00:06:58.926 --> 00:07:02.146

Good afternoon. Welcome to the Florida Department of Health Division of
Emergency Preparedness and Community support prescription drug Donation
repository program informational webinar on becoming a repository
repository.

00:07:12.126 --> 00:07:15.516
I am Laura Rutledge, the project manager for the program we.

00:07:15.516 --> 00:07:18.636
will provide an overview of the program and information on.

00:07:18.636 --> 00:07:21.956
entities eligible to become repositories for the prescription.

00:07:21.956 --> 00:07:25.016
drug Donation Repository program. Our goal?

00:07:25.016 --> 00:07:28.536
today is to share information. If you have any questions.

00:07:28.536 -=> 00:07:31.676
please feel free to submit your questions through the Q and.

00:07:31.676 --> 00:07:34.776
b. We will collect your questions and provide.

00:07:34.776 --> 00:07:38.136
a written Q&amp;A to all participants in the next few days.

00:07:38.136 -=> 00:07:41.47¢6
We will also post the Q&amp;A document on our website.

00:07:41.476 -=> 00:07:41.47¢

00:07:42.026 --> 00:07:45.146
We will provide a link to our website at the end of the webinar.

00:07:45.146 --> 00:07:48.466
Also you can email the prescription drug donation.

00:07:48.466 --> 00:07:51.666
repository program at prescription drug.

00:07:51.666 —--> 00:07:54.836
Donation program. All one word at.

00:07:54.836 -=> 00:07:57.886
flhealth.gov and we will respond to your.

00:07:57.886 --> 00:08:01.006
emails. I hope you find this webinar helpful.



00:08:01.006 --> 00:08:04.026
and encourage your organization to become a repository.

00:08:04.026 ——> 00:08:08.026
Also, 1f you're not interested in becoming a repository.

00:08:08.026 --> 00:08:11.206
we encourage you to become a donation of prescription.

00:08:11.206 --> 00:08:13.946
medications and supplies to repositories.

00:08:14.486 --> 00:08:17.756
We will have an informational webinar on becoming a donor in the next.

00:08:17.756 --> 00:08:18.666
several weeks.

00:08:19.486 --> 00:08:22.976
Our webinar today will be presented by Doctor Niaz Siddiqui.

00:08:22.976 --> 00:08:26.256
the Bureau chief for the Bureau of Public Health Pharmacy Doctor.

00:08:26.256 --> 00:08:29.456
Sadiki. Good afternoon everybody as mentioned.

00:08:29.456 --> 00:08:32.936
my name is Niaz Siddiqui and I'm the Bureau chief of Public health
pharmacy.

00:08:32.936 --> 00:08:36.036
and that our Bureau we have 3 core functions. One is.

00:08:36.036 -—=> 00:08:39.116
distributing medications to all of our 67 county health.

00:08:39.116 --> 00:08:42.776
departments to support our statewide issuance program.

00:08:42.776 --> 00:08:46.166
We also have a mail order central pharmacy that dispenses.

00:08:46.166 --> 00:08:49.096
those medications to the patients who visited our CHDS.

00:08:49.506 --> 00:08:53.406
And then we also have a repack manufacturing facility that repackages.

00:08:53.406 --> 00:08:53.406

00:08:54.096 --> 00:08:57.396
Medications from both manufactured bottles into bingo cards.



00:08:57.396 -=> 00:09:00.966
or blister cards that are sent to the Department of Corrections.

00:09:00.966 --> 00:09:04.006
Excuse me, we also help support.

00:09:04.006 --> 00:09:07.166
state agencies such as tobacco Free Florida.

00:09:07.166 --> 00:09:10.706
and also our partners at Children's Medical Services.

00:09:10.706 --> 00:09:13.886
and our safety net program. Another one of our.

00:09:13.886 --> 00:09:17.186
jobs that we do are help administer programs such as this, the Florida.

00:09:17.186 --> 00:09:20.216
Department of Health Prescription.

