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“There is no stopping
people from
discovering drugs
and therapies.
For as long as
there is
drug discovery,
there is
the conduct of

clinical trials .”

Message from Philippine Clinical Research Professionals, Inc.

This newsletter contains rec-
ommendations representing
the current thinking of the
PCRP leadership and the best
practices at this time.

As we all try to navigate the
unprecedented change in our
environment, it is important to
reflect on how do we move
forward as a research commu-
nity, and define our so called
“new normal” .

The overriding considerations
remain the same in the role
that we play as Monitors.
These are :

1. Safety and well being of
research participants, site staff
and sponsor personnel;

2. Compliance to regulations,
government directives, hospital
policies, professional societies’
codes, SOPs and standards;

3. Continuity of clinical re-
search endeavors without com-
promising quality and safety;

The New Normal

Remote monitoring and the
pivot to electronic platforms
should be part of the game
plan for the new normal. Now
more than ever, Sponsors and
CROs should seriously consider
and maximize digital platforms
and tools for monitoring activi-
ties. Partners and other stake-
holders such as IRBs should
consider shifting to electronic
transactions for submission,
payment and communica-
tion. Paperless or scan-destroy
methods for forms handled by
patients must be considered
too. It is worthwhile for all
stakeholders to shift to, or
make available, electronic,
contactless transactions and
reduce or altogether eliminate
the need for paper transac-
tions.

It is our hope that you will find
this newsletter useful as you
manage the changes in our
environment. You may also
refer to the web links to local
institutional requirements and
references to national and
international COVID-19 guide-

lines compiled and collated by
PCRP.

To say that 2020 is proving to
be the most challenging year is
an understatement. It is be-
yond challenging. As we turn
inward and re-assess our val-
ues as individuals and the val-
ues of our organization and of
our work, we realize that it is
the WORK THAT WE DO that
serves as the silver lining be-
hind these tough times. Clinical
trials are indeed what is need-
ed to find the cure and preven-
tion for COVID-19.

With collaboration, teamwork
and innovative thinking, we can
soldier on and fulfil our man-
date. It has always been a
source of pride to be part of the
clinical research industry, this
is exponentially true at this
time. So thank you for all that
you do.

And .... let’s all stay safe!

General Considerations

It is important for us to ensure
that trial subjects, site staff
and monitors are safe in man-
aging clinical trials while COVID
-19 is still a threat. Potential
exposure to coronavirus infec-
tion should be minimized and
altogether eliminated as we go
on with daily activities in the
clinical trials that we conduct in
the Philippines.

COMMUNICATIONS : All chang-
es to study processes i.e. in the
monitoring plan must be dis-
cussed and agreed with the
site staff, and even by the trial
subjects themselves in some
situations. There are specific
recommendations such as
direct IP delivery to patients or
home visits in lieu of patient
visit to the hospital that will
need consent from trial sub-
jects.

IRBs must be informed of
changes to study processes.
Major changes in the protocol
must be in the form of an
amendment and should wait
for approval except those that
have been put in place to elimi-
nate risks to patients being
exposed to coronavirus. These
changes can be reported to
IRBs at a later date. (continued
on page 3)
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On page 5-6

“Open Letter to Policy
Makers on Clinical
Trial Regulations in
the Philippines during
the COVID-19
Pandemic”

PCRP highlights the
global explosion of
drugs for COVID-197
that are under
development.

With the opportunity to
participate in COVID-19
global studies, PCRP
pens recommendations
to our stakeholders to
ponder and act on.

This open letter is a call
for collaboration among
clinical trial policy
makers and decision
makers to answer the
call of a united world
against this dire and
threatening emergency.

Philippines can make a
difference too!

Whenever possible, it is best
for on-site patient visits to be
avoided during this time of
COVID-19. There are several
alternatives to on-site patient
visits that may be considered to
enable the study to continue
monitoring the trial subjects’
participation in the clinical
study.

Remote Calls An alternative
option for non-critical protocol
visit is to conduct remote calls
to the trial subjects. Remote
contact of trial subject is valua-
ble to assess the willingness to
continue participation in the
study, provide study updates or

gather health status. Phone
calls to check on trial subject’s
safety and compliance to the
study protocol must be con-
ducted in a regular basis. Trial
subjects should be encouraged
to call to the site for any ques-
tion and/or changes in their
health status.

