated inventory system did not 
always accurately manage Stockpile inventory because DSNS has not taken 
steps to ensure that the system has the necessary capabilities to do so.  These 
systemic issues could place at risk approximately $7 billion of Stockpile 
inventory and negatively affect Stockpile readiness during a national 
emergency. 

 
What OIG Recommends and CDC Comments  
We recommend that CDC (1) consider directly funding OSSAM’s Stockpile 
security mission and (2) improve its automated inventory system so that it can 
accurately identify inventory movements and locations at all times.  
 
CDC concurred with our recommendations and described steps that it had 
taken or planned to take to address our recommendations. 
 



DSNS FY'16 FY'17 FY'18 FY'19 FY'20 
SNS Non-Procurement 

Costs 
$200 $214 $220 $227 $234 

Anthrax $236 $199 $151 $126 $172 

Pandemic Influenza $7 $-   $93 $112 $64 

Smallpox $43 $54 $64 $52 $54 

Chemical $3 $66 $15 $34 $39 

Ancillary $67 $22 $21 $27 $18 

Rad/Nuc $13 $14 $9 $11 $12 

Burkholderia $6 $6 $1 $1 $0 

Plague/Tularemia $-   $-   $-   $-   $8 

FMS $0 $-   $0 $1 $0 

Figure 5: Estimated DSNS Spending, by Portfolio 
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