Addendum to RFA# 67-116
Pennsylvania Approved COVID-19 Testing Sites (PaACTS)
Date: August 24, 2020
Addendum Number: 1
Addendum Changes:
1) This addendum is to provide answers to all questions per the RFA Potential Applicant letter.
Question 1: If chosen to do testing at the Hub locations, will the State provide/source kits for testing? Or do we have to perform the testing from the limited testing supplies that we can individually source?
Answer 1: Organizations should plan to procure their own testing supplies through their typical purchasing channels, but currently the state is receiving monthly shipments of specimen collection supplies from the Department of Health and Human Services (DHHS). The state will continue to share these swabs and tubes with healthcare facilities in Pennsylvania who need them. The state does not have the ability to provide other testing supplies for specific instruments, such as the Cepheid GeneXpert, Hologic Panther, Roche cobas, and other instruments. 
Question 2: Do the monetary award amounts on Page 13 ("region 1: year 1 $11,610,000 etc) include the costs of the testings per se? Does this include the reimbursement for the laboratory costs for doing COVID PCR/NAAT and antibody testing? Or is there a separate reimbursement for the testing - either State/Federal reimbursements (including Medicare/Medicaid) or private insurances?
Answer 2: Each site should have the ability to bill insurance or seek reimbursement through Health Resources & Services Administration (HRSA) or other avenues, but the award amounts can be used to pay for the actual testing if other reimbursements cannot be used. A site cannot be reimbursed for a test and use this award for the same test, that is, no double reimbursement is permitted and these funds should be used as a last resort to pay for the actual testing. 
Question 3: Does the State have a target for number of tests to be run overall or during specific time points?
Answer 3: The current monthly goal is to test a minimum of the equivalent of 5% of the population.
Question 4: We would like to find out whether the application form would be to serve as a HUB in the system?  Or is it possible to try and become one of the Spokes for this model?  
Answer 4: The Department of Health is solicitating applications for the Hubs in this model. It would be up to each awarded Hub to find Spokes in their region.
Question 5: We would be interested in applying for the PaACTS RFA to help support testing across a wider region, but this effort would be led by a pediatric board-certified physician (along with epidemiology and infection control) as opposed to internal medicine.  Would this type of application be considered by the review committee?
Answer 5: Yes, a pediatric board-certified physician serving as a core member, in place of a physician who is board-certified in internal medicine is acceptable. The state will accept any board-certified physician. The sentence in Section B.2.a. of the RFA, which specified that one of the core staff members must be a physician who is board-certified in internal medicine, is hereby deleted and replaced with the following sentence:
“At least one of these core staff members must be a physician who is board-certified, and one must be a practitioner, certified infection preventionist or epidemiologist with specialized training in implementing and maintaining infection prevention and control plans within a hospital or health system.”
Question 6: We are not a Pennsylvania based company, but we have relationships with Pennsylvania based CLIA labs and medical staff which we contract with. Are we still eligible to apply?
Answer 6: No, per pages 2 & 3 of the RFA, the Hubs need to be Pennsylvania based companies, so they have a better understanding of the different communities and challenges in Pennsylvania. 
Question 7: Is this solicitation for Pennsylvania business only?
Answer 7: Yes, per pages 2 & 3 of the RFA, the state is looking for Pennsylvania based businesses to serve as the Hubs in this model, but the Hubs can partner with businesses outside of the state.
Question 8: Are only Pennsylvania based companies eligible to bid?
Answer 8: Yes, per pages 2 & 3 of the RFA, the state is looking for Pennsylvania based companies to serve as the Hubs in this model.
Question 9: Does the CLIA lab have to be in Pennsylvania?
Answer 9: Yes, the state is looking for a Pennsylvania based business to serve as the Hubs in this model.
Question 10: Is all tested completed by the vendor paid for by the state of Pennsylvania?
Answer 10: Healthcare providers and laboratories should be submitting claims to private insurance providers, Medicare, and Medicaid, or seek reimbursement through Health Resources & Services Administration (HRSA) or other avenues, but some of the money awarded can be used to cover the costs of the actual testing. A site cannot be reimbursed for a test and use this award for the same test, that is, no double reimbursement is permitted and these funds should be used as a last resort to pay for the actual testing 
Question 11: What is the threshold for approved COVID-19 tests?  Is FDA approval sufficient?
Answer 11: Yes, as long as a test has an Emergency Use Authorization (EUA) through the US Food and Drug Administration (FDA), it is sufficient.