Video Calls Another alternative
is conduct video calls to ena-
ble site staff to see the patient
via video. Video call may be
suitable if the investigator
needs to perform basic assess-
ment with the trial subject.

Home Visits/Home Care De-

Investigational Product (IP) Management

pending on the trial subject’s
location, home visits may be
considered by the site for trial
subject who cannot travel to
the site and critical protocol
assessment need to be per-
formed such as physical as-
sessment or collection of labor-
atory samples.

Tele-Health/Tele Medicine The
investigator may consider uti-
lizing the hospital’s
(investigator site) tele-health
platform, if available.

Changes to IP Management
must be clearly communicated
to the trial subject, Investigator
and site staff. Any change in IP
instruction and management
must be documented.

Direct to patient drug delivery
Alternative approach for stud-
ies that require take-home
medications to trial subjects.
This approach must have the
agreement of the trial subject
and such arrangement must
ensure the protection of per-
sonal privacy information. Doc-
umentation of delivery and
receipt of drugs delivered to the
trial subject’'s home must be
ensured. Remote monitoring of
IP compliance of trial subject-
must be followed up by site.

IP_dosing in alternate site In
some trials i.e. oncology studies

where continuation of IP treat-
ment is important, an alterna-
tive clinic treatment center may
be identified. It is recommend-
ed that Investigator must be

the one to administer the IP. If
the investigator is not possible
to personally administer the IP,
the investigator should coordi-
nate with the in-house physi-
cian from this location .

Qualification The alternate loca-
tion for IP dosing and the physi-
cian’s qualifications must be
reviewed by the Sponsor. The
approval of the IRB must be
sought for this satellite site for
IP administration. The alternate
physician should be listed in
the study delegation log as a
sub-investigator.

Training Training on the proper
handling and administration of
IP must be provided to the new
sub-investigator before any IP
administration is allowed to be
performed at this satellite site.

Safe Transport Trial subject’s
visit should follow safety pre-
cautions for travel to comply
with the city regulation. Docu-
mentation of the subject visit

and IP dosing at the satellite
site must be comprehensive
and the principal investigator
should discuss the required
documentation.

Drug Accountability Per patient
drug dispensing and drug ac-
countability at the satellite site
will be the responsibility of the
sub-investigator at the satellite
site. The principal investigator
should train the sub-
investigator on the appropriate
documentation in the Drug
Accountability Form.

New!

Unified COVID-19 Algorithms
available at the Philippine Society
for Microbiology and Infectious
Diseases (PSMID) Website

<https://www.psmid.org/>
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Examples of amendments that
would necessitate approval by
IRBs before these can be imple-
mented include change in recip-
ient where IP will be delivered;
change in personnel such as
inclusion of temporary study
site staff in alternate/satellite
sites.

All COVID-19 related changes
must be documented. For mi-
nor changes, notification to
IRBs can de done in a com-
piled submission but it is rec-
ommended that notification
about major changes be done
immediately as possible. It is
important to put all of these
documents in one file for use in

future audit or inspection.

Safety Considerations; If it is
critical that trial subjects should
go for onsite visits, it is recom-
mended for sites to issue a
medical appointment letter and
subject ID card must be carried
by the trial subjects as support-
ing documents when passing
through border checkpoints to
visit the clinical trial site. It is
strongly recommended that a
remote assessment should be
made if subject is fit to travel
and if there is a risk to COVID-
19 exposure.

Trial subjects must comply with
hospital requirements for per-

sonal safety protection during
the visit and practice social
distancing.

The same precautions must
also be observed by site staff
especially for patient-facing
activities that need to be per-
formed.

Monitors should conduct re-
mote monitoring visits whenev-
er possible and to reduce the
time needed on-site. If an on-
site visit cannot be avoided, it
should be limited to those activ-
ities that are essential to be
performed on site. In addition
to mask, it is recommended
that monitors wear gloves even
if hospital does not require this

Budget Discussions and Considerations

Any change and deviation from
the normal study procedures
will most likely entail a change
in the study budget.

Site should comply with the
institution recommended safety
measures for trial subjects and
assess the impact of such
measures in the site study
budget. For locations where
public transport is suspended,
increase of subject transport

cost should likewise be as-

sessed.

If home visits by site staff or by
a 3rd-party vendor is consid-
ered as alternative to site visit
and approved by IRB, impact on
site budget should be as-
sessed.

