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APPEARANCES

BOARD MEMBERS:

ALSO
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Dan McConaghy, President
Tim Martin, Vice President
Buddy Bunch, Treasurer
Davi d Dar by, Menber

Donna Yeat man, Menber

PRESENT:

Susan Al verson, Executive Secretary
Eddi e Braden, Chief |nspector

St even Wade

Brenda Carlisle

Sue Esl eck

Bill Maguire

Roger Bates

Bruce Harris

Cherry Jackson

MR, MCCONAGHY: Now we will open the
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regul ar busi ness session for the State Board of
Phar macy, February 25, 2015, the public neeting
and | | ost ny agenda there. Do we have -- well,
nunber one we need to adopt the agenda. Has
everybody | ooked over the agenda or got any
problens with the way it's laid out there?

M5. YEATMAN:  No.

MR. DARBY: | nove we adopt the
agenda.

M5. YEATMAN:  Second.

MR. BUNCH:. Second.

MR, MCCONAGHY: All in favor?

MR. DARBY: Aye.

)
A

MARTI N:  Aye.

MS5. YEATMAN.  Aye.

MR, MCCONAGHY: It is adopted. If we
have any presentati ons.

DR. ALVERSON:. Yes, from Brookwood,
Mtzi put it on the agenda yesterday.

MR. MCCONAGHY: That's fine. That's
good. We'Il start with Brookwood.

MR. WADE: Ckay. M nane is Steven

Wade. |I'mthe director of pharmacy at Brookwood
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1  Medical Center and this didn't nake your packets
2 and what | want to do is to present Brookwood's
3 plans for pharmaceuticals to be handled at a

4  freestandi ng energency departnent.

5 The Al abama Departnent of Public

6 Health has granted two, as far as | am awar e,

7  has granted two facilities in the State of

8 Alabama the right to open freestandi ng energency
9 departnents. Brookwood is one of those two and
10 one of the -- one of the issues is making sure
11 that on ny behalf is that we neet the

12 pharnmaceutical regulations and so what | want ed
13 to do is present what our plans are at Brookwood
14 to neet what we feel -- to do what we think wll
15 neet the Board of Pharmacy regul ations on

16 pharmacy distribution at the freestanding

17 enmergency departnent.

18 One of the things that we want -- a

19 separate location -- by definition, a

20 freestandi ng energency departnent is part of the
21 facility just like a departnent -- just like the
22 energency departnent is attached to the

23  facility. | think one of the regulations or one
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1 of therules is that it be wwthin 35 mles of

2 the parent facility. Brookwood plans to open a
3 freestandi ng energency departnent very close to
4  here, right across the street actually

5 practically, and it is a separate, |icensed

6  provider-based departnent of Brookwood Medi cal

7 Center.

8 So we intend to request a -- since it
9 is a different physical l|ocation, we intend to
10 request an institutional license for that

11 facility and going through the Al abama | aw or
12 requlations | should say, |I've |ooked at points
13 that are there to nmake sure that we neet those
14 standards and our freestandi ng energency

15 departnent, or FED, THE pharnmacy w || be under
16 the supervision of a pharmacist in and control
17 of a registered pharmacist who will be the

18  supervising pharnmacist at that facility. The
19 pharmacy wll not provide any outpati ent

20 services. This is strictly to serve the FED.
21 The oversight for the FED

22 pharmaceuticals will receive the sane oversi ght

23 and follow the sane policies and procedures as

Freedom Court Reporting, Inc 877-373-3660
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1 other departnents at Brookwood Medical Center,
2 so they'Il be in conpliance with us. The

3 anticipated hours for the FED pharmacy wll be
4 Monday, Wednesday, and Friday from 8:00 until

5 noon and that's anticipated based on the fact

6 that we'll be needing to fill sone autonated

7 dispensing devices in the FED and al so receive
8 orders fromprinme vendors and from ot her

9  sources.

10 We plan to use a Pyxis or automated
11 di spensing devices at the FED. The supervi sing
12 pharnmacist -- one of the places in the

13 reqgul ations say the supervising pharmaci st w |

14 need to be there 50 percent of the open hours

15 and of course we'll conply with that. The
16 pharnmacy access wll be restricted to pharnacy
17 access at the FED -- it will be restricted to
18  pharmacy personnel. No technicians wll be

19 accessing the FED pharnmacy w t hout a pharmaci st

20 present -- the pharmacy technicians.
21 The logistics of it is all
22 pharmaceuticals wll be secured, nonitored, and

23  controlled in the sane manner they do with the
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pharmaceuticals at the regular facility. All

C- 1l controlled substances will be received at
the FED with a DEA-222 and accountability of the
I nventories will be the sane as it is at other
departnments of the facility.

W will use autonmated di spensing
devi ces at the FED and the nonitoring and
oversi ght of those autonmated devices will be the
sane as it is perforned at the main facility.
The source of pharnmaceuticals will cone froma
pri me vendor or wholesaler as well as in direct
orders and fromthe main facility and the
deci sion of where we will get those will be
based on the package sizes that are avail able
and t he package | abeling because everything wl |
have to be bar coded for adm nistration. All
phar maceutical inventory accountability wll be
the sane as it is at the main facility.

MR WARD: So it's going to be
transfer of drugs fromthe hospital to you -- to
this place?

MR. WADE: To the FED, there will be

transfer of drugs fromthe hospital to there.
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Board Meeting Minutes 8

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

23

MR. WARD: You'll have a separate DEA
t here?

MR WADE: We will have -- that's the
goal is to get a separate DEA. Anything that's
Cll wll have to be transferred on 222s on a
separate -- with a separate DEA nunber. And one
of the things we want to disclose is that the
renote processing -- there will be renote
processing of orders. Pharmacists at the nmain
facility wll process sone orders at the FED and
phar maci sts at the FED may be processing orders
at the main facility and that is to kind of
bal ance out of the workload between the two.

The FED wi || be on the sane conputer
systemas the facility physician ordering. The
Pyxis machines -- it happens to be Pyxis
machi nes. There are al so sone Omicells used
for supplies but the automation will be on the
sane conputer system and nonitored through the
sane process, sane oversight. So it's really
just like a facility that's attached to the
hospital electronically, it just happens to be

down here and it is under the authority of the
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1 Al abama Departnent of Public Health.

2 So really what | want to do is present
3 to you what as the oversight for pharnmacy, how
4 we anticipate neeting your expectations and give
5 you the opportunity before we open because we

6 are just now breaking ground so we have several
7 nonths before I would actually get an

8 institutional license, pharnmacy |icense, and

9 apply for a DEA. So this is the request for you
10 to oversee our process and concur that we are

11 poving in the right direction.

12 MR. WARD: Do you al so have to get

13 a -- a CONfor this?

14 M5. CARLI SLE: W did.

15 MR WADE: Two were granted in the

16 state, yes, we did.

17 MR WARD: WII you submt that to us
18 as well?

19 MR WADE: | have two people with ne
20 that wll.

21 MS. ESLECK: W can, yes. W can get
22 you a copy of the certificate of need, not a

23 probl em
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MR WADE: And | unfortunately didn't
make your packet but we do have a copy of the
rules of the -- Al abama Departnent of Public
Health's rules for freestandi ng energency
departnments and we can provide you with that
| i nk.

M5. CARLISLE: Basically it states
that we conply with the Al abama State Board of
Phar macy.

DR. MARTIN. Are you going to be the
di rector of both?

MR WADE: | don't -- if | could I
woul d but right now | have a pharnmacy nanager
who either -- we will either hire a pharnmacy
manager to be the supervising pharnaci st or one
of nmy current pharnmacy managers w |l becone a
supervi sing pharmacist. | have -- when it cones
to the automation and stuff, while I don't

personally do the autonmation stuff, the person

who does the autonmation stuff wll be down there
alot, sothey will likely be the supervising
phar maci st; however, | will be over -- oversight

on everything just |ike now.
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MR. DARBY: That was really ny
guesti on.

DR. MARTIN.  Steve, we knew when the
Al abama Departnent of Public Health passed the
rules related to freestandi ng energency
departnents that we sooner or |ater would have
soneone wanting to put a pharnmacy in one and we
woul d have to cross this bridge. So as far as
you know, this is the first FED in Al abama where
we have -- where we see a pharmacy in the FED?

MR. WADE: There are two granted in
the State of Alabama. One is | think Med West
here in Birm nghamand | don't know their exact
pl ans but what | tried to do was | ook at the
regul ati ons and design ny plans around to neet
the regul ati ons and not ask for anything
uni quel y speci al .

