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Standards for Licensing: PHS Act Biologics

 Biologic License Application (BLA)

– Biological product is safe, pure, and potent, and;

– The facilities in which the biological product is 
manufactured, processed, packed, or held (manufacturing 
facilities) meet standards designed to assure that the 
biological product continues to be safe, pure, and potent.

 Safety means the relative freedom from harmful effects, 
direct or indirect, when a product is prudently administered, 
taking into consideration the character of the product in 
relation to the condition of the recipient at the time.
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Standards for Licensing: PHS Act Biologics
(cont.)

 Purity means relative freedom from extraneous matter in the 
finished product, whether or not harmful to the recipient or 
deleterious to the product.

 Potency means the specific ability or capacity of the 
product, as indicated by appropriate laboratory tests, or 
yield a given result.
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What is an Emergency Use Authorization (EUA)

 Authorization of the emergency use of certain medical 
products under sections 564, 564A, and 564B of the 
Federal Food, Drug, and Cosmetic Act (FD&C Act) as 
amended or added by the Pandemic and All-Hazards 
Preparedness Reauthorization Act of 2013 (PAHPRA).

 Enacted to sustain and strengthen national preparedness 
for public health, military, and domestic emergencies 
involving chemical, biological, radiological, and nuclear 
(CBRN) agents, including emerging infectious disease 
threats such as pandemic influenza.
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EUA Authorizations

 Commissioner can authorize the emergency use of an 
unapproved medical product or an unapproved use of an 
approved medical product for certain emergency 
circumstances after the HHS Secretary has made a 
declaration of emergency or threat justifying authorization of 
emergency use.

 The Commissioner may issue an EUA to allow an medical 
counter measures (MCM) to be used in an emergency to 
diagnose, treat, or prevent serious or life-threatening 
diseases or conditions caused by a CBRN agent when there 
are no adequate, approved, and available alternatives.
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Requests for Consideration for EUAs 

 Evidence from human experience relevant to 
assessing activity, effectiveness, and dosing (e.g., 
in published case reports, uncontrolled trials, 
controlled trials, and any other relevant human use 
experience).
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Contents of an EUA

 A well-organized summary of the available scientific 
evidence regarding the product's:

– safety and effectiveness, risks (including an adverse event 
profile) and benefits;

– any available, approved alternatives to the product.

 A description of the product and its intended use 
(e.g., identification of the serious or life-threatening 
disease or condition for which the product may be 
effective; where, when, and how the product is 
anticipated to be used; and/or the population(s) for 
which the product may be used;
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Contents of an EUA (cont.)

 A description of the product's FDA approval status:

– whether the product is unapproved or whether it is 
approved but the EUA is for an unapproved use;

– whether the product or intended use is under an 
investigational application (e.g., if an IND/IDE is in 
effect or has been submitted; 

– whether the product is approved in a foreign country for 
either the proposed use or another use; information on the 
use of the medical product by either a foreign country or 
an international organization (e.g., the World Health 
Organization (WHO)).
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Contents of an EUA (cont.)
 The need for the product, including identification of any approved 

alternative product(s) and their availability and adequacy for the 
proposed use, and the unmet need(s) the EUA would address;

 Available safety and effectiveness information for the product;

 A discussion of risks and benefits, including available information 
concerning the threats posed by the CBRN agent(s) involved;

 Information on chemistry (as applicable), manufacturing, and 
controls; 

 A list of each site where the product, if authorized, is or would be 
manufactured, and the current CGMP status of the manufacturing 
site(s);

 Information about the quantity of finished product on hand and 
the surge capabilities of the manufacturing site(s);
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Contents of an EUA (cont.)

 Information comparable to an FDA-approved package insert or 
instructions for use; drafts of the “Fact Sheets” to be furnished to 
health care professionals or authorized dispensers and recipients 
of the product, and a discussion of the feasibility of providing 
such information in an emergency;

 If seeking an extension of a product’s labeled expiration date, any 
available information in support of such an extension (e.g., 
information on product stability such as test results; prior and 
anticipated storage and handling conditions; the lots, batches, or 
other units affected; any prior expiration date extensions; and for 
medical devices, an explanation of labeled expiration date, such 
as whether the inclusion of such information was based on a 
premarket requirement, requirements of another regulatory body, 
or a business decision); and

 Any right of reference, as applicable.
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What is Pharmacovigilance?

Useful definitions of pharmacovigilance concepts:

 Pharmacovigilance to mean all scientific and data 
gathering activities relating to the detection, 
assessment, and understanding of adverse events. 

 This includes the use of pharmacoepidemiologic
studies. 

 These activities are undertaken with the goal of 
identifying adverse events and understanding, to the 
extent possible, their nature, frequency, and potential 
risk factors.
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What is Pharmacovigilance? (cont.)

 Pharmacovigilance principally involves the identification and 
evaluation of safety signals, i.e., safety signal referring  to a 
concern about an excess of adverse events compared to 
what would be expected to be associated with a product's 
use. 