Use of tele-health or tele-
medicine may provide conven-
ience during the time of COVID-
19 and cost associated with

New Clinical Trials

Philippines can benefit to par-
ticipate in COVID-19 clinical
trials. This type of trial is cur-
rently given priority for expedit-
ed approval by Philippine FDA
and by the IRBs. SJREB should
be utilized for multi-center
COVID-19 trials.

FDA and institutional IRBs con-
tinue to review both COVID-19
and non-COVID-19 protocols.
The Institution’s Clinical Trial
Units can help speed up re-
sponse to feasibilities. Most
clinical investigators continue
to express their interest to join
global clinical studies.

such system should be looked
into.

The conduct of trial at the site
is expected to adjust with the
various restrictions the so
called new norm will impose.
This will require revision in ex-
isting site operating processes
and adapt these to the current
situation.

Communication Channels
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for visitors.

It is also recommended that
a request be made to ensure
that the monitoring room be
relocated to a room distant
from the patient wards

Sponsors/CROs shall follow
applicable government guide-
lines in re-opening offices for
employees returning to
work2.

Work with your
Principal
Investigators to
develop a Site

Operational Plan
that will embody

protection of

subjects, their
companion,
site staff and

monitors.

PCRP COVID-19 Community Google Drive
Access to official memos from government agencies -

P-FDA, IRBs, and Institutions, industry guidance and partner vendors.
Link: https://drive.google.com/drive/u/1/folders/1iZd9y-

o_gNcHImRbS5_1XJ9AIKQIsh_cO

Clinical Trial Questions During COVID-19 Emergency
Let us know your questions related to PFDA, BOQ, etc.
Link: https://forms.gle/L6AK5KkWg5DS63uU8

For other questions and comments, please email us at:

PCRPCOVID19@gmail.com
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Monitoring

The final approach to monitor-
ing has to align with specific
guidelines from the sponsor
and the Institution/REC. Spe-
cific set of guidance have been
compiled by PCRP and can be
found in our community google
drive.

Remote Monitoring Remote
monitoring activities to aug-
ment or as alternatives to on-
site monitoring visits must be
continued as much as possible
with the monitor’s safety as the
primary consideration. Lack of
public transportation is also a
main concern.

Project Team, Sponsor and
Principal Investigator must
agree on a Remote Monitoring
Visit Guidance, applicable for

the site that will outline all spe-
cific tasks that are to be per-
formed by the monitor, e.g.
more frequent remote EDC
reviews, centralized monitoring
activities, remote SDV.

Critical data points for safety
and efficacy end points should
be defined and given the priori-
ty for source data verification.

Resuming Monitor Onsite Visits
Only conduct onsite visits if
remote visit cannot address the
data review. It is suggested
that onsite monitoring should
be blended with remote moni-
toring activities.

Managers should assess if the
monitor is fit to travel and as-
sess the risk to COVID-19 expo-

Investigator Engagement

Monitors to ensure there is
open, positive communication
lines with the investigator and
site staff. These communica-
tion lines allow the monitor to
determine current status of
patients and the site, engage in
constructive discussions of
action plans for continuity of
study activities during COVID-
19 and other areas where the

sponsor/CRO may provide sup-
port and guidance.

Urge investigators/site staff to
continue heightened AE Vvigj-
lance to patients including in-
vestigating reported symptoms
suggesting possible COVID-19
infection. Any trial subject that
will fall under DOH’s categories
of Positive, Probable and Sus-

sure2.

Plan for a contact-less onsite
monitoring visit foregoing face-
to-face meetings with site staff.
Use face mask, gloves and
goggles especially in handling
paper source records.

Returning to Office Employers
shall develop a work arrange-
ment that will reduce the num-
ber of people in the workspace
and also reduce the need to
travel, including work from
home arrangements to those
whose tasks can be done at
home, and among employees
at high risk3.

NEW!

DOH Department Memo
2020-0220 May 11, 2020

Interim guidelines on the return-
to-work
<http://www.doh.gov.ph/2019-
nCov/interim-guidelines >

pected cases must be reported
immediately to the Sponsor/
CRO and to DOH COVID-19 Sur-
veillance reporting process .

Official Statements from Clinical Trial Stakeholders

The Philippine FDA and the Single Joint Ethics Re-
view Board (SJREB) are accepting clinical trial re-
lated applications during this time, although there

are no official statement released at this time.