DR. MARTIN. Okay. Well, we
appreci ate you cracking the ice and we -- |
appreci ate you taking the position of comng to
t he Board ahead of tinme and |laying out your plan
and trying to make sure you've got all your

bases cover ed.
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1 MR. WADE: | have talked to a DEA
2  inspector and told himwhat ny plans were and he
3 pointed out that we wll have to have a DEA
4 |icense and we will have to transfer products in

5 and out based on 222s. And just for what it's
6 worth, | said we'll do the sanme oversight as we

7  do at the facility. W have a perpetual

8 inventory on all controlled substances, not just
9 Clls.
10 MR WARD: WIIl you be -- will you be

11 subject to the five-percent transfer rule?

12 MR. WADE: Based on ny interpretation
13 of even Al abanma regul ations, we are the sane

14 facility under the sane ownership so that

15 shouldn't apply -- the five percent shoul dn't
16 apply to that.

17 MR. WARD: Maybe not but see we don't
18  know that you're the sane facility under the

19  sane ownershi p.

20 MR. WADE: Well, we are and actually
21 the Public Health Departnent definition of

22 granting us an FED indicates that it would have

23 to be a part of it. The FEDis just like a
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MR WARD: |'mthe Board's | awer, so
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you' ve brought ne sonething else |"'mgoing to
have to |l earn. Thank you.

MR. WADE: Probably so. It's the
Public Health Departnent's.

MR. WARD: Who's the owner? |Is
Affinity the owner?

M5. ESLECK: No, we're Tenet
Heal t hcare is our upline parent conpany but
we' re Brookwood Heal th Services doi ng business
as Brookwood Medi cal Center.

MR. WARD: Dall as?

M5. ESLECK: Dallas, yes, sir.

DR. ALVERSON. Are there going to be
products that will -- that will be there under
| ock and key other than in the autonmatic
di spensi ng devi ce?

MR. WADE: Not by plans, not
phar maceuti cal s.

DR. ALVERSON: All right.

MR WADE: And | think | m ght have --

Freedom Court Reporting, Inc

877-373-3660



Board Meeting Minutes 14

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

23

| V add m xtures, | don't think | nmentioned that.
In conpliance with USP 797, we do not -- we w ||
not be doing any antici patory conpounding at the
FED. Al IV conpounding -- there will be -- all

| V conmpounding will be done for inmedi ate use at

bedside and we wll try to purchase as nany
comrercially products -- nade products as
possi ble for that facility and we wll not

transfer conpoundi ng products fromthe min
facility down there for that purpose because
t hat woul d not be conpliant with USP 797, |
don't thi nk.

DR. MARTIN. Do you know if there
IS -- I"'mnore or | ess addressing the Board
menbers at this point to say that | think Steve
has done a pretty thorough job of getting his
pl an together and if there are gaps there, |
don't know what they are but now |' m guessi ng
that in the process of getting it up and running
and having sone additional discussions, we're
going to find sone gaps and we'll have to
address them along the way but it certainly

| ooks |i ke at |least the large visible issues

Freedom Court Reporting, Inc 877-373-3660
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have been addressed. | don't know what ki nd of
f eedback the Board wants to provide Steve with
today other than proceed. W don't see any
reason not to proceed and as we uncover -- if we
uncover additional issues, we'd certainly |et
you know t hose and we'd ask that you do the
sane.

MR WARD: Well, we don't have an
application yet so it's going to be the issue
of -- it's going to be the issue of not only
t hat but of processing and there's a bunch of
nmovi ng pieces and |'ve got to read these rul es
to make sure they're --

DR. MARTIN:. | think what we're going
to find is that the ADPH rule is going to be
silent on the issue of permtting the pharnacy.
That's ny recol |l ection when | | ooked over it.

MR. WADE: It does -- there is a
statenment in there that says that there wll be
phar maceutical services on site at the facility
and | think that's the nmain thing, the pharmacy
servi ces.

DR. MARTI N.  Yeah.
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MR WADE: And as far as the
regul atory portion, they kind of left it up to
the existing regul atory boards except it did
define the facility as a departnment of the
hospital; therefore, we would see it as an -- |
I nterpret that and request that y'all interpret
that as an institutional pharmacy because not
being an institutional pharnmacy would be a --
woul d open anot her bag of wornms. There wll not
be any outpatient services prescription w se
fromthe FED.

DR. MARTIN. So currently, again as
far as | know, this Board has granted
Institutional permts to three off-site
facilities that are connected in this fashion
back to the hospital and the Board's decision up
and to this tinme has been for those facilities,
nanmely UAB's Conprehensi ve Cancer Care Center on
Act on Road, Montgonery Cancer Center that's
affiliated with Baptist in Mntgonery, and the
Mtchell Cancer Center affiliated with the
Uni versity of South Al abama at Mobil e was t hat

the Board agreed that facilities of that nature
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1 would qualify thenselves as an institutional --
2 qualify for an institutional practice permt, so
3 this wll be the first tine we've seen an FED

4 and the first tinme we've seen anything beyond a
5 cancer care clinic seeking an institutional

6 permt. It seens to ne to fall inline with the
7 president of the Board has -- we'll have to

8 continue to flesh that out and if we cone up

9 wth difference -- differences of opinion on
10 that, we'll have to deal wth it.
11 MR, MCCONAGHY: | just think the fact

12 that you're applying for a separate permt at a
13 separate |ocation makes it --

14 MR. WARD: A | ot easier.

15 MR, MCCONAGHY: -- makes it a |ot

16 easier on everybody and the inspectors included
17 that they can do that and | know you and |

18 tal ked and the way you've put it together, you
19 can't ask for any nore fromthat fromthe Board
20 or the regulatory board that you have

21 anticipated this nmuch stuff and I can't inmagine
22 as things cone up that you won't notify the

23  Board and say, hey, this is what we'd like to do
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and hopefully it will fit in.

MR. WADE: Absolutely. Thank you very
much.

DR. MARTIN. | think what | heard out
of that is proceed with the application as soon
as you're ready.

MR. WADE: Thank you.

DR. ALVERSON. They have stayed in
touch with our office also, so they really have
made every possible effort to keep us in the
| oop.

MR. WADE: Thank you.

M5. ESLECK: So we need to supply CON
copies and the ADH rules for each Board
nmenber -- a copy?

DR ALVERSON: If you'll get it to ne,
"Il get it to the Board.

VR, MCCONAGHY: Just one.

MR. WARD: Ownership, anything that
the -- anything that the -- that those rules
provide. | don't need to know everythi ng but
you know, those commonality things, sane

ownership, CON, if you would provide that, that

Freedom Court Reporting, Inc 877-373-3660
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woul d be great.

MR. WADE: Thank you.

MR, MCCONAGHY: W're going to need to
get y'all to tell us who you are again so Sheri
can have it on the record there. Roger Bates,

Al abama Phar macy Associ ati on.

MR. BATES:. Roger Bates, Al abama
Phar macy Associ ati on.

MR. HARRI'S: Bruce Harris, APCl.

M5. JACKSON: Cherry Jackson, ALSHP.

MR MAGU RE: Bill Maguire, Qmicell.

MR, MCCONAGHY: Buddy, are you
prepared to do the treasurer's report?

MR. BUNCH: | amfully prepared this
time. You' ve got it in the Dropboxes this nonth
and even got a printout so we're good.

Treasurer's report, |I'mhappy to
report it | ooks good fromwhat | can tell. The
expenses are on budget. W have 95 percent of
the incone that we'll get is in. This is the
year where we have noney but we have to live off
of that noney for another year so Dan left us in

good shape. Any questions? Got any questions,
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Dan?

MR. DARBY: | will point out, it's not
really a question but on the data processing if
anybody asks, we're significantly over budget
for the year but that's because we've nade a
paynent to our new conputer people.

MR. BUNCH: Yeabh.

MR. DARBY. But other than that, all
t he expenses | ook in |line.

DR. MARTIN.  When will the expenses to
the current but soon previous data processing
conpany fall off?

DR. ALVERSON. Ri ght now we nust keep
the present conpany until August 31. W w ||
begin installing the new conpany August 1 and
t he changeover date will be Septenber 1.

DR. MARTIN. G eat, thank you.

DR. ALVERSON. Qur contract with the
present conpany is due for annual renewal in
April and so we plan to go to the | owest
possi ble cost. |1've also been working wth our
ot her |l awer, Joe WIlson, and | had an enmil

this week fromhimoutlining all the things we
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1 did not receive on this contract and he's been

2 talking to the CEO of the present conpany to say
3 we should receive a reduced rate or noney back

4  or stop paying because you didn't deliver on

5 what was prom sed even within these tine franes.
6 MR. BUNCH. Need to nove for

7 treasurer's report.