00:09:20.216 --> 00:09:21.936
Drug Donation Repository Program.

00:09:22.866 --> 00:09:24.006
Which we'll talk about in depth.

00:09:26.196 --> 00:09:29.5406
So Florida statute section 465 DOT 1902.

00:09:29.546 --> 00:09:32.986
went to effect July 2020, which?

00:09:32.986 --> 00:09:36.2906
turned this program into statute and then also in.

00:09:36.296 --> 00:09:39.626
February of 2022 for Administrative code chapter.

00:09:39.626 --> 00:09:42.646
64. J Dash 4 turned this program.

00:09:42.646 --> 00:09:45.2906
live essentially so that repositories could start to open.

00:09:46.116 -=-> 00:09:49.346
And the prescription drug Donation repository program.

00:09:49.346 --> 00:09:52.356
which I'1l1l refer to in this in the rest of the presentation.

00:09:52.356 ——> 00:09:55.416
as PDDRP was created within the department.



00:09:55.416 --> 00:09:58.526
to facilitate the donation of prescription drugs and.

00:09:58.526 --> 00:10:01.766
supplies to eligible patients. And there are three key elements.

00:10:01.766 --> 00:10:04.976
and their associated forms with these elements so eligible.

00:10:04.976 --> 00:10:08.686
repositories, which we're going to speak about in this seminar and
eligible.

00:10:08.686 --> 00:10:11.766
prescription drug supply donors and eligible patients which.

00:10:11.766 --> 00:10:13.166
will speak in future seminars.

00:10:16.276 --> 00:10:19.646
The following entities may participate in a repository, A health.

00:10:19.646 --> 00:10:23.746
care practitioners office, A pharmacy, A hospital.

00:10:23.746 --> 00:10:26.946
with a closed drug delivery system, A nursing home facility.

00:10:26.946 --> 00:10:30.006
with the closed drug delivery system, and A free clinic.

00:10:30.006 -—> 00:10:33.416
or nonprofit health clinic that is licensed or permitted to dispense.

00:10:33.416 --> 00:10:36.456
medicinal drugs in the state of Florida. And if you look at the.

00:10:36.456 ——> 00:10:39.566
bottom closed drug delivery system is defined and.

00:10:39.566 --> 00:10:43.166
this is a system in which the actual control of the unit does medication.

00:10:43.166 --> 00:10:46.946
package is maintained by the facility rather than the individual patient.

00:10:46.946 --> 00:10:46.9406
00:10:47.246 --> 00:10:50.416
So an example of this would be community or retail.

00:10:50.416 --> 00:10:53.736



pharmacy that dispenses a medication to a patient and.

00:10:53.736 -=> 00:10:57.796
then the patient later comes back and says I'd like to donate this to the
PDDRP.

00:10:57.796 --> 00:11:00.816
That particular medication could not be donated because.

00:11:00.816 ——> 00:11:03.876
it lost. It was lost in control of the.

00:11:03.876 --> 00:11:06.196
patient, the patient had control of the medication.

00:11:07.096 --> 00:11:07.666
I'm sorry.

00:11:08.536 --> 00:11:11.626
But an approved method would be if A hospital.

00:11:11.626 --> 00:11:14.986
system, for example, had a.

00:11:14.986 --> 00:11:18.376
pharmacy that distributed the medications to their automated dispensing.

00:11:18.376 --> 00:11:21.396
cabinets that they frequently use in those settings and.

00:11:21.396 --> 00:11:24.726
then they recall that medication back into the pharmacy that.

00:11:24.726 --> 00:11:27.886
never left the possession of the entity. And so that medication could.

00:11:27.886 --> 00:11:30.366
be eligible for donation if they chose to donate it.

00:11:35.006 --> 00:11:38.256
So an eligible entity must notify the Florida Department of Health.

00:11:38.256 --> 00:11:41.696
PDDRP of its intent to participate in the program.

00:11:41.696 --> 00:11:44.776
as a repository before accepting or dispensing any.