The FDA issued FDA Circular No. 2020-006-A on
02 April 2020 which allows companies to apply for

PHREB Resolution No. 20-001 last 13 April
2020 authorizing that RECs to conduct online
meetings to review protocols®.

Individual Institutions/RECs have issued spe-

clinical trial approvals by filing applications by

email to the FDA. Prior to this, applications for
clinical trials were filed manually at the FDA Action

Center4.

The Philippine Research Ethics Board issued the

cific guidance which can be accessed through
their webpages.

PCRP continues to engage with Clinical Trial
stakeholders, i.e. government and private

agencies, institutions/hospitals, vendors and
suppliers on areas that impact continuity of

clinical trials in the Philippines.
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AN OPEN LETTER TO POLICY MAKERS ON CLINICAL TRIALS REGULATIONS IN THE PHILIPPINES DURING THE COVID-19 PANDEMIC

We write to you this letter to bring
to your attention the potential role
that our country may play in contrib-
uting to international efforts on
research for COVID 19 treatments

and COVID-19 vaccines.

Philippines has suffered much from
this pandemic with 9,000 plus cases
of COVID-19 as of May 3, 2020. Dire
it may seem, but this number can
greatly contribute to worldwide
efforts in tackling COVID-19 and as a

conscientious global partner in ad-

vancing science, we enjoin health
regulators and other stakeholders to
take heed in the urgency of this

matter.

We, members of Philippine Clinical

Research Professionals, Inc., take
cognizance to the urgent call from
Pres. Rodrigo Duterte’s declaration
during the Special ASEAN Summit on
COVID-19 last 14 April 2020 to ag-
gressively pursue vaccine research

and development initiatives.

We now see an unprecedented
effort from researchers globally,
including the biopharmaceutical R&D
(Research and Development) indus-
try and academic sector, to develop
therapeutics and vaccines for COVID-
19 (Figure 1).
a shift in our local regulations to take

We therefore suggest

advantage of international collabora-
tive researches that are close to, or
currently in clinical development
stages (ie clinical trials), as they have

the earliest chances of being ap-

proved and be available to socie-
ty.

Figure 1. Shows that there are at
least 334 drugs in development
for the treatment and/or preven-
tion of COVID-19 that will soon
enter the Clinical Trials phase™.

PIPELINE | An overview of the drugs in development to treat andfor prevent COVID-19 found in Pharmaprojects

Phase Il Clinical Trial:23

Phase I Clinical Tria“

Please consider the following rec-
ommendations from PCRP for the
country to effectively pursue vac-
cine and other COVID-19 treatment
research and development activi-
ties. PCRP provides these critical
recommendations to address capac-
ity, readiness and attractiveness for
Philippines to participate in interna-
tional collaborative research:

Urgently setup, revise and update
regulatory and institutional policies
and mechanisms that will expedite
the start-up of clinical trial activity
in critical indications such as COVID
-19 diagnostics, treatment, preven-
tion, or cure.

The conduct of clinical trials is high-
ly regulated ensuring that clinical
trial participants are kept safe while
benefiting from innovative treat-
ments for a disease such as COVID-
19 where there is no other proven
therapeutic alternative. The Philip-
pines’ primary regulatory agencies

Phase Il Clinical Trial: S

Preclinical: 302

are the Food and Drug Administra-
tion, Philippines (PFDA) and the Phil-
ippine Research Ethics Board (PHREB)
that governs ethics review com-
mittees, including the Single Joint
Ethics Review Committee (SJREB) of
the Department of Health (DOH).
The collaboration among these agen-
cies have increased through the
years.  However, this emergency
situation may require an even more
transparent collaboration for a uni-
fied process to drive quality and
speed in the review and approval of

COVID-19 protocols.

Our usual regulatory and ethics re-
view process takes between 60-90
days and therefore the current re-
view processes for clinical trials does
not support the needed swift conduct
and turnaround of the COVID-19
trials.

In light of the COVID-19 emergency,
regulators around the world have
answered the need to fast track the

TOP 10 COMPANIES | Number of drugs

Company Type: _(AII) v

EpiVax
GlaxoSmithKline
Dynavax Technologies
Emergent BioSolutions
Mateon Therapeutics
Sorrento Therapeutics
GCPharma

TONIX Pharmaceuticals
Vir Biotechnology
AbClon

review process. Regulatory agencies
have released guidelines for evalua-
tion of clinical trials related to the

management of COVID-19. > * 4, |

n
Asia, our counterparts have started
fast track reviews from 08 to 20

working days’.