8 DR. MARTIN:. | nove we accept the

9 treasurer's report as submtted.

10 M5. YEATMAN:  Second.

11 MR, MCCONAGHY: Any di scussion?

12 (No response.)

13 MR. MCCONAGHY: Al in favor?

14 DR MARTIN:. Aye.

15 MR DARBY: Aye.

16 MB. YEATMAN:  Aye.

17 MR. BUNCH:. Aye.

18 MR, MCCONAGHY: Any volunteers to do

19  the Board of Pharmacy Wellness Committee report?

20 DR. MARTIN. Do you just need it read?
21 MR DARBY: [It's in the Dropbox

22 here.

23 DR MARTIN. Yeah, I'll be glad to

Freedom Court Reporting, Inc 877-373-3660
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read it. Let's see, Susan, would you want to
read it?

DR. ALVERSON: No, that's okay. It
woul d be great if you would read it.

DR MARTIN. Ckay. I'mgoing to read
this as if | know what |'m doi ng.

DR. ALVERSON: You do.

DR. MARTIN. This is a report from
Dr. Mchael C. Grver, program adm nistrator of
the Al abama State Board of Pharnmacy Wl ness
Commttee. |It's dated February 19, 2015.

Gent |l enmen and Ladi es, There are
presently 144 people in our screening program
Wi th signed contracts and orders. This nunber
I ncl udes any individuals on a DMC, that's a
di agnostic nonitoring contract, but does not
I ncl ude any of the professionals |isted bel ow

Under current work Dr. Garver lists
there's one pharnmacist in inpatient treatnent.
There's 16 pharmaci sts who are either being held
out for sonme reason or are in the process of
bei ng i nvesti gated, eval uated, or made ready for

presentation to the Board. There's also one
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technician in treatnent. There are ten
techni ci ans who are either being held out for
sone reason or are in the process of being

I nvesti gated, eval uated, and nay be ready for
presentation to the Board.

In addition there is one student who
IS in inpatient treatnent. There is one student
who has conpl eted out patient treatnent who
refused recomendati ons and wants to get an
extensi on and be nonitored. There is one
student who has rel apsed, has been w t hdrawn
fromschool, and may not be able to return and
this individual will need a disposition. Al of
the individuals who are in treatnent or in
eval uati on or undecided are presently out of the
wor kpl ace and without |icense. There are 85
individuals in facility-driven aftercare.

The conpl eted work portion of the
nmonthly report is as follows: W' ve net
personally with all |icensees returning to work
to sign contracts and expl ain how nonitoring
works. All returning |licensees have been pl aced

I n a caduceus, either pharmacy or a health
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pr of essi on.

Thank you for letting ne serve
recovering pharnmacy professionals. Reports for
the i nspectors and attorney on current
recommendati ons for Wellness folks that you are
seeing this neeting have been enmailed to the
Board's office and that concludes Dr. Garver's
report.

DR. DARBY: | nove we accept the Board
of Pharmacy Well ness Commttee report.

MR. BUNCH:. Second.

MR, MCCONAGHY: Any di scussi on?

(No response.)

3

MCCONAGHY: All in favor?

3

DARBY: Aye.

DR. MARTIN:. Aye.

MR. BUNCH: Aye.

MB. YEATMAN:  Aye.

MR. MCCONAGHY: Next on the agenda we
have the Board m nutes fromthe January neeting
and we need to approve themindividually so |
need a noti on.

MR. DARBY: Move to approve the

Freedom Court Reporting, Inc 877-373-3660



Board Meeting Minutes

25

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

23

m nutes of the January 14, 2015, Board busi ness

meet i ng.

2

VR.

> ® 3 2D

YEATMAN:.  Second.
MCCONAGHY:  Any di scussi on?
(No response.)
MCCONAGHY: All in favor?
DARBY:  Aye.
MARTI N:  Aye.
BUNCH:  Aye.
YEATMAN:  Aye.
MCCONAGHY: (Opposed?
(No response.)

DARBY: | nobve we approve the

m nutes of the January 14, 2015, interview

meet i ng.

2

2 3

VR.
VR.

YEATMAN:  Second.

MCCONAGHY:  Any di scussi on?
(No response.)

MCCONAGHY: All in favor?

DARBY:  Aye.

MARTI N:  Aye.

BUNCH:  Aye.

MCCONAGHY:  Opposed?
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1 (No response.)

2 MR, MCCONAGHY: (Okay. Eddie, you're
3 up next wth the inspector report.

4 MR. BRADEN. Yes, sir, M. President,
5 if you |look at the Dropbox, you'll see the

6 statistics for the nonth of January, how many

7 inspections were conpl eted, which also included
8 USP 795 and USP 797 inspections. W had the

9  nunber that you will see, the received

10 conplaints that we actually received, the

11 conpl eted investigations that we did on

12 conplaints, which is the bottom nunber, and then
13 we al so have several investigations ongoing that
14 are intense investigations from 2014 but we've
15 alnost conpleted all investigations that were

16 initiated in 2014. You'll see we assisted sone
17 agencies and net with several agencies in regard
18 to issues that we both have nutual interests in.
19 MR. MCCONAGHY: Thank you.

20 Susan, have you got a secretary's

21 report today?

22 DR. ALVERSON: | do. |I'mgoing to

23  curtail a few of the things that | was going to
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1 say because | could go on for a period of tine
2 as you know. W received a notice this week

3 that the State financial auditor will be here on
4  Monday at nine o'clock and about three pages of
5 information which we wll have to have

6 available. They're auditing 2011, 2012, 2013,

7 and 2014. There will be nothing fromthe

8 beginning of this fiscal year, which was

9 Cctober, nothing fromthat point forward.

10 A lot of the information are things

11 like all the mnutes fromall four years of

12 every neeting and they check to nmake sure all of
13 those statenents that you have to read when you
14 break to go into private -- we have all of

15  those, that all of them are signed. They said
16 they will be here for a period of weeks.

17 W had net with the gentlenman who is
18 in charge of that office previously. W asked
19  him here and expl ained that there's been a

20 turnover in who nmanages that, we're under a new
21  system there are new people here, we do

22 understand there were sone issues previously.

23 W can do nothing about 2011 or any part of 2012

Freedom Court Reporting, Inc 877-373-3660



Board Meeting Minutes 28

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

23

ot her than to provide docunentation that we have
corrected all things that were found wong on
the previous audit and when that gentl eman was
here he said, you know, we can expect nothing --
nothing else. You can't fix what wasn't under
your control. W will be | ooking to nake sure
you' ve corrected -- you've put in place things
to make sure that those kind of things don't
happen agai n.

It's unfortunate that it's during tax
season because that will put added pressure on
Bl ake, our CPA, but he has worked out nethods to
be here. He'll be working fromhere rather than
his office at tines.

We are not expecting any problens and
we feel pretty good about where we stand about
everything that's been put in place but of
course, an audit is an audit and you never know

until the auditor gets here and you go through

things. | wll be glad to send you an enail as
often as you want -- daily, weekly, you know.

They' || take days just reading all the m nutes.
So you know, | can send you an email, keep you
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1 up to date every tinme | think there is
2 sonething -- we've |learned one nore thing. |Is
3 that all right wth everybody? They'll be gone

4 by the tinme you get back.

5 MR, MCCONAGHY: Maybe.
6 DR. ALVERSON. Maybe, right.
7 MR. MCCONAGHY: The last tinme they

8 were here for several --

9 DR. ALVERSON. M guess is they may

10 want sonme board nenbers here, if not all board
11 nmenbers, for the exit interviewand | wll keep
12 you apprised of everything |I know about that and
13 give you as nmuch lead tine as | can, all right.
14 M5. YEATMAN: We're very confident.

15 DR. ALVERSON. The gentleman who is

16 managi ng our new conputer programwas going to
17 be doing a presentation today but driving from
18  Atlanta and back with the weather was iffy for
19  himand so we have noved that to the next

200 neeting. So you know, they have already put all
21 of our inspection fornms into the new conputer

22 system They've put a good part of our renewal

23 systens into the conputer already. So what
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1 we've seen -- they have shown us screenshots of
2 what they're doing and we've been very pl eased

3 so far, again.

4 Al right. | guess the next big thing
5 is to let you know that we received or we
6 downl oaded information fromthe FDA. | gave you

7 a binder yesterday. So the FDA has sent a draft
8 of the nenorandum of understanding that they

9 wll ask each state to sign and if you sign it,
10 then pharnmacists in your state will be all owed
11 to conpound wi thout submtting a new drug

12 application for every conpound. | don't know
13 how the State could function if we don't sign

14 the nenorandum of understanding. | personally
15  have sone issues with it.