 Signals can arise from post-marketing data and other 
sources, such as preclinical data and events associated 
with other products in the same pharmacologic class. 

 It is possible that even a single well-documented case 
report can be viewed as a signal, particularly if the report 
describes a positive rechallenge or if the event is extremely 
rare in the absence of drug use. 
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What is Pharmacovigilance? (cont.)

 Signals generally indicate the need for further investigation, 
which may or may not lead to the conclusion that the 
product caused the event. 

 After a signal is identified, it should be further assessed to 
determine whether it represents a potential safety risk and 
whether other action should be taken.
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U.S. Regulatory Definition of Safety

21 CFR 600.3

“The word safety means the relative freedom from 
harmful effect to persons affected, directly or 
indirectly, by a product when prudently 
administered, taking into consideration the 
character of the product in relation to the condition 
of the recipient at the time.”
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Unique Safety Considerations
for Preventive Vaccines

 Millions of healthy people, including young infants 
and children, receive vaccines each year.

 State governments mandate many vaccines for 
children attending public schools or day care 
centers.

 Individual risk for disease prevented by vaccination 
may be low (e.g., diphtheria, polio).

…thus, low tolerance for vaccine-associated risks
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Features of Vaccines

 Vaccine components (physical exposure)

– Active ingredient(s) – immunogen(s)

– Other: preservative, adjuvant, stabilizer, 

manufacturing residuals

 Vaccination practices (timing & combinations)

– Frequent co-administration of vaccines

– Infrequent dosing

– Near universal immunization within standard age bands
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COVID-19 Vaccine Studies –
Paused/ Resumed

 J & J paused the advanced clinical trial of its experimental coronavirus 
vaccine because of an unexplained illness in one of the volunteers.

 The participant's illness is being reviewed and evaluated by the 
ENSEMBLE independent Data Safety Monitoring Board (DSMB) as well 
as the company’s internal clinical and safety physicians.

 Adverse events -- illnesses, accidents, etc. – including serious ones, are 
an expected part of any clinical study, especially large studies

 J & J's Janssen vaccine arm is developing the vaccine.

 The unexplained illness has not been disclosed.

 One point of conducting clinical trials is to find out if vaccines cause 
dangerous side effects. Trials are stopped when they pop up while 
doctors check to see if the illness can be linked to the vaccine or is a 
coincidence.

 This study resumed last week.
20
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COVID-19 Vaccine Studies –
Paused/Resumed

 AstraZeneca and the University of Oxford have resumed the clinical 
study they paused after one U.K. participant developed a “potentially 
unexplained illness.

 The study resumed after receiving confirmation from the U.K.’s 
Medicines Health Regulatory Authority (MHRA) after the trial’s U.K. 
independent DSMB committee concluded its investigation and 
recommended to the MHRA that the trials in the U.K. were safe to 
resume.

 The pause is one of two that has occurred during the trial. A brief pause 
occurred in July after a volunteer participant was confirmed to have an 
undiagnosed case of multiple sclerosis, which the independent panel 
concluded was unrelated to the vaccine.

 The New York Times that the patient developed transverse myelitis, the 
company reported that the patient had neurological symptoms 
consistent with the disorder.
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COVID-19 Therapeutic Study - Paused

 Eli Lilly paused its therapeutic antibody treatment

 The trial compares an investigational antibody 
treatment against Gilead Sciences’ remdesivir.

 Currently Lilly doesn’t know what the issue is, and it 
doesn’t know whether the DSMB’s concern is 
related to a patient who received the antibody 
alongside remdesivir or just remdesivir alone. 

 This situation remains under investigation and we 
don’t know how long it’ll be before the independent 
experts say the trial can safely resume.
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Regulatory Status of “Study Pause”

 A “pause” in a trial is NOT a clinical hold under 21 
CFR 312.42.

– Clinical Hold - Human subjects are or would be exposed 
to an unreasonable and significant risk of illness or injury

 Study sponsors can, and often do, pause a study 
when a study subject experiences an unexpected, 
serious adverse event.

 Once a trial is paused, an independent DSMB 
evaluates causation and risk and determines 
whether the trial can resume.
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FDA Briefing Document – October 22, 2020
Vaccines and Related Biological Products Advisory Committee Meeting

 Development, authorization and licensure of vaccines to prevent 
COVID-19

 Discuss studies, that should be conducted, pre- and/or post-licensure, to 
evaluate the safety and efficacy of COVID-19 vaccine candidates, 
including in special populations (e.g., pediatric populations and pregnant 
women), and to further evaluate the immunogenicity and duration of 
effectiveness of these vaccines. 

 Discuss the need for post-marketing safety studies following approval of 
a BLA for a COVID-19 vaccine. 

