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The Hematology/Oncology Pharmacy 
Association (HOPA) Investigational 

Drug Services (IDS) Special Interest 
Group (Sig) is a community of pharma-
cists who specialize in the coordination, 
oversight, and management of investi-
gational drugs for cancer clinical trials. 
In early 2020, HOPA IDS Sig members 
collaborated to identify necessary modi-
fications to IDS workflows following the 
outbreak of the coronavirus disease 2019 
(COVID-19) pandemic.1 The purpose of 

these recommendations is to describe a 
best-practice approach to the delivery of 
pharmacy services to patients receiving 
investigational medications per clinical 
trials during this pandemic. These re-
commendations should be utilized to 
establish permanent IDS pharmacy vir-
tual workflows and platforms for future 
preparedness. The scope of these guide-
lines includes conduct of site qualifica-
tion visits (SQVs), site initiation visits 
(SIVs), sponsor monitoring visits during 
a clinical trial, mailing of oral investiga-
tional product (IP) to patients, and vir-
tual sponsor audits. The collaboration 
of these expert pharmacists during the 
COVID-19 pandemic prompted a swift 
response and changes to investiga-
tional pharmacy policies and proced-
ures and required increased efficiency 
through use of technology and changes 
to investigational pharmacy policies 
and procedures. We recommend that 
these proficiencies continue after the 
pandemic to ensure future health crisis 
preparedness and to allow for diverse, 
patient-centered clinical trial focus.

Role of the pharmacist in clin-
ical research.  Pharmacists are an 
integral part of the healthcare team 
caring for patients receiving investiga-
tional therapies per study protocols. 
Pharmacy services for study operation, 
called investigational drug services 
(IDS), require expertise in the study 
protocol and disease state, inventory 
management, drug storage, prepar-
ation, dispensing, patient returns, and 
destruction as well as knowledge of 
regulatory and compliance require-
ments per institution, state, and federal 
guidelines. These regulations include 
Food and Drug Administration (FDA) 
in the Code of Federal Regulations 
(21 CFR, Part 312),2 the International 
Conference on Harmonisation 
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of Technical Requirements for 
Registration of Pharmaceuticals for 
Human Use (ICH) Standard E6, also 
known as “Good Clinical Practice,” 3 
and Good Manufacturing Practice (21 
CFR, Part 211).4 Adherence to these 
regulations regarding investigational 
new drug products translates to rep-
licable and reliable clinical trial con-
duct and data. IDS pharmacists and 
technicians also ensure patient safety 
and compliance of investigational 
medications through clinical activities 
including medication therapy man-
agement consultations, drug-drug 
interaction reviews per clinical trial 
eligibility criteria, and patient and care 
team education. These roles have previ-
ously been described by the American 
Society of Health-System Pharmacists 
and the HOPA.5-8 In addition, the 
Institute for Safe Medication Practices 
has highlighted the importance of 
pharmacovigilance in accepting IP 
labels and packaging from drug manu-
facturers that lack appropriate drug 
names, strengths, formulations, quan-
tities, abbreviations, lot numbers, and 
expiration dates to ensure patient safety 
on non–FDA-approved medications.9,10

Investigational pharmacy 
services before the pandemic. 
Clinical trials offer lifesaving treat-
ment advancements to patients with 
cancer; however, fewer than 5% of 
adult patients with cancer enroll in a 
clinical trial.11,12 Approximately 70% 
of clinical trials are available at large 
academic institutions. Fewer trial op-
portunities exist in the community on-
cology setting despite this being the 
setting where more than 80% of pa-
tients with cancer receive treatment.13 
Barriers to clinical trial accrual are 
due to many factors, including lack 
of transportation, travel costs, lack of 
childcare, socioeconomic disparities 
and demographics, lack of commu-
nity oncologist knowledge of available 
clinical trial opportunities, and patient 
fears of clinical trial “experimenta-
tion.” 14 The introduction of COVID-19 
worldwide in March 2020 highlighted 
many of these structural inefficiencies 
in clinical trial conduct.