16 There will be a neeting in Washi ngton
17 March 18 and 19. Eddie is going and |I'm goi ng.
18 Cristal is going. Dan is going. Jim-- |

19  Dbelieve Jimis going. | think David is going

200 also, so we really want to be represented and

21 have our position heard but these are the high
22 points init and | would really like -- |I'mjust

23  going to give you ny opinion but I want to

Freedom Court Reporting, Inc 877-373-3660



Board Meeting Minutes 31

1

2

10

11

12

13

14

15

16

17

18

19

20

21

22

23

represent the Board when we're there, all right.

So all 503A pharmacies, which are --
we would call a traditional pharmacy wll be
under the jurisdiction of the State Board of
Phar macy and those are cal |l ed 503A phar naci es.
They may only fill prescription -- only conpound
based on a prescription for an individual and
there nust be a doctor-patient-pharnaci st
rel ati onshi p.

The new category, the 503B pharnaci es,
are really a version of a manufacturer and they
wi Il be inspected by the FDA. W will also be
I nspecting them but they will cone under FDA
and they will have to conply with good
manuf act uri ng practi ces.

DR. MARTIN. Is that the full GW
or --

DR. ALVERSON: As | understand a full

DR. MARTIN. | thought it was
abbrevi ated GW for sone reason.
DR. ALVERSON:. It turns out they have

not trained any of their inspectors yet. W
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have spoken with their inspectors and -- to try
to get sone answers on questions, so we'll have
to see when they train them how they train them
all right. So here are the things that | --
that | personally would questi on.

MR. WARD: Susan, wait a mnute. W
have -- we're required, however, to inspect 503A
phar maci es that conpound and ship over state
| i nes.

DR. ALVERSON: W're required to
I nspect all conpoundi ng pharnacies that are
503A.

MR WARD: The way | read it only
Interstate, the way | read it.

DR. ALVERSON. Ckay. Well, we would
be i nspecting them anyway but we have to report
on the ones that ship interstate.

MR. WARD: Right. The MOU requires
only all of that as to interstate.

DR. ALVERSON. Ckay. That's one of ny
first concerns -- if a pharmacy is restricted to
ship no nore than 30 percent of their products

over state lines. At the |last neeting they said
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1 they will nmake an exception of about a 50-mle
2 radius for a pharmacy that is on the state |ine,
3 all right.

4 MR. DARBY: That's not in the MOU

5 though, is it, the 50-mle radius?

6 DR. ALVERSON. No, it is not.
7 MR. DARBY: Ckay.
8 DR. ALVERSON. And so, you know, |

9 think it should be added because soneone coul d
10 interpret it to say, it's not the |aw, we don't
11 do it. M concernis this: | don't see where
12 shi pping 25 percent, 35 percent speaks to the

13  quality of a pharnmacy, and what we're seeing

14 happen already is pharnacies are buying small,

15 ready-to-go-out-of-business pharmacies. They're
16 really not treating themas a -- they want to

17 develop this business. They're just using it as
18 a place to get another 30 percent out of it, so
19 if you put enough business in there, you can use

200 that site as a nethod to increase what you can

21 ship.
22 DR. MARTIN. And avoid com ng under
23 503B.
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DR ALVERSON: Correct, all right.

W' ve seen one pharnmacy that has now purchased
four such pharmacies that have just becone a
place wwth a license. W've spoken to

M ssi ssi ppi and the sane thing is happening in
M ssi ssi ppi al so.

MR WARD: Plus it doesn't define, it
says 30 percent in any nonth. How nmany nonths
do you go back? | nean, if you -- if you |l ook
at 24 nonths and one nonth they were 30 and t hen
they qualify, | nean, it's so poorly witten.

DR. ALVERSON: Right, right. So |
don't know where you stand on that. 1'd |like
your opi ni on.

The second is we have to send
I nspections of conpoundi ng pharmaci es that ship
across state lines to the FDA and as | read it,
and Jim maybe you have a different
I nterpretation, it sounds as though anything we
find wong, we have to report to the FDA. Now,
in nmy opinion, if the conpoundi ng pharmacy is
conpoundi ng beyond the rights of a 503A or their

sterile technique is atrocious or sonething of
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that nature, but you know, if they didn't get
their techs registered on tine, | don't see
where the State needs to be reporting every
possi bl e violation or every part of an

| nspection report to FDA.

MR WARD: | just read it as having to
report adverse events and quality, those two
terns. That's all. That's how !l read it.

DR. ALVERSON: | just don't know how
they're going to interpret that quality. |
mean, what -- what are they going to say?

MR WARD: Well, they define it --
that's what I'mtrying to say. They define it
as an actual event occurring, not the
possibility of an event, an event occurring.

DR. MARTIN. Li ke an unt oward
out cone.

MR WARD: It has to be sonething has
to happen, so like | said the other day, that
woul d be Iike a DU |aw saying you can drive as
drunk as you want as long as you don't hit
anybody, which is kind of stupid.

DR, MARTI N:. Yeah.
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DR. ALVERSON: You know, they can
define an event. Like | said, if it's a
conpoundi ng event that would change their
status, | understand that. |In sone ways, | feel
the FDA said we want the right to supervise
peopl e who manufacture. They have that right
and they've stated the rest remain with the
State. So | think there's an issue of whether
or not the FD -- how far the FDA can go in
noni tori ng pharmaci es that are state pharnacies.

MR WARD: Well, what's going to be
skillful about this | think is be careful not to
ask certain questions and just interpret it the
way you think rather than ask and get an answer
you don't want.

DR ALVERSON: And the last thing that
concerns ne is on every docunent they've sent,
It says, in cooperation with NABP. | actually
tal ked to FDA yesterday and raised that. |
said, do you plan on sharing our inspection
reports with NABP and they said, oh, no, we
woul d never do that but NABP has gotten

I nformation and they openly admt it and | think
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1 my -- in ny opinion again, | don't knowif the
2 State has the right to send informati on which

3  would be shared with a body that does not have

4 |egislative authority, so that's nmy concern on
5 that.
6 DR. MARTIN. There was sone di scussion

7 earlier about the definition of interstate

8 commerce and what that m ght entail. Has that
9 been resolved or is that a noni ssue?

10 MR. WARD: Yeah, they call it

11 inordinate anmounts. An inordinate anmount is
12 defined as nore than 30 percent. That's going
13 to be their cutoff of whether it should be a
14 503A or (b).

15 DR. MARTIN. Yeah, that's how | read
16 it. So if a patient cones fromFlorida to

17 David's pharmacy and has a prescription

18 filled.

19 MR. WARD: That doesn't count. They
20 address that.

21 MR. DARBY: They address that. They
22  do have it in their -- for serious product

23  quality issue, which | think would go to nmaybe
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your poi nt.

MR WARD: But if a patient cones from
Florida, goes to Dave's store, Dan's store,
Buddy's store, and takes it back across state
| i nes, that does not count.

MR DARBY: [It's the point of
di spensing but | think they do hit on the
product quality issue in the inspection you
reveal a problemw th the quality of sonebody's
product, then that's reportable.

DR. MARTIN:. That's reportable.

MR WARD: It makes no difference how
much they're doing. |If they are sending it
I nterstate and there's an adverse action, then
there's a problem

DR. MARTIN. Correct. So if filling a
prescription for sonmeone in another state when
they travel over to your pharmacy and go back is
not interstate commerce.

MR WARD: It's not distribution as
they define it.

DR. MARTIN. What is distribution?

DR ALVERSON: If you mail it.
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MR WARD: Muail it.

DR. MARTIN. Put it in the United
States Postal Service, FedEx, UPS is
consi dered --

DR. ALVERSON: Delivered by truck or a
courier.

MR. DARBY: \Werever the patient

receives it at determnes if it's interstate or

not .

MR WARD: If it's distribution or
not .

MR. DARBY: Yeah.

DR. MARTIN. WII the decision about
whet her they fall into 503 -- I'"'mtrying to put

nmyself in a position of a facility that
conpounds and | may be right on the 30-percent
line, howdo | knowif | need to submt an

application for 503B?

DR. ALVERSON: All right. Wll, | was
going to tell you that -- what would make you
503B.