 Discuss what would be necessary for active safety follow up in order to 
permit an ongoing assessment of the benefits and risks of a COVID-19 
vaccine following issuance of an EUA.
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EUA for a Medical Product

In order to issue an EUA for a medical product, FDA must 
determine, among other things:

 that the product may be effective in diagnosing, treating, or 
preventing serious or life-threatening diseases or conditions 
caused by the agent(s) identified in the EUA declaration; 
and

 that the known and potential benefits of the product, when 
used to diagnose, prevent, or treat such serious or life-
threatening disease or condition, outweigh its known and 
potential risks of the product.
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EUA Request for a COVID-19 Vaccine

 In evaluating whether to issue an EUA request for a COVID-19 vaccine, 
FDA would take into account the unique considerations posed by an 
investigational COVID-19 vaccine, including risk and benefit 
considerations.

 Vaccines are complex biological products, and an EUA for a COVID-19 
vaccine may allow for rapid and widespread deployment for administration 
of the vaccine to millions of individuals, including healthy people.

 Issuance of an EUA for a COVID-19 vaccine would require adequate 
manufacturing information to ensure its quality and consistency and a 
determination by FDA that the vaccine’s benefits outweigh its risks based 
on data from at least one well-designed Phase 3 clinical trial that 
demonstrates the vaccine’s safety and efficacy in a clear and compelling 
manner.

 Any assessment regarding an EUA would need to be made on a case-by-
case basis considering the target population, the characteristics of the 
product, the preclinical and human clinical study data on the product, and 
the totality of the available scientific evidence relevant to the product.
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 The U.S. Food and Drug Administration said earlier 
this month it wants at least two months of safety 
data on half of the trial participants before 
authorizing emergency use of any experimental 
coronavirus vaccine.

 While the White House cleared the guidance, 
Trump has called the new rules a ‘political hit job’ 
as they undercut hopes of getting a vaccine before 
voters go to polls on Nov. 3.
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 Pfizer expects to have that safety data in the third 
week of November, Chief Executive Officer Albert 
Bourla said in an open letter posted on the 
company’s website.

 Bourla noted in the letter that the filing depended 
on several other factors, including initial data on 
effectiveness that may or may not be available by 
late October.

 He said the company plans to share efficacy data 
with the public as soon as practical.
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 HHS Secretary Alex Azar - US is likely to have 
enough safe and effective COVID-19 vaccines 
available to inoculate the most vulnerable 
Americans by the end of 2020

 The U.S. government is “cautiously optimistic” that 
one or two vaccines, likely from Pfizer Inc or 
Moderna Inc, will be available by the end of the 
year and can begin to be distributed to Americans, 
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CDC COVID-19 VACCINATION PROGRAM INTERIM PLAYBOOK FOR 
JURISDICTION OPERATIONS – September 16, 2020

 COVID-19 vaccine products are temperature-sensitive.

 Proper storage and handling practices are critical to minimize 
vaccine loss and limit risk of administering COVID-19 vaccine 
with reduced effectiveness.

 It is expected that cold chain storage and handling requirements 
for COVID-19 vaccine products will vary in temperature from 
refrigerated (2°C to 8°C) to frozen (-15 to -25°C) to ultra-cold (-
60°C to -80°C in the freezer or within the dry ice shipping 
container in which product was received).

 Conditions for thawing – not set yet 

 Multiple freeze / thaw cycles – impact on the vaccines
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Gilead’s VEKLURY (Remdesivir) 

 Full NDA Approval, October 22, 2020

 [note: NDA was received August 7, 2020]

 Indication for Use:
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VEKLURY is a SARS-CoV-2 nucleotide analog RNA polymerase inhibitor 
indicated for adults and pediatric patients (12 years of age and older and 
weighing at least 40 kg) for the treatment of coronavirus disease 2019 
(COVID-19) requiring hospitalization.

VEKLURY should only be administered in a hospital or in a healthcare setting 
capable of providing acute care comparable to inpatient hospital care. 



Gilead’s VEKLURY (Remdesivir) 

 NIAID ACTT-1 was a randomized, double-blind, placebo-controlled clinical trial in 
hospitalized subjects with mild, moderate, and severe COVID-19 treated with VEKLURY 
(n=532) or placebo (n=516) for up to 10 days

 Study GS-US-540-5773 was a randomized, open-label clinical trial in hospitalized subjects 
200 mg on Day 1 and 100 mg daily for 5 (n=191) or 10 days (n=193), or standard of care 
(SOC) only (n=200)

 Study GS-US-540-5774 was a randomized, open-label clinical trial in hospitalized subjects 
with moderate COVID-19 treated with VEKLURY 200 mg on Day 1 and 100 mg daily for 5 
(n=191) or 10 days (n=193), or standard of care (SOC) only (n=200)

 Study GS-US-399-5505 was a Phase 1, randomized, blinded, placebo-controlled clinical 
trial in healthy volunteers administered VEKLURY 200 mg on Day 1 and 100 mg for either 
4 days or 9 days.