Before the COVID-19 pandemic, 
clinical trials required face-to-face 
meetings including the patient and re-
search team. These research visits often 
required traveling long distances to the 
academic medical center site offering 
the clinical trial, hotel stays, and added 
stress due to long days at the healthcare 
facility. Patients were required to have 
onsite laboratory assessments and radio-
logical imaging, appointments with their 
provider, documentation and grading of 
toxicities, and receipt of oral and paren-
teral investigational medications from 
the site IDS pharmacy or infusion center. 
During this time, the focus of the clinical 
trial was more on the institution than on 
the patient.

In the era before COVID-19, regu-
latory review of the IDS-managed IP 
by the clinical trial sponsor was also in 
person.5-8 For a sponsor to allow site par-
ticipation in a clinical trial, an IDS phar-
macy site visit had to occur to determine 
appropriate sterile and nonsterile com-
pounding facilities, IP storage require-
ments, and temperature monitoring as 
well as in-depth site standard operating 
procedures (SOPs) and policies. Once 
a site was activated to enroll patients 
onto the clinical trial, a study monitor 
was sent by the contract research or-
ganization, pharmaceutical company, 
or government entity to the IDS phar-
macy at regular intervals to review drug 
inventory, documentation, storage, 
and patient dispensing, returns, and 
destruction.

Reimagination of clinical trial 
patient care.  In response to the 
global COVID-19 pandemic, which 
has significantly impacted the US and 
the metropolitan areas of the US where 
research centers are often located, in-
stitutions quickly shifted operations to 
meet the demands of the research com-
munities and patient care. An American 
Society of Clinical Oncology survey 
conducted from March 24 to March 30, 
2020, revealed that more than 60% of 
sites participating in clinical trials had 
halted screening and new patient en-
rollment.15-17 Through advancements 
in technology, onsite patient visits were 
minimized. Surgeries were limited to 

emergent cases. Cancer treatments 
were modified to oral therapies or par-
enteral products with longer dosing 
intervals. A  multitude of patients re-
ceived care via telemedicine visits 
such as through telephone or video 
visits.18,19 The National Cancer Institute 
(NCI)’s Cancer Therapy Evaluation 
Program (CTEP) recommended that 
patients with cancer receive treatment 
closer to home at participating sites. 
Additionally, many studies allowed 
for local laboratory assessment and 
radiological imaging or for wearable 
technology.20-22

At the center of the pandemic-
influenced reinvention of IDS practices 
was also the commitment to continuity 
of care and adherence to Good Clinical 
Practice. A major focus of Good Clinical 
Practice is to ensure the safety of human 
research subjects (or patients). Part of 
doing so in a pandemic is to protect 
those patients from exposure to infec-
tious disease by research or hospital 
staff. Healthcare sites across the world 
have worked hard to ensure proper use 
of personal protective equipment and 
to implement new processes of cleaning 
and infection prevention, movement of 
people through their buildings, and even 
broad restrictions of who can visit the 
healthcare setting with the goal of min-
imizing exposure.

Travel has been identified as an ac-
tivity that puts patients and staff at in-
creased risk of exposure that can spread 
COVID-19. Clinical research associates 
(CRAs) who travel frequently, patients, 
IDS staff, and study personnel may be at 
increased risk of transmission and infec-
tion when meeting in person. It should 
be noted that bringing patients into the 
healthcare setting can also put them at 
an increased risk of exposure. To min-
imize these exposure points during 
the pandemic, several IDS activities, 
including audit/monitoring visits and 
SQVs/SIVs, moved to a virtual format 
and for the first time ever IP was allowed 
by sponsors to be mailed to patients on 
an ongoing basis.

On the basis of the lessons learned 
during the pandemic, the research com-
munity and IDS pharmacies are looking 
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to continue the modernization of clinical 
trials through virtual workflows.