00:11:44.776 -=-> 00:11:46.256
donations under the program.

00:11:50.756 -=-> 00:11:54.126
So the PDDRP participation or withdrawal form must.



00:11:54.126 --> 00:11:57.316
be signed and dated by the responsible pharmacist affirming that.

00:11:57.316 -=> 00:12:00.386
the intended repository meets the eligibility of the program.

00:12:00.386 -=> 00:12:03.726
and once it's filled out, it must be submitted to the following email
address.

00:12:03.726 -==> 00:12:06.836
below. And if you look to the right of the screen, you'll find the.

00:12:06.836 --> 00:12:09.886
actual form that they will fill out the top half of.

00:12:09.886 --> 00:12:12.906
it is the application portion of it, and if you notice.

00:12:12.906 --> 00:12:16.000
on the bottom, it says notice of withdrawal and we're talking about this
later.

00:12:16.006 --> 00:12:19.426
on in the webinar. But if you choose to withdraw from the.

00:12:19.426 --> 00:12:19.42¢

00:12:19.516 --> 00:12:22.596
Program as well. You'll use this exact same form that you used.

00:12:22.596 --> 00:12:23.936
to participate in the program.

00:12:28.236 --> 00:12:31.826
The following entities are eligible to donate to an established
repository.

00:12:31.826 --> 00:12:34.866
under this program, nursing home facilities with closed drug.

00:12:34.866 --> 00:12:38.106
delivery systems, hospices that have maintained the control.

00:12:38.106 --> 00:12:41.236
of the patients, prescription drugs, hospitals with closed.

00:12:41.236 --> 00:12:44.466
delivery systems, pharmacies, drug.

00:12:44.466 --> 00:12:47.826
manufacturers or wholesale distributors medical device.



00:12:47.826 --> 00:12:51.076
manufacturers or suppliers and prescribers who receive.

00:12:51.076 -=-> 00:12:54.546¢6
prescription drugs or supplies directly from the drug manufacturer.

00:12:54.546 --> 00:12:56.806
wholesale distributor or pharmacy.

00:13:00.636 -=> 00:13:03.706
Upon receipt of an approved proposed donation, A.

00:13:03.706 -=> 00:13:07.306
licensed pharmacist employed by or under a contract.

00:13:07.306 --> 00:13:10.406
with the repository shall inspect the donation to ensure.

00:13:10.406 --> 00:13:13.576
that each donation meets the program requirements. So.

00:13:13.576 --> 00:13:16.886
there are certain medications that cannot be dominated, and they're the
following.

00:13:16.886 —--> 00:13:20.126
control substances, cancer drugs donated.

00:13:20.126 ——> 00:13:23.866
under section 499.029 and.

00:13:23.866 —-=> 00:13:27.066
nd this is because we already have a program for donating cancer.

00:13:27.066 --> 00:13:31.406
gs, and this is under the Department of Bureau and professional
regulation.

00:13:31.406 --> 00:13:31.4006

00:13:31.496 --> 00:13:34.576
And if you'd like to do a little bit more research on that, you can just.

00:13:34.576 --> 00:13:37.676
Google search Florida Cancer drug donation and.

00:13:37.676 -=> 00:13:40.716
maybe you can start participating in that as well and also.

00:13:40.716 --> 00:13:44.156
medications that fall under the FDA's risk evaluation and mitigation.

00:13:44.156 --> 00:13:47.3106



strategy, also known as the REMS program, those medications.

00:13:47.316 --> 00:13:49.106
cannot be eligible for donation.

00:13:49.806 --> 00:13:53.116
And one more category and that is that our medications.

00:13:53.116 --> 00:13:57.006
that are stored in anything under that.

00:13:57.006 --> 00:14:00.196
essentially a room temperature medication. So if you have.

00:14:00.196 --> 00:14:03.536
medications that need refrigeration or need to be frozen.

00:14:03.536 --> 00:14:05.196
they are not eligible to be donated.

00:14:09.726 --> 00:14:12.766
So the following criteria are required for all donations the.