 Plus EUA experience

 Many post marketing approval study requirements,
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Vaccine Preparedness and Planning

 Vaccine Contracting & Contract Considerations

 Storage and Administration

 Employee Training Considerations

 Consent

 Determining Vaccination Dissemination
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Vaccine Receipt: How & How to Plan

 Contracting Sources

- GPO

- Supplier/Manufacturer Direct contracting

- Governmental distribution?

 Most manufacturers/vendors are going to want standard 
terms for procurement to apply….



Contract Considerations 

 Vaccine Availability

– Right to accept/reject POs: “All orders are subject to 
acceptance by Manufacturer in its sole discretion.”

– Partial fill of orders/redirect: “If supply is low, Manufacturer may 
prohibit or restrict orders to Customers.”

– Maximum order limits and maximum limits

– Rights to allocate: e.g. “To ensure adequate supply of a Product for all 
customers, Manufacturer reserves the right to reduce, defer, back-
order, or decline such orders to a level below ____% of the 
Customer’s established pattern of previous total monthly purchases 
for that Product.”
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Contract Considerations

 Shipping/Risk of Loss
Title to merchandise sold will pass to the Direct Purchasing Customer upon delivery to the 
carrier at the point of shipment. Orders are shipped freight prepaid (unless expedited delivery 
is requested). However, unless the Direct Purchasing Customer designates the carrier, 
Manufacturer retains the risk of loss, shortage, breakage, or leakage until the merchandise is 
delivered to the Direct Purchasing Customer by the carrier

 Limited Warranties
Manufacturer warrants that, at the time of shipping, Products will, in all material respects, 
have been manufactured in conformance with current good manufacturing practices as set 
forth in Title 21 of the Code of Federal Regulations effective at the time of manufacture, and 
will not be manufactured, sold or shipped in violation of any applicable federal, state, or local 
laws or regulations in any material respect. This warranty is in lieu of all other warranties, 
express or implied, and all other warranties, including but not limited to the implied warranties 
of merchantability and fitness for a particular purpose.

 Indemnity
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Contract Considerations
 Customer Obligations

Customers that administer Vaccine Products to patients warrant that they will: 

i. Take all appropriate steps to assure that all Vaccine Products purchased from Manufacturer 
shall be administered to each patient on the basis of an individualized medical judgment by a 
licensed, authorized health care professional; or 

ii. Take all appropriate steps to provide to such patient (or to the patient’s parent or guardian) 
meaningful and complete warnings relating to the risks and benefits of vaccination with the 
Vaccine Product, in form and language understandable to such patient, parent, or guardian.

Customers taking physical possession of vaccines are fully responsible for complying with all 
applicable federal, state, and local laws and regulations relating to the storage, handling, and 
distribution of such Products, including, without limitation, any laws applicable to the 
distribution of controlled substances. Customer represents and warrants that it has and will 
maintain at all times the proper license or licenses required to receive, handle and store the 
vaccine, including, but not limited to, licenses that may be required to distribute refrigerated 
vaccine for use.

Customers shall take such precautions as are necessary to prevent vaccine from falling into 
the hands of those who may not lawfully possess or handle the vaccine and fully comply with 
all applicable local, state, and federal laws and regulations. Customers shall immediately 
report in writing to Manufacturer any in-transit loss or shortage of vaccines.
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Contract Considerations / Storage

 Temperature, conditions….
Eg: It is critical to maintain a temperature range of 2-8°C (36-46°F) while in storage 
and in transit. If refrigerated vaccine must be transported, include a temperature 
recording device to monitor that an appropriate temperature is maintained. Do not 
place refrigerated vaccine Product in an area where the temperature cannot be 
regulated. Avoid placing the container in direct sunlight, or directly in line with any 
heating or cooling source. Staff should be instructed to deliver the vaccine directly 
to the appropriate personnel as soon as possible for proper storage as described in 
the Manufacturer’s Prescribing Information.
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Vaccine Receipt: Storage and Administration

 Consider: storage requirement and vaccine prep for 
administration.

 How much time is needed from removal from storage until 
the vaccine may be administered? 

 Impact on patient/recipient scheduling.

 Train employees on vaccine prep and administration, 
including the consent process

- Which employees are permitted to administer (any licensure requirements)?

- Instruct on administration in accordance with manufacturer or CDC 
guidelines?

- Vaccine administration records and content.

- Consent
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Consent

 There is no current Federal requirement for informed 
consent relating to immunization. For state and local 
regulations, state or local health departments control.

 Why is consent necessary – potential liability

A failure to obtain informed consent can create substantial liability for a physician 
or practice, including a lawsuit which alleges that the provider failed to obtain 
legally sufficient informed consent – a form of medical malpractice in many 
jurisdictions

A healthcare provider who fails to obtain informed consent might also be sued for 
negligent infliction of emotional distress. Essentially, this means that the physician’s 
negligence led to the patient’s emotional distress.
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Consent –Elements

 Adhere to any State specific consent regulations

 Demographics/Health Information/History

 Screening for vaccine eligibility: standard vaccination 
eligibility screening questions for the vaccine.