Virtual SQVs, SIVs, and moni-
toring visits.   Conducting virtual 
SQVs, SIVs, and monitoring visits bene-
fits both the IDS staff and the sponsor. 
The virtual visit eliminates the need for 
travel on the sponsor’s part, saving time 
for the sponsor representatives, and 
represents a potential cost savings to 
the sponsor.

In addition to travel-related sav-
ings, virtual visits may decrease meeting 
length and improve efficiency. Virtual 
meetings eliminate travel between 
buildings and meetings and the need for 
institutional staff to chaperone sponsor 
representatives during and between 
sessions.

While some of the information re-
quested by a sponsor at the SQV is 
unique to the study, much is standard 
across studies. In a virtual setting, this 
allows IDS staff to compile standard in-
formation such as site SOPs, process 
documents, equipment, maintenance 
information, and/or a prerecorded video 
of the pharmacy space(s). The SQV time 
can then be used to address unique 
aspects of a given study or questions that 
result from the information provided.

Additionally, virtual (centralized) 
monitoring has been shown to be an 
effective method of study oversight. 
Virtual monitoring provides additional 
benefits beyond onsite visits such as 
avoiding the need to bring external vis-
itors into restricted IDS spaces, which 
are often small and not designed to ac-
commodate workspace for external 
visitors. Individual states may have re-
gulations pertaining to the presence of 
nonpharmacy staff inside a pharmacy, 
which should be strictly adhered to. 
Virtual monitoring visits shift reconcili-
ation of investigational drug account-
ability into a proactive setting where the 
monitor reviews the documents in ad-
vance and may ask follow-up questions 
as needed. Historically, much time and 
labor were spent in person by the study 
monitor and the IDS staff preparing ma-
terials and supporting visits.

Current FDA guidance for industry 
on oversight for clinical investigations 

endorses the implementation of virtual 
(remote) monitoring.23 In accordance 
with the recommendations in the FDA 
guidance, monitoring should assess 
adherence to the clinical trial protocol 
and IP accountability.23 ICH E6 from 
November 10, 2016, outlines guidance 
for Good Clinical Practice and monitor 
responsibilities.3 As outlined in ICH E6, 
IP accountability is the responsibility of 
the investigator or institution.3 As nei-
ther guidance document delegates the 
responsibility for IP verification or in-
spection, physically or visually, to the 
sponsor representative, the best prac-
tice is for IDS staff to conduct this task 
on behalf of the sponsor. This may be 
completed in the form of IP attestation, 
defined by the HOPA7 as 1 or 2 IDS 
staff members independently verifying, 
documenting, and attesting to the cur-
rent inventory. Attestation will facilitate 
virtual monitoring and verification of IP 
accountability in line with FDA guidance 
and ICH guidelines.

Conduct of SQVs and SIVs. To 
facilitate virtual SQVs, SIVs, or monitor 
visits, it is recommended that sites 
create documents or SOPs outlining 
site-specific practices. At a minimum, 
these should contain information about 
the physical location (security, equip-
ment, monitoring, power and backup 
power, temperature monitoring), IDS 
staff training procedures, maintenance 
of accountability records, storage and 
handling of investigational medica-
tions, dispensing and transportation 
of investigational medications to and 
from satellite sites, and destruction of 
used or expired investigational medica-
tions, as well as information regarding 
monitoring visits. It is recommended 
that sites maintain a contact list that in-
cludes the names and email addresses 
for unblinded IDS staff who will require 
interactive response technology (IRT) 
system access that is ready to send 
upon request to facilitate access.

Sites may consider creating a web-
site that can be referenced by potential 
sponsors. Elements contained on the 
IDS webpage may include SOPs, photo-
graphs, and/or a prerecorded video 
tour of the physical location. If a video 

is created, it should include images of 
the physical space, storage locations, 
equipment, monitoring devices, and 
cleanrooms (if applicable). Additionally, 
sites should have access to a virtual 
meeting space such as Zoom, WebEx, 
or Microsoft Teams. The meeting space 
should have reliable audio and video 
capabilities and the ability to screen 
share for document sharing.