DR. MARTIN. Okay. Sorry, got ahead
of you.
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DR. ALVERSON: No, no, no. There's a
docunent that says these are the people that
shoul d apply to be a 503B, all right. If you
wi sh to conpound and you wish to sell those
conpounds w thout a prescription, so if you w sh
to sell to a physician or to a hospital. Now,
the regul ation states that when you transfer it,
It cannot be transferred again, so a physician
could not then sell those products to a patient
and what we have been telling people is the
physi ci an cannot have a programin place such as
a weight loss programand the injections are
part of the overall charge for that program
because you are then selling those injections,

DR. MARTIN:. If they're obtained from
t he 503 source.

DR. ALVERSON. If they're obtained
fromthe 503B.

DR. MARTIN:. If they're obtained from
the comercial source, they couldn't.

DR. ALVERSON. Right, but a 503B nust
| abel their products not for resale, for office

use only, all right.
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1 DR. MARTIN. Ckay.
2 DR. ALVERSON: And so when we've
3 inspected pharmacies, we've seen where

4  physicians wite a prescription but they want a
5 prescription delivered to the office and they

6 wll pay for it and then they will bill the

7 patient, so that can't occur with the 503B. All
8 right. A 503B --

9 MR. DARBY: How would -- how would the
10 503B facility know what happens to it once it

11 |eft their control?

12 DR. MARTIN:. Yeah, who woul d get

13 di nged?

14 MR. DARBY: Do you know what |'m

15 saying?

16 DR. ALVERSON. Right. | would think
17 that they would have to have sonething to say
18  we've infornmed whoever purchased this that --

19 MR. DARBY: Do they have to be the

200 termnal user?

21 MR WARD: Well, better yet, what

22 about soneone who wants to do that, they

23 follow -- they follow GW, do everything, but
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1 they want to be able to do exactly what you can

2 under 503B, what are they?

3 DR.
4 tosell it to
5 MR
6 MR.

7 manuf act ur er.
8 DR.

9 manuf acturer |

10 DR. MARTIN. O a byproduct of --
11 MR. WARD: How is that going to be
12 different than a 503B? They still have to

13 follow GW. They aren't going to have to have

14 them-- howis
15 don't get.

16 DR.

17 prepare a product. They're inspected under

18 QWP

19 MR
20 DR.
21 VR.
22 jssues that a

23 that a 503B woul d not ?

ALVERSON: You nean if they want
soneone who will resell it?
WARD:  Yeah.

DARBY: They have to be a

ALVERSON: They have to becone a

n the full sense of the word.

It different? That's what |

ALVERSON: A nmanufacturer can

WARD: So is the 503B; right?
ALVERSON: Right, but a --
DARBY: Aren't there sone |abeling

manuf acturer has to go through
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DR. MARTIN. Register.

DR. ALVERSON: A manufacturer has
to -- if they create a conpound, they have to
apply for a new drug application.

MR WARD: What if |'m doing the exact
sane thing that a 503B is, exactly, but instead
of witing office use, the physician is going to
sell it. It's the exact sane drug. Everything
IS exactly the sanme except he's going to sell to
his patient.

DR. ALVERSON: Well, the pharmacy is
going to have to protect -- the 503Bis going to
have to protect itself.

MR WARD: That's what | nmean. How
woul d they do it? That's the thing.

DR ALVERSON. Well, they're going to
have to notify themand | would think naybe get
a signed contract with the physician.

MR WARD: Isn't that kind of stupid
t hat you have to do a whole different set of
rul es doing the exact sane thing? It depends on
what the end user is going to do with it.

You' re manufacturing it. Wat's the difference

Freedom Court Reporting, Inc 877-373-3660



Board Meeting Minutes 44

1 between manufacturing sonething for office use
2 and manufacturing for the doctor to use in the
3 office but sell to the patient. That's what |
4 don't know. I'mnot fussing at you. | don't

S5 understand that.

6 DR. ALVERSON. Right.

7 MR WARD: | don't know what the right
8 answer is.

9 MR. BRADEN. My understanding is they
10 don't have to go through the new testing

11 procedures.

12 MR. WARD: Well, why would they have
13 to go through new testing procedures? |It's

14 exactly the sane. Think about it.

15 MR. BRADEN. If they're a

16 manufacturer, they have to do that.

17 MR. WARD: But it's exactly the sane.
18 |t is exactly the sane. They're doing the exact
19 sane thing except instead of witing office use
20 onit, they're selling it to the doctor with an
21  invoice. |It's exactly the sane drug nade the
22 exact sanme way.

23 DR. ALVERSON: Well, that's what
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they're saying, it's not nade the sane way and
if I'"'ma manufacturer, | can sell it all over
the United States and if sonething goes wong --
MR. WARD: You sell it to doctors all
over the United States.
DR. ALVERSON. Right, but
manuf acturers are under nuch stricter control
t han 503B i s.
MR WARD: | know but you could
manuf acture -- sonmeone who wants to do this

coul d manufacture gobs and gobs and gobs of it,

nore than -- as nmuch as any nmanufacturing, | ust
sell it to physicians for office use all day
| ong.

DR. ALVERSON. Well, and it's our job
to make sure they're not selling that
quantity.

DR. MARTIN. | think you' re right. |
t hi nk the 503B pharnmacy woul d have to --

MR. WARD: But there's nolimt on
quantity. They can do -- they can nake as nuch
as they want.

DR. MARTIN. They woul d have to engage
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1 in sone kind of a witten understanding with the
2 physician's office or whoever they're selling to
3 if it was not available for resale.

4 DR. ALVERSON: And we -- we saw the

5 order sheet that our one 503B was using and it

6 was pretty obvious when we saw their order

7 sheet, you're selling this to the doctor to

8 resell because the doctor wouldn't go through

9 two dozen jars -- four-ounce jars for office use
10 of a pain cream

11 DR. MARTIN.  Yeah.

12 DR. ALVERSON: | nean, a physician

13 woul dn't be doing that.

14 MR, MCCONAGHY: Q@uys, we all know we
15  could discuss this for the next three days.

16 MR. WARD: Yeah.

17 MR, MCCONAGHY: And | think we really
18 do need to set up either one of our work

19  sessions or Susan |like one of the -- where we

200 invited folks here to just go through that full
21 discussion part of it but with the weather

22 comng in, | think we need to nove on today.

23 DR. ALVERSON: All right. Let nme just
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mention the last thing and we're having trouble
enforcing this but we are enforcing it, we're
getting a |l ot of pushback, which is you nmay not
make a copy of a drug that's already on the
mar ket, whether it's brand or generic. |[If it's
on the nmarket as a generic and you nake a copy,
you have to apply as a generic manufacturer. |
received a call from M ssissippi last night from
Sherry and apparently the M ssi ssippi
| egi sl ature has a product that's being pretty
frequently conpounded and sonebody cane out with
a brand nanme of this product and of course the
price went way up and so there's a bill in the
M ssissippi legislature that's noving through
pretty quick and they're voting to say, well, we
don't care if there's a brand nanme product on
t he market or not, our pharnacists can conpound
it and sell it to Medicaid at a | ower price, so
It will be interesting to watch that
| egi sl ati on.

DR. MARTIN:. That flies in the face of
exi sting federal directives.

DR. ALVERSON: Right, | think that
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1 it's not going to work but it's going to be fun
2 wat chi ng.

3 MR WARD: You're telling ne you're

4  surprised Mssissippi won't follow federal regs.
5 That's such a shock.

6 MR. DARBY: And |I'msure we're going

7 to be a long way behind that too.

8 MR WARD: Yeah, | know. | know.

9 MR. MCCONAGHY: Kind of like on a |ot
10 of the stats, thank God for M ssissippi --

11 DR. ALVERSON. Right.

12 MR, MCCONAGHY: -- we're not nunber
13 50.

14 DR. ALVERSON. That's primarily what |
15  needed y'all to know.

16 DR. MARTIN. That's very good, Susan.
17 MR WARD: |I'mwith you, | don't

18 understand it. I1'd like to be able to figure it
19  out but it nmakes no sense to ne.

20 MR. MCCONAGHY: Jim have you got an

21 attorney's report that applies to anything other

22 than 503?

23 MR WARD: No, no, | have -- it's
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In -- it's in the executive session, a couple of

cases we need to tal k about.
MR, MCCONAGHY: Ckay.
MR. DARBY: Do we need to act on any

of this?

MR. MCCONAGHY: Do we have any old
busi ness?

DR. ALVERSON: |'d like to act on it
in -- well, | guess we have to vote on it. Do

you want this in executive session? W have a
phar maci st who has sent a letter asking to be
able to be a supervising pharnmaci st.

MR. WARD: Yes, this needs to be in
executi ve session.

DR. ALVERSON: All right.

MR, MCCONAGHY: Moving into old
busi ness, is there any ol d business?

(No response.)

MR, MCCONAGHY: New busi ness?