 Consent: Statement and signature line for recipients to 
consent to or decline vaccination.

 Vaccine Information Sheet (VIS)

VISs contain information that may be useful later (e.g., information about what to do in the 
case of an adverse reaction, and where to find additional information about the disease or 
vaccine). Patients may choose not to take the VIS, but the provider should offer them the 
opportunity.
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Consent and Waiver

I consent to the staff to administer the vaccine(s) mentioned below.  I have 
reviewed the vaccine information sheet(s) and understand the potential 
benefits and risks of receiving this vaccine and choose to assume the 
risks.  I fully release and discharge [hospital/provider], its affiliations and 
their officers, and employees from any illness, injury, loss, or damage that 
may result therefrom.  I acknowledge that I have received a copy of the 
[hospital’s/provider’s] privacy policies according to HIPPA.  I assign 
payment of authorized insurance benefits due to me to be paid to the 
[hospital/provider] and will pay any copay or deductible that result.  I 
consent the release of medical information when necessary for billing, 
reimbursement, and medical protocol. I also allow for the 
[hospital/provider] to report any medications received to the appropriate 
state vaccine registry.  I agree to wait near the vaccination area for 
approximately 20 minutes to receive treatment in case of adverse 
reaction.
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Dissemination – Who gets it?

 State Laws

 CDC guidelines

 Ethical considerations/suggested tiers
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State Laws
 State vaccination laws include vaccination requirements for children in 

public and private schools and daycare settings, college/university 
students, and healthcare workers and patients in certain facilities. 

 State laws also affect access to vaccination services by determining 
whether providing vaccinations to patients is within the scope of practice 
of certain healthcare professionals.

 Healthcare facilities across the country are increasingly requiring 
healthcare workers to be vaccinated for certain diseases in an effort to 
reduce outbreaks of vaccine-preventable diseases. In some instances, 
facilities are establishing these requirements due to mandates in state 
statutes and regulations.
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State Laws and Regulations
 Will states establish requirements consistent with influenza regulation?

 Many states establish flu vaccination requirements for hospital 
healthcare workers, and some states establish requirements for hospital 
patients.

 IL Healthcare Employee Vaccination Code; 77 ILCS 956

Each health care setting shall ensure that all health care employees are 
provided education on influenza and are offered the opportunity to receive 
seasonal, novel and pandemic influenza vaccine, in accordance with this Section, 
during the influenza season.

Each health care setting shall develop and implement a program that includes the 
following: (i) a plan to offer seasonal, pandemic or any other influenza vaccine; (ii) 
the time frame within which health care employees will be offered vaccination; and 
(iii) any required documentation relating to the health care employee vaccination 
requirement.
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State Laws

 IL Healthcare Employee Vaccination Code; 77 ILCS 956

Health care employee − All paid and unpaid persons working in health care 
settings who have the potential for exposure to infectious materials, including 
body substances, contaminated medical supplies and equipment, contaminated 
environmental surfaces, or contaminated air. Health care employees include, but 
are not limited to, physicians, nurses, nursing assistants, therapists, technicians, 
emergency medical services employees, pharmacists, laboratory employees, and 
persons not directly involved in patient care (e.g., clerical, dietary, housekeeping, 
maintenance and volunteers) but potentially exposed to infectious agents that can 
be transmitted to and from health care employees.
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State Laws
 IL Healthcare Employee Vaccination Code; 77 ILCS 956

Health care settings include: a facility licensed under the Alternative 
Health Care Delivery Act; an ambulatory surgical treatment center; an 
assisted living facility, a shared housing establishment, or a board and 
care home; a community living facility; a life care facility; a long-term care 
facility; a specialized mental health rehabilitation facility; an EMS System; 
a freestanding emergency center; a home health agency, home services 
agency or home nursing agency; a hospice care program or voluntary 
hospice program; a supportive residence; a hospital.
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CDC Guidelines

 CDC – COVID-19 Vaccination Program Interim Playbook for 
Jurisdiction Operations (Sept. 2020)

– Phase 1: Potentially limited supply of COVID-19 vaccine doses available.

Focus initial efforts on reaching the critical populations listed above. Ensure 
vaccination locations selected can reach populations, manage cold chain 
requirements, and meet reporting requirements for vaccine supply and uptake. 

– Phase 2: Large number of vaccine doses available.

Focus on ensuring access to vaccine for members of Phase 1 critical 
populations who were not yet vaccinated as well as for the general population; 
expand provider network. 

– Phase 3: Sufficient supply of vaccine doses for entire population (surplus of 
doses).
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CDC Guidelines
 Phase 1: Concentrating early COVID-19 vaccine 

administration efforts on the initial critical populations 
identified.

A key policy goal is to determine critical populations for COVID-19 
vaccination, including those groups identified to receive the first available 
doses of COVID-19 vaccine when supply is expected to be limited. 