00:14:12.766 --> 00:14:15.856
donations have to come from eligible donors and all donors.

00:14:15.856 --> 00:14:18.876
must obtain written approval, either by email or mail.

00:14:18.876 --> 00:14:22.206
from a participating repository prior to shipping any donated.

00:14:22.206 --> 00:14:24.006
drugs or supplies to the repository.

00:14:24.786 --> 00:14:27.856
The donated drugs have to be approved for medical use in the.

00:14:27.856 --> 00:14:31.096
United States and then drug is in an unopened.

00:14:31.096 --> 00:14:34.776
tamper evident packaging. The drug also has.

00:14:34.776 --> 00:14:38.016
to be required to be used at room temperature and.

00:14:38.016 --> 00:14:41.036
it has to have been stored at room temperature as well or whatever.

00:14:41.036 --> 00:14:44.046
the manufacturer designated or the federal storage.

00:14:44.046 --> 00:14:44.82¢6



equirements were.

00:14:50.036 --> 00:14:53.646
The drug does not have any physical signs of tampering.

00:14:53.646 --> 00:14:56.686
or adulteration, and there is no reason to believe that the drug.

00:14:56.686 --> 00:14:59.446
is adulterated. These are all other additional requirements.

00:15:00.166 -—> 00:15:03.326
And the packaging does not have any physical signs of tampering with.

00:15:03.326 --> 00:15:07.016
branding, deterioration, compromise, integrity or adulteration.

00:15:07.016 --=> 00:15:07.0106

00:15:07.786 -=> 00:15:10.886
The packaging indicates the expiration date of the drug and if.

00:15:10.886 --> 00:15:13.9306
the lot is not retrievable, all specified domestic.

00:15:13.936 --> 00:15:16.026
medications must be destroyed.

00:15:16.826 --> 00:15:19.836
The drug has an expiration date that is no more than three months.

00:15:19.836 --> 00:15:23.016
after the date on which the drug was donated, and.

00:15:23.016 --> 00:15:26.036
the drug must be donated on the premises of the property to a.

00:15:26.036 --> 00:15:29.056
person designated by the repository. So you.

00:15:29.056 --> 00:15:32.356
can't use dropboxes in the front of your repository.

00:15:32.356 --> 00:15:34.9906
if you're repository is closed for the day, for example.

00:15:36.086 -=> 00:15:39.216
Donated items may not be sold or resold, and.

00:15:39.216 --> 00:15:42.396
prescription drugs or supplies may not be donated.

00:15:42.3%96 --> 00:15:43.06106



to a specific patient.

00:15:48.916 --> 00:15:52.226
The repository must quarantine a donation until the licensed.

00:15:52.226 --> 00:15:55.466
pharmacist has inspected and improved approve the.

00:15:55.466 --> 00:15:58.586
drug for dispensing. And I'm gonna give you an example of something.

00:15:58.586 --> 00:16:01.926
like this and what this means. So let's say that you are a hospital
pharmacy.

00:16:01.926 --> 00:16:05.106
again, that's using the pharmacy as a repository.

00:16:05.106 --> 00:16:08.186
and the pharmacy has closed for the day. And the pharmacist says.

00:16:08.186 --> 00:16:11.206
left and a package from FedEx.

00:16:11.206 --> 00:16:15.006
comes with donated medications that you're expecting to.

00:16:15.006 --> 00:16:15.006

00:16:15.096 --> 00:16:18.276
To arrive, the repository can designate.

00:16:18.276 --> 00:16:21.716
an employee within the hospital to accept those medications.

00:16:21.716 --> 00:16:24.876
and then sequestered them in a secure location.

00:16:24.876 --> 00:16:28.176
such as a Med room inside of a hospital and that medication.

00:16:28.176 --> 00:16:31.576
would stay quarantined until the pharmacist would get on site to.

00:16:31.576 --> 00:16:33.386
approve them and go through them.

00:16:34.296 --> 00:16:37.526
Also, another thing about this program too is if you're doing a.