MR. DARBY: This council, do we need
to appoint --

DR. ALVERSON. Pardon?

MR. DARBY: Do we need to appoi nt
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1 sonebody to the Sout heast Al abama EMS Council ?

2 DR ALVERSON. Yes.

3 DR. MARTI N:  Sout heast Al abama EMS

4  Council. Wat areas does that serve, Dan?

5 MR. DARBY: Dan doesn't know geography
6 in this state.

7 DR. MARTIN. OCh, this is southeast,

8 not sout hwest.

9 DR. ALVERSON:. It's in Dothan.

10 DR. MARTIN:. David, do you know what
11  area this is?

12 MR. DARBY: | don't know the exact

13  counties. They say it's | think 18 counties. |
14 woul d guess that it would be -- ny guess it wll
15 be -- it would probably go up towards Lee County
16 over to Montgonery and down through Covi ngton.
17 That's a general definition of Southeast

18 Al abansa.

19 MR. MCCONAGHY: And by the way, | do
20 know the geography. |It's David that says he

21 lives in south Alabama and this is the correct
22 termnology. You live in southeast Al abana.

23 MR. DARBY: Actually south central.
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DR. ALVERSON: Thank you, Janes
Spann.

DR. MARTIN. | think we should take
advant age of the opportunity to appoint sonmeone
to the -- to the EM5 council and it seens to ne
It nost likely should be soneone living in that
ar ea.

MR. DARBY:. Thank you. 1'd be willing
to serve on it if that was the Board's
pl easure.

MR WARD: |Is he in the correct
geogr aphi cal area, Dan?

MR, MCCONAGHY: Yes, absolutely.

DR MARTIN. And | guess we shoul d
anticipate there could be other EMS councils
across the State that requests participation in
the future.

DR. ALVERSON:. Coul d be.

DR. MARTIN. | have one item of new
busi ness, M. President.

MR, MCCONAGHY: Al right, Tim

DR. MARTIN. This goes back to the

rule that was read today for the changes in
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1 680-X-2-.18 on Institutional Pharmacies. So

2 jit's ny understanding that this rule has been --
3 this change has been properly |l ogged with the

4 State and now proper action has been taken to

5 make the change that was discussed earlier today
6 in the session -- in the rul emaki ng session

7  prior to this neeting and |I'min support of

8 those changes and appreciate noving forward wth

9 those.
10 There are sone additional changes that
11 | think need to be nade and if |'m

12 understanding M. Ward correctly, those w Il

13 need to be considered as a separate topic and
14 possibly at a separate tine. | don't know what
15 all of those are going to be but I can tell you
16 at |east one of those is dealing wwth the first
17 page under definitions, so that's nunber 2.8,

18 institutional facility.

19 It currently reads, "lInstitutional

200 facility nmeans any organi zati on whose primary
21  purpose is to provide a physical environnent for
22 jnpatients -- to obtain, rather, healthcare

23  services including but not limted to," and then
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1 it's laundry list of places considered
2 institutional settings and part of that sentence
3 | read has becone problematic, particularly the

4  word inpatients and | believe that what we'll

5 see is arequest to drop the word inpatients and
6 allowthat to say patients, because

7 institutional facilities on a daily basis

8 commonly provide care for patients who are, in

9 fact, not inpatients at that | ocation.

10 MR. WARD: We have to use the word
11 patients because you can -- you're tal king about
12 in the pharnmacy, so you're going to have to cone

13 up with a different word than patients.

14 DR. MARTIN. So that -- for those of

15 you who were here during the earlier portion

16 today, the rul emaking portion, that's what | was
17 pointing at and so | -- with your understandi ng
18 and | guess with your permssion, I'l|l forward
19  this docunent back to the ALSHP group who wil|

20 probably have the nost interest in addressing

21 that point and possibly sone other points in the
22 docunent and that's all | needed to say about

23 that.
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1 MR, MCCONAGHY: Any ot her new

2 busi ness?

3 (No response.)
4 MR. MCCONAGHY: No new business. Then
S at this tine we will go into executive session

6 for the purpose of discussing the conpetencies

7 of professionals, permt holders, registrants,

8 and other legal matters. W will start the

9 executive session at 10: 30 and probably end it
10 by 10:45. At that time there will be no further
11 business but we'll have to cone back into

12 session to read into the m nutes any deci sions
13 that were made during the executive session.

14 You're wel cone to cone back but there
15 won't be any further business other than hearing
16 sone nunbers that are to be witten in. In

17 order to go into executive session, we're going

18 to need to take an i ndividual vote.

19 MR. WARD: M. President, excuse ne,
200 |'ve got to say though that as an attorney
21 |icensed to practice lawin the State of

22 Al abama, one of the purposes of executive

23 session wll be to consider the resol ution of
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pendi ng cases, which is under legal matters.

MR, MCCONAGHY: Have you got that
clarification, resolution of |egal cases falls
under |egal matters.

MR WARD: Correct.

MR, MCCONAGHY: We'll spell that out
in the future if we need to.

MR WARD: You know, the auditors w |
| ook for that -- that little blurb. Wy, |
don't know. That's the only reason | said it.

MR, MCCONAGHY: Yeah, we'll definitely
add that to it so -- that part of it. So, let's

see, Buddy, yea or nay going into executive

sessi on?

MR. BUNCH. | say yea.

MR, MCCONAGHY: Donna?

MS5. YEATMAN.  Yea.

MR, MCCONAGHY: Tin®

DR MARTIN: Yes, sir.

MR, MCCONAGHY: Dave?

MR, DARBY: Yea.

MR. MCCONAGHY: Dan is yea. W are
adj ourned for executive session and we'll return
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1 at 10:45.
2
3 (Wher eupon, a recess was taken for
4 executive session. Menber Buddy Bunch
5 | eft the neeting when it was recessed
6 for executive session.)
7
8 MR. DARBY: On request of the Iicense
9 nunber 13688 that she be granted to be a
10 supervi sing pharmaci st, the request is granted.
11 On case nunber 14-0120, case nunber
12 14- 0141, case nunber 14-0155, case nunber
13 14- 0156, case nunber 14-0157, case nunber
14 14-0167, and case nunber 14-0184, case nunber
15 14-0028, case nunber 15-0015, recommendati on of
16 no violation.
17 MR. WARD: Mbtion.
18 MR. DARBY: | nake a notion that -- of
19 no violation.
20 MR. MCCONAGHY: Second. Al in favor?
21 DR MARTIN:. Aye.
22 MR. DARBY: Aye.
23 MB. YEATMAN:  Aye.
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Y

1 MR
2 nunber 14-0118,
3

4 attorney.

5 IVB.
6

7 MR
8 MR
9 IVB.
10 MR
11 DR.
12 IVB.
13 VR.
14 VR.
15  make a notion
16 permanent surr
17 IVB.
18 MR
19 DR.
20 VR
21 IVB.
22 VR.
23

sent to the Board's attorney.

DARBY: Case nunber

case nunber

motion that those be sent to the Board's

YEATMVAN: I
Second.

WARD: You second.

DARBY: Yeah, you second.

YEATMAN: | second.

MCCONAGHY: All in favor?

MARTI N:  Aye.

YEATMAN:  Aye.

MCCONAGHY:  Aye.

DARBY: Case nunber 14-0006

that we have a -- accept a

ender .

YEATMAN: Second.

MCCONAGHY: All in favor?

MARTI N:  Aye.

DARBY:  Aye.

YEATMAN:  Aye.

DARBY: Case nunber 14-0177

a notion that a letter of warning and corrective

14- 0190,
14- 0135, make a

move t hat those be

case

., make

Freedom Court Reporting, Inc

877-373-3660



Board Meeting Minutes 58

1 action plan.

2 M5. YEATMAN.  Second.

3 MR, MCCONAGHY: All in favor?

4 DR. MARTIN:. Aye.

5 MB. YEATMAN:  Aye.

6 MR. MCCONAGHY: Aye.

7 MR. DARBY:. Case nunber 14-0162, nake

8 a notion that a letter of concern restating
9 HPAAlaws and a letter to conplainant referring

10 himto HHS.

11 M5. YEATMAN.  Second.

12 MR, MCCONAGHY: All in favor?

13 DR MARTIN.  Aye.

14 MB. YEATMAN:  Aye.

15 MR DARBY: Aye.

16 Case nunber 15-0001, | nake a notion

17 that a letter of concern and warni ng be sent.