After a short period of potentially limited vaccine supply, supply will likely 
increase quickly, allowing vaccination efforts to be expanded to include 
additional critical populations as well as the general public. 

Jurisdictions should develop plans to ensure equitable access to 
vaccination for each of the critical populations identified.
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CDC Guidelines – Critical Populations 

 Identify and estimate the critical populations within a 
jurisdiction. May include but are not limited to:

Critical infrastructure workforce: (i) Healthcare personnel (i.e., paid and unpaid personnel 
working in healthcare settings, which may include vaccinators, pharmacy staff, ancillary staff, 
school nurses, and EMS personnel); (ii) Other essential workers

People at increased risk for severe COVID-19 illness: e.g. LTCF residents (i.e., nursing 
home, assisted living, independent living facility residents); people with underlying medical 
conditions that are risk factors for severe COVID-19 illness; people 65 years of age and 
older; people at increased risk of acquiring or transmitting COVID-19; people from racial and 
ethnic minority groups; people from tribal communities; people who are incarcerated/detained 
in correctional facilities; people experiencing homelessness/living in shelters; people 
attending colleges/universities; people who work in educational settings (e.g., early learning 
centers, schools, and colleges/universities); people living and working in other congregate 
settings  

People with limited access to routine vaccination services: e.g. people living in rural 
communities; people with disabilities; people who are under- or uninsured
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Public Opinion/Ethics Issues?
Some state that….
 Wellbeing and Promoting the Common Good

An allocation plan should promote the common good by focusing on both 
public health and economic and social wellbeing. Public health 
interventions should generally reduce the spread of SARS-CoV-2 and 
protect essential services, while at the same time enabling children to 
return to school and economic and social activity to resume more broadly. 
One possible tool to achieve these goals would be to prioritize vaccination 
for workers who cannot work from home.

 Justice, Fairness, and Equity

In general, the impact of a vaccine is different for different groups of people 
(e.g., those at higher risk of death or serious illness), and the typical 
mechanisms used to treat people equally (e.g., lottery, first-come-first-
serve) often would be deemed unfair or inefficient when it comes to 
vaccine distribution.
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Public Opinion/Ethics Issues?
Some state that….

 Prioritizing those who face increased risk of COVID-19 in 
order to provide essential services for the public.

Tier 1 could include those: most essential in sustaining the ongoing COVID-19 
response; at greatest risk of severe illness and death, and their caregivers; most 
essential to maintaining core societal functions.

Tier 2 could include those: involved in broader health provision; who face greater 
barriers to access care if they become seriously ill; contributing to maintenance of 
core societal function; and those living or working conditions give them elevated 
risk of infection, even if they have lesser or unknown risk of severe illness and 

death.
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Planning

 Plan for contracting and acquisition 

 Develop SOPs or policies on receipt, storage and 
administration

 Train employees of the established SOPs/policies; train 
employees who will administer the vaccine on: (i) vaccine 
prep and administration, and (ii) obtaining patient consent

 Develop a patient consent form related to the vaccine

 Determine any mandated employee vaccination 
requirements and then if there will be tiers of administration.
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Our next presentation will begin in 5 
minutes.

Break



PRESENTER:

Advance Planning: Supply Chain 
Considerations and Risk Mitigation 
for Continuity of Supply

Vanessa Miller



The “Supply Chain”

 What is included in the “supply chain” for 
vaccines?
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The “Supply Chain”

 Also includes all of the 
products and equipment 
tangential to the vaccines 
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Vaccine Handling
Cold Chain 

Transport/Storage
Temperature 
Monitoring

Other

Special glass vials Refrigerators and 
deep freezer 
equipment 

GPS devices Generators 

Special gloves Coolers Temperature
monitoring devices

Back-up batteries 

Specially designed 
boxes and packing 
materials

Dry ice Embedded software 
for tracking and 
monitoring

Labels – shipping, 
warning, cold storage

Raw materials and 
sub-components for 
all items

Raw materials and 
sub-components for 
all items

Raw materials and
sub-components for 
all items 

Raw materials and 
sub-components for
all items 



Shipping & Logistics 

 Key hurdles to shipping and logistics:

– Reduced shipping capacity

– Increased costs

– Highest shipping volumes ever

– Certifications to handle pharmaceuticals 
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Shipping & Logistics 

 Key contractual considerations for risk mitigation 
and allocation:

– 3PL Contracting

 Exclusivity & Volumes

 Liability for Direct and Indirect Damages

 Defined KPIs

 Price Indexing 
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Shipping & Logistics

 Key contractual considerations for risk mitigation 
and allocation:

– For Contracts Involving the Sale of Goods or Raw 
Materials  

 Freight Expedites 

 Stringent Packaging Requirements 

 Risk of Loss 

62



Cold Chain Issues 
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Cold Chain Issues 
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Cold Chain Issues 

 Key contractual considerations for risk mitigation 
and allocation:

– Consider Cold Chain Issues & Scenarios

– Allocate Risks by Contract

 Should tie or have a nexus to some defect, failure to meet a 
contractual obligation or warranty issue caused by the party that is 
assuming the risk

65



Sourcing & Transparency 

 Sole Sourcing

 “Requirements Contracts”

 Ability to Dual Source or Multi Source to Diversify 
Supply Base
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Sourcing & Transparency

 Key contractual considerations for risk mitigation 
and allocation:

– Option and Timeline to Qualify an Additional Source

– Requiring Transparency

– Defining Volume Thresholds 

– Allocating Risk for Overtime, Expedites, Etc.