In preparation for the SQV or SIV, 
an agenda should be sent out by the 
sponsor with the virtual meeting space 
and meeting invitation. The SIV should 
be scheduled by sponsors approxi-
mately 2 weeks in advance of study acti-
vation. The portion of the SIV relevant to 
IDS should be clearly delineated on the 
agenda, and approximately 30 to 60 min-
utes should be allotted for pharmacy-
related topics. Lead IDS staff should be 
present for this portion of the SQV or SIV. 
If the information relevant to pharmacy 
is presented without IDS staff present, 
another meeting may need to be sched-
uled to review material separately from 
the SIV.

Sponsors should make all materials 
and slides available to IDS staff for re-
mote SQVs or SIVs, preferably at the time 
of scheduling. All documents should 
be transmitted electronically and pro-
vided in advance so that issues may be 
resolved before the SIV. These materials 
may include, but are not limited to, the 
protocol, pharmacy manual, IRT user 
manual (if applicable), investigator’s 
brochure, safety data sheet, and SQV or 
SIV presentation slide deck. Sponsors 
should facilitate communication with 
IDS staff before the visit to solicit ques-
tions regarding study startup or activa-
tion and triage as appropriate, with a 
goal of being able to provide answers to 
clinical questions in advance of the SQV 
or SIV.

During the virtual visit, introduc-
tions should be made by all present so 
that roles are clear. After review of the 
pharmacy-related information with IDS 
staff, sufficient time for questions must 
be made available in real time. If ques-
tions are unable to be answered, the pre-
senter should follow up with answers in 
a timely manner so as to not delay site 
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activation. A  summary of the necessary 
tools for virtual pharmacy visits is in 
Table 1.

Conduct of virtual monitoring 
visits. At the beginning of the COVID-
19 pandemic, many sites restricted 
hospital access to only patients and 
staff. Sites had to best determine how to 
maintain study requirements regarding 
CRAs and monitors sent on behalf of 
the sponsor. The use of required virtual 
monitoring visits has led to the recom-
mendation that IDS sites adopt full-
time virtual monitoring as appropriate 
to fulfill the monitoring requirements 
of the study. The IDS staff, working in 
concert with the study team, should 
create a monitoring visit SOP to out-
line site monitoring practices. This SOP 
should set clear expectations about 
how, when, and where external staff 

or CRAs may visit the IDS pharmacy 
(physically and/or virtually), review fa-
cilities, and review IDS research docu-
ments to ensure adherence.

Ideally, the SOP document will 
contain information about the techno-
logical requirements to conduct a visit, 
the process to schedule a visit, what 
the visit will entail, and how the visit 
will be conducted. Special consider-
ation should be given to procedures 
for blinded trials when working with 
an unblinded monitor. Additionally, 
the SOP should describe how docu-
ments will be disseminated (email vs 
upload into the electronic inventory 
system), how the CRA should commu-
nicate with the IDS staff, processes for 
drug accountability and reconciliation, 
electronic system access, and the dur-
ation of each visit.

Virtual monitoring visits may be 
conducted entirely through email with 
a sign-out via telephone call or with a 
combination of modalities (eg, a secure 
virtual meeting platform, file hosting 
services, email, telephone), in accord-
ance with site-specific allowances.

As a best practice for future pre-
paredness, research documentation 
should be available electronically. This 
may be accomplished through acquisi-
tion of an investigational drug software 
system that is compliant with the Health 
Insurance Portability and Accountability 
Act and 21 CFR Part 11. For IDS sites that 
must utilize paper drug accountability, 
we recognize the required personnel, 
effort, and time to deidentify, scan, and 
maintain such electronic files to facilitate 
virtual access and review of documen-
tation by relevant parties. The platform 

Table 1. Tools for Virtual Visits

Tools Key considerations 

Standard operating procedures Relevant sections to include information and procedures for:  
•  IDS pharmacy security  
•  Equipment used for drug preparation and storage  
•  Primary and backup power supplies  
•  Temperature monitoring  
•  Staff training  
•  IP accountability  
•  Storage and handling of IP  
•  Dispensing and labeling procedures  
•  Monitoring visits