Question 12: Does the grant plan to fund the testing of Pennsylvania residents? In Section A, information for applicants it states that, 'the organization may not retain payment for what it billed commercial insurance or medicaid' Does that mean that we should incorporate the costs for the tests to be performed in the budget?
Answer 12: Yes, funding can be used to cover the actual cost of testing, but a Grantee cannot receive reimbursement from commercial insurance, Medicare, or Medicaid and also use this funding to pay for those same tests. If you plan to offer free testing, you should incorporate those costs into your proposed budget, but insurance should be utilized first and these funds should be used as a last resort to pay for the actual tests. 
Question 13: We currently perform both nasal PCR testing and IgG testing. We use LabCorp as our partner. As they are an FDA approved provider and utilized CLIA guidelines may we continue to utilize their services for this RFA? 
Answer 13: Yes, Grantees may utilize any CLIA certified lab that has a PA Lab Permit.
Question 14: Regarding LabCorp do we also include the costs of the tests performed by LabCorp (PCR and antibody) in the budget as well?
Answer 14: If a Grantee will be paying for testing, yes, include the cost of tests performed by LabCorp or any other commercial lab. If you are going to submit claims to be reimbursed by private insurance, Medicare, or Medicaid, you should not include those costs in your budget. 
Question 15: PAGE 9: Deliverables (4) b. The two core staff members; May we hire a doctor and epidemiologist and or a consultant doctor and epidemiologist for our grant?
Answer 15: Yes, a Grantee can hire or contract with a board-certified physician and an epidemiologist.
Question 16: May we partner with an academic institution for the above positions? If these persons are not identified by September 1, 2020, the due date for grant, what should be included in place of the CV that we do not have for this individual(s).
Answer 16: Yes, Grantees can partner with academic institutions for the core staff members, but they must be identified in the application, as this is a requirement of the Grant. 
Question 17: Must the internal medicine doctor have a subspecialty in infectious diseases?
Answer 17: No, they are not required to have a subspecialty in infectious disease, and the state is accepting any board-certified physician. See Answer #5 above. 
The sentence in Section B.2.a. of the RFA, which specified that one of the core staff members must be a physician who is board-certified in internal medicine, is hereby deleted and replaced with the following sentence:
“At least one of these core staff members must be a physician who is board-certified, and one must be a practitioner, certified infection preventionist or epidemiologist with specialized training in implementing and maintaining infection prevention and control plans within a hospital or health system.”
Question 18: Also can the internal medicine doctor be a family practice doctor? can the internal medicine doctor be a physician who is subspecialist, e.g. a gastroenterologist by practice, but is also board certified in internal medicine. 
Answer 18: Yes, the state is accepting any board-certified physician as a core member of the team. See Answer #5 above.
The sentence in Section B.2.a. of the RFA, which specified that one of the core staff members must be a physician who is board-certified in internal medicine, is hereby deleted and replaced with the following sentence:
“At least one of these core staff members must be a physician who is board-certified, and one must be a practitioner, certified infection preventionist or epidemiologist with specialized training in implementing and maintaining infection prevention and control plans within a hospital or health system.”
Question 19: I am a board certified pediatric and adult general surgeon and a licensed physician in the state of Pennsylvania. Am I a qualified practitioner?
Answer 19: Yes, the state is accepting any board-certified physician as a core member of the team. See Answer #5 above.
The sentence in Section B.2.a. of the RFA, which specified that one of the core staff members must be a physician who is board-certified in internal medicine, is hereby deleted and replaced with the following sentence:
“At least one of these core staff members must be a physician who is board-certified, and one must be a practitioner, certified infection preventionist or epidemiologist with specialized training in implementing and maintaining infection prevention and control plans within a hospital or health system.”
Question 20:  What is the maximum percentage of the grant that can be used toward personnel salary and fringe benefits?
Answer 20: Per CDC guidance for this funding stream, there is a cap for salaries. The maximum that can be spent on salaries is $192,300 per person per year. 
Question 21:  Confirming the grant is ~11million for year one and ~8million for year two for Region one, a total of 8 counties, hub and spoke model?
Answer 21: Yes, Region 1 has 8 counties, which include the following: Berks, Bucks, Chester, Delaware, Lancaster, Montgomery, Philadelphia, and Schuylkill. Yes, the funding for Region 1 includes $11,610,000 for year one and $8,610,000 for year two.