00:16:37.526 -==> 00:16:40.926
repository to repository transfer.



00:16:40.926 --> 00:16:44.866
those medications are not required to be reinspected again.

00:16:44.866 -—> 00:16:44.866

00:16:46.806 --> 00:16:49.876
The inspecting pharmacist must sign the PDDRP.

00:16:49.876 --> 00:16:52.936
donation form, verifying that the prescription drug or.

00:16:52.936 --> 00:16:54.9906
supply meets to eligibility criteria.

00:16:55.906 --> 00:16:59.196
Donations must be secured in the must be stored in a secured.

00:16:59.196 --> 00:17:02.736
area under the environmental conditions specified by the manufacturer.

00:17:02.736 --> 00:17:04.706
or federal storage requirements.

00:17:05.386 -=> 00:17:08.956
And donations may not be stored with any other types of non repository.

00:17:08.956 --> 00:17:12.016
inventory, but if they're intermingled with other types.

00:17:12.016 --> 00:17:15.206
of inventory, they must be clearly marked to indicate that this.

00:17:15.206 --> 00:17:18.396
is prescription drug or supply was donated. So a very.

00:17:18.396 --> 00:17:21.596
easy thing to do, an example of a system that you could.

00:17:21.596 --> 00:17:24.736
deploy for this would be like the sticker system if you.

00:17:24.736 -=> 00:17:27.956
had red dots or yellow dots put.

00:17:27.956 -=> 00:17:31.356
on top of the donated drugs within, that would be.

00:17:31.356 -=> 00:17:34.826
a demarcation of these are donated versus non donated.

00:17:34.826 -—> 00:17:34.826



00:17:39.556 --> 00:17:42.586
The repository must also maintain an.

00:17:42.586 --> 00:17:46.206
inventory of donated prescription drugs, which include.

00:17:46.206 --> 00:17:49.886
name of the drug strength available.

00:17:49.886 --> 00:17:53.646
quantity, expiration date of donations transaction.

00:17:53.646 --> 00:17:56.806
date, name, street address and telephone number.

00:17:56.806 —--=> 00:17:57.486
of the donor.

00:18:03.176 -==> 00:18:06.486
Any patient that wishes to receive prescription drugs and or supplies.

00:18:06.486 --> 00:18:09.626
from this program, they must be indigent.

00:18:09.626 --> 00:18:12.926
uninsured or underinsured. They must be a resident.

00:18:12.926 --> 00:18:16.726
of Florida. They need to have a valid prescription and.

00:18:16.726 --> 00:18:19.936
they must complete and submit the PDDRP patient application.

00:18:19.936 --> 00:18:22.946
and dispensing form. And that form is on the right of the.

00:18:22.946 --> 00:18:26.106
screen. And this is the actual form that they will have to fill out when
they come.

00:18:26.106 --> 00:18:29.186
in each time to a repository to see if they.

00:18:29.186 -——> 00:18:30.926
can get their medications from there.

00:18:36.356 ——> 00:18:39.446
And I guess, like I said, the repositories made dispense to an.

00:18:39.446 --> 00:18:42.646
eligible ineligible donation to a state resident.

00:18:42.646 --> 00:18:45.706
who is indigent, uninsured or underinsured.



00:18:45.706 --> 00:18:48.766
and has a valid prescription and indigent means.

00:18:48.766 --> 00:18:51.786
having a family income during the 12 months preceding the.

00:18:51.786 -=> 00:18:54.8206
determination of income that is below 200%.

00:18:54.826 --> 00:18:58.286
of the federal poverty level. And you can actually find that information.

00:18:58.286 --> 00:19:01.386
on our PDDRP website, which will give us the end of.

00:19:01.386 --> 00:19:01.386

00:19:02.426 --> 00:19:03.376
This presentation.

00:19:07.756 -=> 00:19:11.226
Participating repositories made withdraw from the program by providing.

00:19:11.226 --> 00:19:14.806
written notice using the PDDRP repository participation.