Website Content to include:  
•  SOPs  
•  Site photographs or video tour of spaces utilized for drug storage and 
compounding of IP

Secure meeting space platforms Schedule meetings at least 2 weeks in advance (with access to camera and 
microphone)

Site qualification visits and site initiation visits Sponsors to provide slides and documents to IDSstaffin advance of meeting:  
•  Agenda  
•  Protocol  
•  Pharmacy manual  
•  IRT user manual (if applicable)  
•  Investigator’s brochure  
•  Safety data sheet  
•  SQV or SIV presentation slide deck

Monitoring and audits Available records for monitor or auditor review should include:  
•  SOPs  
•  Staff training  
•  IP accountability (including packing receipts, returns, destruction)  
•  Temperature monitoring  
•  Expiration memos (if applicable)

Abbreviations: IDS, investigational drug service; IRT, interactive response technology; IP, investigational product; SIV, site initiation visit; SOPs, 
standard operating procedures; SQV, site qualification visit.
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for electronic access must be regula-
tion compliant and secure. If it is not 
secure, documents or products that in-
clude protected health information (eg, 
photographs or visual display of patient 
returns if labels include protected health 
information) should not be provided for 
virtual viewing to protect subject safety. 
CRAs should be granted access to the 
electronic inventory systems in advance 
of the IDS-CRA meeting time.

IDS teams conducting virtual visits 
should make a reasonable effort to pro-
vide the following to CRAs, sponsor 
representatives, and study teams for 
monitoring: IP accountability records, 
temperature records (site locations, as-
sets, temperature tracking devices), IP 
destruction records, shipping receipts 
and packing slips, transportation, and 
mailing documentation as applicable.

The best practice is to create a site-
specific SOP that defines a process for 
IDS staff to verify and confirm IP ac-
countability on behalf of the sponsor 
and investigator. Photographs, video, 
and virtual conference services are not 
the preferred forms of IP review but may 
be considered if facility and institutional 
policies are unable to allow adherence to 
the previously suggested process.

Mailing of investigational 
drugs to patients.  Traditionally, 

mailing of IP directly to patients has 
been prohibited by sponsors, but 
during the COVID-19 pandemic con-
ducting virtual visits and subsequently 
mailing IP offered decreased exposure 
to patients at high risk for infection.

In general, IP under an investiga-
tional new drug application (IND) may 
be shipped across state lines per fed-
eral rules.2 IP that is IND exempt must 
follow state board of pharmacy rules, 
particularly in the destination state.24 
When mailing IP, the safety data sheet, 
particularly section 14, should be refer-
enced to determine whether the agent 
is considered a dangerous good.25,26 
The hazardous drug assessment of risk, 
per United States Pharmacopeia gen-
eral section <800>, is helpful for staff 
handling of the drug, but is not applicable 
when determining mailing hazards and 
dangerous good status. IDS pharmacies 
should consider training pertinent staff 
in Department of Transportation and 
International Air Transport Association 
programs depending on the extent of the 
mailing that will be required.25,26

Suggestions for pharmacies to con-
sider with mailing of oral IP are listed in 
Figure 1.

To ensure that the mailing process is 
safe, timely, and properly documented, 
IDS staff should develop SOPs defining 

when mailing will be allowed and what 
role each member of the research team 
is responsible for. The study team, de-
fined as the principal investigator (PI), 
study coordinator, and/or research 
nurse, must obtain sponsor and PI ap-
proval to mail IP, and the associated re-
cords must be maintained with the study 
file and made available to the IDS phar-
macy. Site-specific SOPs should delin-
eate who will notify the IDS pharmacy of 
mailing requests including the timeline 
required, who will supply shipping ma-
terials, whether temperature-validated 
shippers will be used, who will pack the 
shipment, and how shipping costs will 
be invoiced. Further, it is recommended 
that study teams maintain tracking in-
formation for the shipment, confirm 
receipt, and manage any temperature 
excursions should they occur during 
transit.