Question 22: The testing supply chain (i.e. obtaining reagents) has periodically been unreliable, creating testing shortages &/or delays. How does the state plan on addressing these challenges?  
Answer 22: The Department of Health and Governor Wolf’s office have been in contact with the large manufacturers for test supplies, as well as the Federal government to express the need in Pennsylvania. The state has been made aware that many of the large manufacturers are increasing their production by bringing on additional manufacturing partners. It will be a requirement of the Grantee to achieve testing a minimum of the equivalent of 5% of the population in their region accounting for these challenges.   
Question 23: Should tests become in short supply, beyond each sites’ control, would applicants be penalized for not being able to complete this expectation, or will there be flexibility built into the grant agreement to allow for such contingencies?
Answer 23: Grantees are responsible for meeting the metrics associated with this Grant. 
Question 24: The RFA states that population testing goals are 90% per region (Hub shall develop a geographic radius of each Spoke location that can provide the 2 types of tests to at least 90% of the individuals in that region) over the period of the grant. What if the population testing needs are not that high or to the contrary, what if they exceed these levels?
Answer 24: That specific testing goal is in reference to ensuring testing is accessible to the majority of Pennsylvanians. The state wants to eliminate the need for patients to drive an hour away or to travel to another county in order to get tested. It does not  mean you must test 90% of the region and the state understands that you cannot force people to get tested. If the demand exceeds those levels, it would be the responsibility of the Hub to ensure there are enough Spokes in the region to meet the demands. 
Question 25: For #2 the priorities outlined seem to indicate we can turn away low-priority people and service a specific population. This is confusing – can you clarify the intent? Are we to provide them “access” only, and focus on high-priority if they want a test? So when the lab is full, they technically have access, but have to wait for their priority and the lab workload to allow them to be tested?
Answer 25: The state does not want to see anyone turned away for a test, but if there is a shortage of supplies and patients need to be prioritized, that list should be referenced. 
Question 26: Can we bill payors for testing? Is the State requiring payors to reimburse testing claims, as a part of this program? Will the State pay any claims not reimbursed by private or government payors as a part of this testing program? 
Answer 26: Yes, healthcare providers should be billing private insurance, Medicaid, and Medicare when possible. The state is not requiring insurance providers to reimburse for all COVID-19 tests, most tests should be covered through insurance, Medicaid, Medicare or reimbursement through HRSA for uninsured individuals. Grantees are able to use some of this funding to pay for tests and make them completely free for the patients. The state will not be providing additional funds outside of this Grant.
Question 27: How will denials be handled, because if individuals tested receive bills for denied claims, I imagine that would not be a good situation and even contrary to the purpose of the program to provide broader access to testing? 
Answer 27: Grantees are able to use some of this funding to pay for tests and make them completely free for the patients. 
Question 28: It is noted that the federally negotiated indirect cost rate is allowable on this grant, however, can you clarify that the budget cap would be total costs, not just direct?
Answer 28: Yes, the budget cap would be total costs.
Question 29: In order to adequately ramp up testing to the levels referenced in the RFA, construction and equipment are necessary, however, are not prioritized in this opportunity. Is this something the Department might consider changing, considering the realities of the testing environment?
Answer 29: Construction is not an allowable expense under this Grant opportunity, but lease payments for additional space is allowable. Equipment is also allowable. The state is hopeful that each Hub can put together a network of Spokes and utilize the existing lab space and equipment efficiently enough to increase the testing capacity of the Region.
Question 30: Is it acceptable to build in a contingency to the budget (% based on total costs) in the “other” category to accommodate true unknowns and/or another surge in COVID-19?
Answer 30: Grantees can reallocate funds between and within budget categories as needed, subject to the criteria found   in the Payment Provisions, Rev. 5/12, included in the RFA.
Question 31: The instructions simultaneously tell us the Work Statement should not exceed 30 pages and that The Work Statement is not counted in the 30-page limit. Please provide clarification on the 30-page limit and what parts of the application are not counted toward the page limit.
Answer 31: There is a typo on page 13 of the RFA, Section C.2.c. It currently reads, “Note: The Work Statement, Cover Page, Certifications Form, Budget and Budget Definitions are not counted in the 30-page limit.” That sentence is hereby deleted and replaced with the following: “Note: The Cover Page, Certifications Form, Curriculum Vitae (CV) Budget, and Budget Definitions are not counted in the 30-page limit.”
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*Except as clarified and amended by this Addendum, the terms, conditions, specifications, and instructions of the RFA and any previous addenda, remain as originally written.