00:19:14.806 --> 00:19:18.356
withdrawal form, and I showed that form at the beginning of this webinar.

00:19:18.356 -=> 00:19:21.366
The second half is where they would fill out that withdrawal information.

00:19:21.366 --> 00:19:25.106
and upon withdrawal repositories must agree to the disposition.

00:19:25.106 --> 00:19:28.426
of prescription drugs and supplies in their possession. Any.

00:19:28.426 --> 00:19:31.776
destroyed drugs must be reported on the PDDRP.

00:19:31.776 --> 00:19:34.876
destruction of drugs form which you see on the screen to your right as.

00:19:34.876 -=> 00:19:36.3406
well. That's the actual form.

00:19:37.366 --> 00:19:40.426
And destruction is not the only way that to.

00:19:40.426 --> 00:19:43.616
get rid of your medications. You can also transfer them to another.



00:19:48.436 --> 00:19:51.626
So one important clauset everybody would be interested in is.

00:19:51.626 --> 00:19:54.696
the immunity from liability and disciplinary action clause.

00:19:54.696 --> 00:19:58.046
that's included in this program. So any donor of prescription.

00:19:58.046 --> 00:20:01.466
drugs or supplies and any participant in the program.

00:20:01.466 --> 00:20:04.616
who exercises reasonable care and donating accepting.

00:20:04.616 --> 00:20:07.646
distributing or dispensing prescription drugs or.

00:20:07.646 --> 00:20:10.806
supplies under the program is immune from civil.

00:20:10.806 --> 00:20:13.846
or criminal liability and professional disciplinary action by.

00:20:13.846 --> 00:20:16.866
the state for any injury, death or loss.

00:20:16.866 --> 00:20:17.586
to person.

00:20:18.176 --> 00:20:20.136
Or property relating to such activities.

00:20:23.106 --> 00:20:26.666
There are fewer reporting requirements for this program by.

00:20:26.666 ——> 00:20:30.316
the 5th of the month, each repository must submit the following a.

00:20:30.316 --> 00:20:33.766
patient application and dispensing forms obtained.

00:20:33.766 --> 00:20:36.906
from the previous month. Also, their destruction of drugs.

00:20:36.906 --> 00:20:40.756
form donation forms, transfer forms repository.

00:20:40.756 --> 00:20:43.816
inventory, forms and even if you didn't have any activity in.

00:20:43.816 --> 00:20:47.436
the previous week, we still asked that you submit these forms with.



00:20:47.436 --> 00:20:51.016
a very small statement of no information to report on these forms.

00:20:51.016 --> 00:20:51.016

00:20:54.496 --> 00:20:57.826
So that concludes our seminar for today. We really wanna thank everybody.

00:20:57.826 --> 00:21:01.056
for their participation and eagerness to learn about.

00:21:01.056 --> 00:21:04.106
our program. We hope that it becomes a very.

00:21:04.106 --> 00:21:07.566
big program in the state of Florida to meet all the needs of our patients
in.

00:21:07.566 --> 00:21:10.786
this wonderful state. So we just really thank everybody.

00:21:10.786 -=-> 00:21:13.466
for getting on the call today. Thank you so much.

00:21:14.486 --> 00:21:18.216
Alright, thank you so much, Doctor Sadiki, and thank you for your
participation.

00:21:18.216 --> 00:21:21.546
in today's informational webinar. Please submit any questions.

00:21:21.546 --> 00:21:24.736
you may have through the Q&amp;A tab and we will respond.

00:21:24.736 --> 00:21:28.216
with the written Q&amp;A document all program information.

00:21:28.216 --> 00:21:31.296
was fillable forms for repositories are available on.

00:21:31.296 --> 00:21:34.396
our website. We look forward to working with you as.

00:21:34.396 --> 00:21:37.486
we launch the prescription Drug donation program. Thank.

00:21:37.486 --> 00:21:38.866
you and have a great day.

00:21:40.366 --> 00:21:48.906
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