How the IPs are packed and the 
method of transport should also be 
detailed in site-specific procedures. 
The IDS pharmacy may elect to use a 
single carrier for mailing and require 
that sponsors arrange a specific courier 
service otherwise. The IDS pharmacy 
and study team should consider the 
sponsor requirements for packaging 
and temperature control, as well as the 
expiration dating, when determining 
whether a standard mail carrier can be 
used or if specialized courier services are 
needed. Additionally, the IDS pharmacy 
should consider the use of temperature-
controlled and validated shippers if 
necessary. The use of temperature moni-
toring devices that require the patient to 
manage the device is discouraged. It is 
unrealistic to expect a patient unfamiliar 
with temperature monitoring devices to 
correctly stop a device and return it to 
the IDS pharmacy. Once the packaging 
and transport service is determined, it is 
recommended that the study team co-
ordinate the pickup of the package. The 
IDS pharmacy should have a standard 
process to document shipments that 
is linked to patients and is traceable. 
Finally, the IDS pharmacy should re-
ceive patient returns, when applicable, 
at the next onsite visit, unless the study 
team can perform this task virtually with 

Figure 1. Recommendations for evaluation of investigational drug service (IDS) 
pharmacy mailing of investigational product (IP). DOT indicates Department of 
Transportation; IATA, International Air Transport Association; SOPs, standard 
operating procedures.
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the patient. These recommended pro-
cesses are similar to those suggested 
by the CTEP program of the Division of 
Cancer Treatment and Diagnosis/NCI in 
their guidance for shipment of oral IND 
agents to clinical trial subjects on clinical 
trials sponsored by NCI/CTEP published 
on January 1, 2022.20

An IDS pharmacy will need re-
sources to accommodate mailing of IP, 
and available resources may determine 
the amount of mailing that a specific site 
can perform. More specifically, space is 
needed to store shipping supplies and 
packages ready to ship. Additional staff 
may be necessary given the added com-
plexity and time required to perform this 
task. The IDS pharmacy should incorp-
orate mailing of IP into their fee struc-
ture and bill sponsors or study teams for 
supplies, carrier/courier fees, and add-
itional labor time.

The role of the IDS pharmacist in 
patient education was also impacted by 
the transition to mailing IP. In-person 
education was transitioned to telephone 
or virtual remote education. With this 
transition, the pharmacist may have 
faced challenges with scheduling these 
calls and telehealth visits around pa-
tient availability. Documentation tem-
plates for education were also revised 
to account for virtual teaching of drug 
information and changes in IP return 
collection.

Conduct of virtual audits.  The 
process for virtual audits is similar 
to that for a virtual monitoring visit. 
Sponsors who would like to conduct a 
virtual audit should send advance no-
tice so that the required documents 
can be gathered and made available. 
Optimal timing for requests should be 
institution specific, ideally with a min-
imum of 2 weeks before the desired 
date. Performing an audit requires spe-
cial training on the part of the auditor, 
and the IDS staff involved should like-
wise be trained on what to look for 
during an audit. Before the audit, the 
IDS pharmacy should ensure all former 
and current staff are captured elec-
tronically or are on the study-specific 
training log with the correct training 
dates as defined within a training and 

delegation of authority SOP. If training 
occurred on multiple amendments, 
ensure that the dates are checked for 
accuracy. All dispenses, inventory, 
transactions, and cycle counts must 
have their dates tracked to ensure the 
staff training dates are correct.

To prepare the drug accountability 
records for the audit,27 IDS staff should 
review all packing slips and shipping 
documents to ensure that all dates, lot 
numbers, kit numbers, and expirations 
are documented correctly. For sites with 
paper accountability, the drug account-
ability record forms (DARFs) will need to 
be signed by a designated pharmacist or 
the PI if the site certifies documents. For 
sites with electronic DARFs, each trans-
action has a traceable signature, which 
will negate the need for a wet signature. 
These DARFs must also be signed ac-
cording to the instructions from the 
sponsor.