18 M5. YEATMAN:  Second.

19 MR, MCCONAGHY: All in favor?

20 MB. YEATMAN:  Aye.

21 DR MARTIN:. Aye.

22 MR. DARBY: Aye. Case nunber 15-0003,
23 | make a notion that a letter of concern and
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1 corrective action -- corrective action plan to
2 the pharmacy, refer responsible physician to the
3 Al abama Board of Medical Exam ners.

4 M5. YEATMAN.  Second.

5 MR, MCCONAGHY: All in favor?

6 M5. YEATMAN.  Aye.

7 DR. MARTIN: Aye.

8 MR. DARBY: Aye. And case nunber
9 15-0018, | nake a notion that a |letter of

10 concern to i nprove comruni cations with patients

11 and need to cancel on any change on a

12 prescription be nade.

13 M5. YEATMAN.  Second.

14 MR, MCCONAGHY: All in favor?

15 MR DARBY: Aye.

16 MB. YEATMAN:  Aye.

17 DR MARTIN:. Aye.

18 MR. DARBY: | think that's all. Dd I

19 m ss one?

20 MR. BRADEN. 0196, did we include that

21 on no violation? | know you just decided on

22 jt.

23 MR. DARBY: On case nunber 14-0196, |
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1 make a notion for no violations.

2 M5. YEATMAN.  Second.

3 MR, MCCONAGHY: All in favor?
4 MR. DARBY: Aye.

5 DR. MARTIN:  Aye.

6 M5. YEATMAN.  Aye.

7 DR. MARTIN. | nove we adjourn.
8 MR. DARBY: Is that all?

9 MR. BRADEN. Yes, sir.

10 MR. DARBY: | make a notion we
11 adj ourn.

12 DR. MARTI N:  Second.

13 MR. MCCONAGHY: Al in favor?
14 DR. MARTIN:  Aye.

15 MS5. YEATMAN.  Aye.

16 MR. DARBY:. Aye.

17 MR, MCCONAGHY: Adj our ned.

18

19 (Wher eupon, the neeting was

20 adj our ned.)

21

22

23
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1 CERTI FI CATE
2

3 STATE OF ALABAMA

4 SHELBY COUNTY

6 |, Sheri G Connelly, RPR, Certified
7 Court Reporter, hereby certify that the above

8 and foregoing business neeting was taken down by
9 nme in stenotype and the questions, answers, and
10 statenents thereto were transcri bed by neans of
11 conputer-aided transcription and that the

12 foregoing represents a true and correct

13 transcript of the said hearing.

14 | further certify that | am neither of
15 counsel, nor of kin to the parties to the

16 action, nor aml in anywise interested in the

17 result of said cause.

18

19

20 /sl Sheri G Connelly

21 SHERI G CONNELLY, RPR

22 ACCR No. 439, Expires 9/30/2015
23
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ALABAMA STATE BOARD OF PHARMACY

BUSINESS MEETING

Wednesday, February 25, 2015

9:21am.

LOCATION: Alabama State Board of Pharmacy
111 Village Street
Hoover, Alabama 35242

REPORTER:  Sheri G. Connelly, RPR
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regular business session for the State Board of
Pharmacy, February 25, 2015, the public meeting
and | lost my agendathere. Do we have -- well,
number one we need to adopt the agenda. Has
everybody looked over the agenda or got any
problems with the way it's laid out there?

MS. YEATMAN: No.

MR. DARBY: | move we adopt the
agenda.

MS. YEATMAN: Second.

MR. BUNCH: Second.

MR. MCCONAGHY: All infavor?

MR. DARBY: Aye.

DR. MARTIN: Aye.

MS. YEATMAN: Aye.

MR. MCCONAGHY:: Itisadopted. If we
have any presentations.

DR. ALVERSON: Y es, from Brookwood,
Mitzi put it on the agenda yesterday.

MR. MCCONAGHY: That'sfine. That's
good. Well start with Brookwood.

MR. WADE: Okay. My nameis Steven
Wade. I'm the director of pharmacy at Brookwood
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APPEARANCES

BOARD MEMBERS:
Dan McConaghy, President
Tim Martin, Vice President
Buddy Bunch, Treasurer
David Darby, Member
Donna Y eatman, Member

ALSO PRESENT:
Susan Alverson, Executive Secretary
Eddie Braden, Chief Inspector
Steven Wade
Brenda Carlisle
Sue Esleck
Bill Maguire
Roger Bates
Bruce Harris
Cherry Jackson
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MR. MCCONAGHY: Now we will open the
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Medical Center and this didn't make your packets
and what | want to do is to present Brookwood's
plans for pharmaceuticals to be handled at a
freestanding emergency department.

The Alabama Department of Public
Health has granted two, as far as| am aware,
has granted two facilitiesin the State of
Alabamathe right to open freestanding emergency
departments. Brookwood is one of those two and
one of the -- one of theissuesis making sure
that on my behalf is that we meet the
pharmaceutical regulations and so what | wanted
to do is present what our plans are at Brookwood
to meet what we feel -- to do what we think will
meet the Board of Pharmacy regulations on
pharmacy distribution at the freestanding
emergency department.

One of the things that we want -- a
Separate location -- by definition, a
freestanding emergency department is part of the
facility just like a department -- just like the
emergency department is attached to the
facility. | think one of the regulations or one

Freedom Court Reporting, Inc
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1 of therulesisthat it be within 35 miles of 1 pharmaceuticals at the regular facility. All
2 the parent facility. Brookwood plans to open a 2 C-Il controlled substances will be received at
3 freestanding emergency department very close to 3 the FED with a DEA-222 and accountability of the
4 here, right across the street actually 4 inventorieswill bethe same asit is at other
5 practicaly, and it is a separate, licensed 5 departments of the facility.
6 provider-based department of Brookwood Medical | 6 We will use automated dispensing
7 Center. 7 devices at the FED and the monitoring and
8 So we intend to request a-- since it 8 oversight of those automated devices will be the
9 isadifferent physical location, we intend to 9 sameasit is performed at the main facility.
10 request an ingtitutional license for that 10 The source of pharmaceuticals will come from a
11 facility and going through the Alabamalaw or 11 prime vendor or wholesaler aswell asin direct
12 regulations | should say, I've looked at points 12 orders and from the main facility and the
13 that are there to make sure that we meet those 13 decision of where we will get those will be
14 standards and our freestanding emergency 14 based on the package sizesthat are available
15 department, or FED, THE pharmacy will be under |15 and the package |abeling because everything will
16 the supervision of a pharmacist in and control 16 haveto be bar coded for administration. All
17 of aregistered pharmacist who will be the 17 pharmaceutical inventory accountability will be
18 supervising pharmacist at that facility. The 18 thesameasit isat the main facility.
19 pharmacy will not provide any outpatient 19 MR. WARD: Soit'sgoingto be
20 services. Thisisgtrictly to serve the FED. 20 transfer of drugs from the hospital to you -- to
21 The oversight for the FED 21 thisplace?
22 pharmaceuticals will receive the same oversight 22 MR. WADE: Tothe FED, there will be
23 and follow the same policies and procedures as 23 transfer of drugs from the hospital to there.
Page 6 Page 8
1 other departments at Brookwood Medical Center, | 1 MR. WARD: You'll have a separate DEA
2 sothey'll be in compliance with us. The 2 there?
3 anticipated hours for the FED pharmacy will be 3 MR. WADE: Wewill have -- that's the
4 Monday, Wednesday, and Friday from 8:00 until | 4 goa isto get a separate DEA. Anything that's
5 noon and that's anticipated based on the fact 5 C-Il will haveto betransferred on 222son a
6 that well be needing to fill some automated 6 separate -- with a separate DEA number. And one
7 dispensing devicesin the FED and aso receive 7 of the things we want to discloseis that the
8 orders from prime vendors and from other 8 remote processing -- there will be remote
9 sources. 9 processing of orders. Pharmacists at the main
10 We plan to use a Pyxis or automated 10 facility will process some orders at the FED and
11 dispensing devices at the FED. The supervising |11 pharmacists at the FED may be processing orders
12 pharmacist -- one of the placesin the 12 at the main facility and that isto kind of
13 regulations say the supervising pharmacist will 13 palance out of the workload between the two.
14 need to be there 50 percent of the open hours 14 The FED will be on the same computer
15 and of course we'll comply with that. The 15 system asthe facility physician ordering. The
16 pharmacy access will be restricted to pharmacy 16 Pyxis machines -- it happensto be Pyxis
17 access at the FED -- it will berestricted to 17 machines. There are also some Omnicells used
18 pharmacy personnel. No technicianswill be 18 for supplies but the automation will be on the
19 accessing the FED pharmacy without a pharmacist |19 same computer system and monitored through the
20 present -- the pharmacy technicians. 20 same process, same oversight. Soit'sreally
21 Thelogigticsof itisall 21 just like afacility that's attached to the
22 pharmaceuticals will be secured, monitored, and |22 hospital electronicaly, it just happensto be
23 23

controlled in the same manner they do with the

down here and it is under the authority of the
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Alabama Department of Public Health. MR. DARBY: That wasreally my
So really what | want to do is present question.
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to you what as the oversight for pharmacy, how
we anticipate meeting your expectations and give
you the opportunity before we open because we
are just now breaking ground so we have several
months before | would actually get an
institutional license, pharmacy license, and
apply for aDEA. Sothisisthe request for you
to oversee our process and concur that we are
moving in the right direction.