News articles have been written
about Philippine’s participation in
the WHO-sponsored SOLIDARITY
Trial® 7 ®. SOLIDARITY Trial is an inter-
national collaboration of a big num-
ber of countries and it is very fitting
for Philippines to take part in this
important ground-breaking clinical
trial comparing the current treat-
ment recommendations for COVID-
19.

As SOLIDARITY Trial is ongoing now
in the Philippines, this trial can serve
as the litmus-test for speed and
quality in the start-up phase for
future COVID-19 international proto-
cols that we can participate.

6
6
.
4
4
4

Reduce, remove impediments or
drastically simplify the flow and
movement of research drugs,
equipment, supplies and biologi-
cal samples.

In addition to the clinical trial
review and approval process by
PFDA, SJREB and
RECs (Research Ethics Com-
mittees) for COVID-19 protocols,
there are other regulatory re-

institutional

quirements necessary to facilitate
the everyday conduct of the trial.
These

human

include the transfer of

biological samples as
regulated by the Bureau of Quar-
antine (BOQ) and importation of
Investigational ~ Products  and
ancillary materials as regulated by
the PFDA, the Bureau of Customs
(BOC) and the National Telecom-
munications Commission (NTC).
Other service providers are also
required, such as logistics compa-

nies/ couriers, central laborato-



Philippine Clinical Research Professionals

The Philippine Clinical Research Professionals, Inc. (PCRP) is a professional
organization of individuals engaged in the conduct of clinical trials in the
Philippines. PCRP members belong to pharmaceutical companies and
contract research organizations (CROs).

PCRP is committed to promote the high standards In clinical research
conduct in the Philippines.

For more information about PCRP, go to www.pcrp.org.ph
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ries, etc. These additional requirements demand
additional time to set-up and process.

Identify, set-up or capacitate existing study
groups/research teams that can start-up and
conduct research and development activities.
For example, vaccine clinical trials can be con-
ducted at separate facilities from hospitals or
those used in routine healthcare delivery. Ethical
review and oversight of these study groups/
research teams need to be taken into considera-
tion.

Provide mechanism for easier access and faster
monitoring and oversight of clinical trials to
ensure trial participants protection while main-
taining high data quality and integrity.

We humbly ask that our regulatory bodies con-
solidate efforts and commit to a streamlined,
fast track process within a competitive timeline

USEFUL LINKS

Official government issuances on
COovID-19:
<https://www.covid19.gov.ph/
issuances/ >

Omnibus Guidelines on the Implemen-
tation of Community Quarantine in the
Philippines :
<https://www.covid19.gov.ph/wp-
content/uploads/2020/05/0mnibus-
Guidelines-v2-SOH_signed.pdf>

Daily Summary of news briefs, events
and issuances in the Philippines :
<https://www.covid19.gov.ph/covid-
19-timeline/>

for:

(] Regulatory and ethics review of the COVID-
19 clinical trials

(] Processing of necessary permits from regula-
tory agencies

®  Agreed process for the flow of couriers
transporting clinical trial investigational
products and materials across borders and
check points.

The usual end-to-end process to initiate a clinical
trial in the Philippines takes between 4-6 months
when all processes are put together, including the
regulatory processes, personnel training, negoti-
ating contracts, etc. This timeline needs to be
shortened drastically so that Filipino patients
suffering from COVID-19 may be able to benefit
from these potential life-saving treatments be-
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cause of our participation and for our country
to contribute to international efforts in finding a
vaccine to help future generations.

We as the Sponsors and Contract Research Organi-
zations, who potentially may bring in global COVID
-19 trials, also commit to fast track our own inter-
nal processes to facilitate this fast track process,
easing the burden for trial participation by hospi-
tals and investigators..

We are inspired by our President’s call to priori-
tize, among others, the cooperation in science and
research, especially in the development of vac-
cines and anti-viral treatments for COVID-19. Our
ranks are ready to cooperate along with our re-
searchers, institutions and government to make
this happen.

PCRP is available for any consultation meetings
and PCRP will always be a willing partner with
much passion and service to future endeavors in
clinical research for Philippines.
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