– Obsolescence 

– Tooling & Capex 
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Warehousing and Inventory 
Protections

 JIT (Just In Time)

 Advance Planning for Warehousing and Inventory 
Options
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Warehousing and Inventory
Protections

 Key contractual considerations for risk mitigation 
and allocation:

– Maintaining a Bank of Parts

– Warehousing Options

– Ability to Shift Burden to Supply Base
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Force Majeure

 Force majeure clauses excuse performance due to 
the occurrence of an event beyond the parties’ 
control

 Not a breach

 “Creatures of contract”
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Some Categories of Force Majeure 
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Natural 
Disasters

Plant-Specific 
Issues

Government-
Related

Disease Other

“Acts of God” Plant Fires Government 
Action 

Covid-19 Riots

Hurricanes Plant Explosions Acts of War Epidemics Terrorism 
Tornados Floods Embargos Pandemics Strikes

Earthquakes Power Outages Tariffs Other Viruses Other Labor 
Issues

Wild Fires Machinery 
Issues

Quarantines

Tsunamis Public Health 
Emergency

Floods



Force Majeure

 Key contractual considerations for risk mitigation 
and allocation:

– Two key components:

1. Define the events that constitute a force majeure

2. Set forth the supplier’s rights and obligations if a force majeure 
event occurs that impacts the supplier’s ability to timely supply 
parts

– Specifics will depend upon the products at issue, the 
regions involved in the supply chain and risk allocation 
between the parties
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Force Majeure: Buyer’s Strategies 

 List specific events, as narrowly as possible 

 Exclude labor strikes 

 Build-in prompt notice requirement and expected 
duration 

 Shorten time to resume performance

 Need an “out” (escape hatch provision): right to 
terminate after certain time period  
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Force Majeure: Seller’s Strategies 

 Negotiate as broad of a list as possible 

 Catchall: “. . . or any other circumstance beyond 
the control of the parties” (very broad) 

 Suspend performance until the force majeure event 
is over
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Force Majeure

 Allocate additional risks for other charges

– Warehousing costs

– Return costs

– Freight expedites

– Overtime and any ramp-up costs

– Employee absenteeism

 Supply chain contracts can proactively anticipate 
and allocation these risks 
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Our next presentation will begin in 5 
minutes.

Break



PRESENTER:

Distribution: Pricing 
& the “Middleman”

Michael Lockerby



COVID-19 Vaccine Distribution 

78

 As “novel” as coronavirus itself?

 Traditional models of distribution 
are unlikely to be followed here

 For better or worse, the CDC 
has decided to use the H1N1 
vaccine distribution model for 
distributing COVID-19 vaccine

 But if there are multiple vaccines 
approved in multiple countries, 
will the CDC program be the 
only U.S. distribution channel?
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Traditional Methods of Distribution
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 Sales representatives and 
independent distributors

 Introduction of new product 
raises legal issues under:

– Pre-existing agreements

– State “relationship” statutes 

– Antitrust law (exclusivity, resale price 
maintenance, price discrimination)

 Channels of distribution and 
legal issues are likely to be 
different with COVID-19 vaccine



The Historical Context

80

 The Spanish flu

– No vaccine or anti-viral drugs

– Young people more adversely 
affected, relatively more lethal

– Response: masks, quarantines, 
shutting down public places

 H1N1 (“swine flu”)

– Less severe than either Spanish flu 
or coronavirus

– Direct distribution by CDC through 
Vaccines for Children Program

 Model for COVID-19 vaccine



H1N1 Vaccine: Lessons Learned(?)

81

 Funded by federal government

 Allocated to states by population

 Central distributor shipped 
directly to vaccination sites

 State distribution plans varied

– Combination of state and local 
public health authorities, private 
healthcare providers, pharmacies

– Local health departments

– Redistribution by state government 
directly to vaccine administrators



H1N1 Vaccine: Lessons Learned(?)

82

 Too little, too late

– Shortages resulting from use of  
egg-based manufacturing process

– Not widely available until after 
second wave of virus in U.S. in 2009

– By then, interest had waned

 CDC’s use of central distributor 
got vaccine to states quickly, but 
redistribution varied after that

 Miscommunication and delays 
led to drop in public confidence



The Current Distribution Strategy
 “Partnerships with state, local 

and tribal health departments, 
territories, Tribes, and federal 
entities to allocate and distribute 
vaccines, augmented by direct 
distribution to commercial 
partners.”