Documents prepared for the audi-
tors should include any temperature 
record data and, if applicable, any IRT 
confirmation reports. Ensure routine 
patient return cycle counts have been 
documented for the study and a cur-
rent cycle count is performed. When 
presenting the data, confirm the cur-
rent version of the DARF is being used. 
If a temperature excursion has occurred 
for the study being audited, IDS staff 
must gather and provide all documenta-
tion regarding the excursion, including 
whether the IP was in quarantine and 
the sponsor documentation indicating 
the determination of whether the IP was 
to be used or destroyed.

Each subject enrolled in the study 
should be origin traced and have one or 
all of the following documentations: in-
stitutional review board–approved ver-
sion of the signed and dated informed 
consent, sponsor enrollment form, and 
registration information. It is important 
to compare DARFs and patient pre-
scriptions to ensure dates, dispensing 
information, lot numbers, and IP expir-
ations are correct. There may be other 
comparable data time points to consider 
as required by the sponsor. If present, 
pharmacist notes on the prescriptions 
must be initialed and dated.

Auditors may ask for related study 
documents provided to the site during 
the life of the study, such as the pharmacy 
manual, protocol, memos, study docu-
ment amendments, and investigator’s 
brochure. These documents should 
be stored electronically and be readily 
accessible.

Audits may be handled virtually 
with very few additional tools beyond 
what the IDS staff currently utilizes. The 
minimum requirements include a com-
puter, internet, email, fax machine, copy 
machine, and scanner. Additional tools 
required will include temperature moni-
toring devices, which preferably have 
continuous remote monitoring cap-
abilities. Current training logs (if main-
tained by the IDS site) may be signed 
manually or electronically if compliant 
with FDA Title 21 CFR Part 11.2 All par-
ties participating in the audit should 
connect through a secure electronic lo-
cation for videoconferencing. If site pol-
icies permit, and the auditors request to 
see photographs of IP, it is advised that 
the site use a tablet, iPad, or camera. Of 
these options, a camera that can upload 
photographs with a date and time stamp 
is the ideal method.

Summary.  IDS pharmacies trans-
formed SOPs during the outbreak of the 
COVID-19 pandemic to quickly meet 
the needs of research teams, study spon-
sors, and patients. By embracing tech-
nology, many of these IDS services such 
as SQVs, SIVs, monitoring visits, and au-
dits were conducted in an electronic or 
virtual environment. This resulted in IDS 
workflow efficiencies as well as potential 
cost savings to the study sponsor and in-
stitution through minimization of the 
time spent by clinical research organ-
ization monitor full-time equivalents at 
the institution and in travel. It has been 
safe and convenient for patients in clin-
ical trials to receive oral IP by mail. IDS 
pharmacies require guidance from clin-
ical trial sponsors who hold the IND as 
to whether oral IP may continue to be 
mailed to patients following the end of 
the COVID-19 pandemic. In addition, 
FDA must provide direction on ship-
ping of IND-exempt IP across state lines. 
Federal regulations are necessary to 
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meet a patient-centered vision of clin-
ical trial care.

These innovative best practices 
learned during the COVID-19 pan-
demic should be continued in day-
to-day IDS practice moving forward. 
Utilization of technology and investi-
gational drug software platforms has 
allowed a shift from operational and 
regulatory requirements to allow phar-
macists time to help teams continue in-
novative research processes centering 
on the patient with cancer. This patient-
centered focus should continue to be 
the emphasis for advancements in IDS 
pharmacy services to allow enrollment 
of a vast, diverse, and inclusive patient 
population onto cancer clinical trials.

Disclosures
The authors have declared no potential con-
flicts of interest.

Additional information
The HOPA IDS Sig comprises pharmacists 
who perform logistical duties of investigational 
medication procurement, regulatory compli-
ance documentation, drug dispensing, and 
medication sterile and nonsterile compounding 
and preparation as well as oversight of the clin-
ical safety and care of patients on clinical trials.
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