 “A centralized distributor contract 
with potential for back-up 
distributors for additional storage 
and handling requirements” 

 “A flexible, scalable, secure web-
based IT vaccine tracking system 
for ongoing vaccine, allocation, 
ordering, uptake, and 
management.”
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The Current Distribution Strategy

 The CDC’s existing 
distribution contract with 
McKesson under the 
Vaccines for Children 
Program (“VCP”) has an 
addendum allowing its 
use during a pandemic

 It was used to distribute 
the H1N1 vaccine

 And it will be used again 
for COVID-19 vaccine
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The Current Distribution Strategy
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Will CDC Control All Distribution?

86

 Reportedly, multiple researchers 
in multiple countries are on track 
to develop COVID-19 vaccines

 The first to secure FDA approval 
will presumably be distributed 
via CDC distribution channels

 But what about other vaccines 
subsequently approved by FDA?

– Will the CDC also distribute them?

– Could there be for-profit distribution 
of other approved vaccine products?



Traditional Methods of Distribution

87

 Contractual issues:

– Do contracts with existing sales reps 
or distributors grant rights to newly 
developed COVID-19 vaccines?

– Answer depends upon contractual 
scope of distribution rights, whether 
it is limited by product or brand, and 
whether and how vaccine is branded

 State distribution laws often 
define protected rights by brand

 May restrict the supplier’s ability 
to cut out the “middle man”

https://map.foley.com/

https://map.foley.com/


Traditional Methods of Distribution

88

 Exclusive dealing agreements 
routinely survive scrutiny under 
Sherman Act § 1 Rule of Reason 

– Viewed as pro-competitive because 
enhance interbrand competition 
(vis-à-vis other manufacturers)

 State distribution laws typically 
do not prohibit exclusive dealing

 State law prohibitions against 
“coercion” not to purchase 
competing products not violated 
by merely enforcing exclusivityhttps://map.foley.com/

https://map.foley.com/


Pricing and the “Middleman”

89

 Manufacturers traditionally most 
concerned about discounting 
that may “commoditize” brand, 
jeopardize investments in R&D, 
manufacturing, distribution

 Evidentiary burden to prove 
resale price maintenance (RPM) 
increased over past century 

 Minimum RPM no longer per se
unlawful under Sherman Act § 1 
since 2007 decision in Leegin



Pricing and the “Middleman”

 For the COVID-19 
vaccine, charging more 
than suggested resale 
prices (pejoratively, 
“price gouging”) may be 
of even greater concern

 Federal antitrust law 
has long been clear that 
maximum resale price 
maintenance does not 
violate Sherman Act § 1

 Maximum RPM clause:
Suggested Resale Prices. Distributor 
acknowledges and agrees that the Company 
advertises retail prices nationally and that the 
Company’s reputation could be damaged if 
Distributor charges more for the Products than 
the retail price advertised or suggested by the 
Company. Distributor further acknowledges and 
agrees that lower prices benefit consumers and 
that the ability of the Company and other 
authorized distributors of the Products to 
compete against other brands will be enhanced if 
Distributor does not charge more for the 
Products than the retail price advertised or 
suggested by the Company. Accordingly, 
Distributor agrees not to charge more for the 
Products than the retail price advertised or 
suggested by the Company. Nothing contained 
herein shall be construed as preventing the 
Distributor from discounting or otherwise 
charging less for the Products than the retail 
price advertised or suggested by the Company.
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Robinson-Patman Act § 2(a)

 Price discrimination

– Difference in price 

– Sales to two or more 
purchasers 

– Commodities 

– “Like grade and quality” 
(generics ≈ branded 
products under Supreme 
Court precedents) 

– Injury to competition

 Statutory defenses:

– Cost justification 

– Changing conditions 

 The “functional 
availability” defense

 § 2(b) defense: 
meeting, but not 
beating, competition
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Our next presentation will begin in 5 
minutes.

Break



PRESENTER:

Teaser: Employment 
Law Considerations 

Mark Neuberger



Can I Make Employees Get Inoculated?

94

 There is a long history of the 
government mandating 
inoculations:

– School children

– Immigrants

– Healthcare workers

 Will state and local governments 
pass laws?



Considerations for Private Sector 
Employers

95

 Medical excuses and the ADA obligations

 Religious exemptions

 Collective bargaining agreements in unionized 
workforces prevent

 Workforce morale issues

– “I'm not taking any [pick your name -Trump/Biden] 
vaccine!”

– According to the CDC, in 2018019 flu season, vaccination 
coverage among adults ≥18 years was 45.3%, an 
increase of 8.2 percentage points from the 2017–18 flu 
season.



Full Panel Q&A

Please submit questions using the 
Q&A Widget



Thank You
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