MR. WARD: Do you also haveto get
a-- aCON for this?

MS. CARLISLE: Wedid.

MR. WADE: Two were granted in the
state, yes, we did.

MR. WARD: Will you submit that to us
aswell?

MR. WADE: | have two people with me
that will.

MS. ESLECK: Wecan, yes. We can get
you a copy of the certificate of need, not a
problem.

DR. MARTIN: Steve, we knew when the
Alabama Department of Public Health passed the
rules related to freestanding emergency
departments that we sooner or later would have
someone wanting to put a pharmacy in one and we
would have to crossthis bridge. So asfar as
you know, thisisthe first FED in Alabamawhere
we have -- where we see a pharmacy in the FED?

MR. WADE: There aretwo granted in
the State of Alabama. Oneis| think Med West
here in Birmingham and | don't know their exact
plans but what | tried to do was look at the
regulations and design my plans around to meet
the regulations and not ask for anything
uniquely special.

DR. MARTIN: Okay. Well, we
appreciate you cracking the ice and we -- |
appreciate you taking the position of coming to
the Board ahead of time and laying out your plan
and trying to make sure you've got al your
bases covered.
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MR. WADE: And | unfortunately didn't
make your packet but we do have a copy of the
rules of the -- Alabama Department of Public
Health's rules for freestanding emergency
departments and we can provide you with that
link.

MS. CARLISLE: Basicdly it states
that we comply with the Alabama State Board of
Pharmacy.

DR. MARTIN: Areyou going to be the
director of both?

MR. WADE: | don't --if | could |
would but right now | have a pharmacy manager
who either -- we will either hire a pharmacy
manager to be the supervising pharmacist or one
of my current pharmacy managers will become a
supervising pharmacist. | have -- when it comes
to the automation and stuff, while | don't
personally do the automation stuff, the person
who does the automation stuff will be down there
alot, so they will likely be the supervising
pharmacist; however, | will be over -- oversight
on everything just like now.
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MR. WADE: | havetalked to a DEA
inspector and told him what my plans were and he
pointed out that we will have to have a DEA
license and we will have to transfer productsin
and out based on 222s. And just for what it's
worth, | said we'll do the same oversight aswe
do at the facility. We have a perpetual
inventory on all controlled substances, not just
C-lls.

MR. WARD: Will you be -- will you be
subject to the five-percent transfer rule?

MR. WADE: Based on my interpretation
of even Alabama regulations, we are the same
facility under the same ownership so that
shouldn't apply -- the five percent shouldn't
apply to that.

MR. WARD: Maybe not but see we don't
know that you're the same facility under the
same ownership.

MR. WADE: Well, we are and actually
the Public Health Department definition of
granting us an FED indicates that it would have
tobeapart of it. The FED isjust likea

Freedom Court Reporting, Inc
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1 department of the facility -- of the parent 1 have been addressed. | don't know what kind of

2 facility. 2 feedback the Board wants to provide Steve with

3 MR. WARD: I'mthe Board's lawyer, so 3 today other than proceed. We don't see any

4 you've brought me something else I'm going to 4 reason not to proceed and as we uncover -- if we

5 havetolearn. Thank you. 5 uncover additional issues, we'd certainly let

6 MR. WADE: Probably so. It'sthe 6 you know those and we'd ask that you do the

7 Public Health Department's. 7 same.

8 MR. WARD: Who's the owner? Is 8 MR. WARD: Well, we don't have an

9 9

o =
= O

Affinity the owner?
MS. ESLECK: No, we're Tenet
Healthcare is our upline parent company but

=
o

11

application yet so it's going to be the issue
of -- it's going to be the issue of not only
that but of processing and there's a bunch of

12 we're Brookwood Health Services doing business |12 moving pieces and I've got to read these rules
13 asBrookwood Medical Center. 13 to make sure they're --
14 MR. WARD: Dallas? 14 DR. MARTIN: I think what we're going
15 MS. ESLECK: Dallas, yes, sir. 15 tofindisthat the ADPH ruleis going to be
16 DR. ALVERSON: Aretheregoingtobe |16 silent on theissue of permitting the pharmacy.
17 products that will -- that will be there under 17 That's my recollection when | looked over it.
18 |ock and key other than in the automatic 18 MR. WADE: It does-- thereisa
19 dispensing device? 19 statement in there that says that there will be
20 MR. WADE: Not by plans, not 20 pharmaceutical services on site at the facility
21 pharmaceuticals. 21 and | think that's the main thing, the pharmacy
22 DR. ALVERSON: All right. 22 services.
23 MR. WADE: And | think I might have-- |23 DR. MARTIN: Yeah.
Page 14 Page 16

1 1V add mixtures, | don't think | mentioned that. 1 MR. WADE: And asfar asthe

2 |n compliance with USP 797, we do not -- wewill | 2 regulatory portion, they kind of |eft it up to

3 not be doing any anticipatory compounding at the | 3 theexisting regulatory boards except it did

4 FED. All IV compounding -- there will be -- all 4 define the facility as a department of the

5 1V compounding will be done for immediateuse at | 5 hospital; therefore, we would seeit asan -- |

6 bedside and we will try to purchase as many 6 interpret that and request that y'all interpret

7 commercially products -- made products as 7 that asan ingtitutional pharmacy because not

8 possible for that facility and we will not 8 being an institutional pharmacy would be a--

9 transfer compounding products from the main 9 would open another bag of worms. There will not
10 facility down there for that purpose because 10 be any outpatient services prescription wise
11 that would not be compliant with USP 797, | 11 from the FED.
12 don't think. 12 DR. MARTIN: So currently, again as
13 DR. MARTIN: Do you know if there 13 far as| know, this Board has granted
14 is-- I'm more or less addressing the Board 14 ingtitutional permitsto three off-site
15 members at this point to say that | think Steve 15 facilities that are connected in this fashion
16 has done a pretty thorough job of getting his 16 back to the hospital and the Board's decision up
17 plan together and if there are gaps there, | 17 and to thistime has been for those facilities,
18 don't know what they are but now I'm guessing 18 namely UAB's Comprehensive Cancer Care Center on
19 that in the process of getting it up and running 19 Acton Road, Montgomery Cancer Center that's
20 and having some additional discussions, we're 20 affiliated with Baptist in Montgomery, and the
21 going to find some gaps and we'll have to 21 Mitchell Cancer Center affiliated with the
22 address them along the way but it certainly 22 University of South Alabama at Mobile was that
23 23 the Board agreed that facilities of that nature

looks like at least the large visible issues
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Page 17
would qualify themselves as an institutional --
qualify for an institutional practice permit, so
thiswill be the first time we've seen an FED
and the first time we've seen anything beyond a
cancer care clinic seeking an institutional
permit. It seemsto meto fal inline with the
president of the Board has -- we'll have to
continue to flesh that out and if we come up
with difference -- differences of opinion on
that, we'll have to deal with it.

MR. MCCONAGHY:: | just think the fact
that you're applying for a separate permit at a
separate location makesit --

MR. WARD: A lot easier.

MR. MCCONAGHY': -- makesit alot
easier on everybody and the inspectors included
that they can do that and | know you and |
talked and the way you've put it together, you
can't ask for any more from that from the Board
or the regulatory board that you have
anticipated this much stuff and | can't imagine
as things come up that you won't notify the
Board and say, hey, thisiswhat we'd like to do
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Page 19
would be great.

MR. WADE: Thank you.

MR. MCCONAGHY: We're going to need to
get y'al to tell uswho you are again so Sheri
can have it on the record there. Roger Bates,
Alabama Pharmacy Association.

MR. BATES: Roger Bates, Alabama
Pharmacy Association.

MR. HARRIS: Bruce Harris, APCI.

MS. JACKSON: Cherry Jackson, ALSHP.

MR. MAGUIRE: Bill Maguire, Omnicell.

MR. MCCONAGHY': Buddy, areyou
prepared to do the treasurer's report?

MR. BUNCH: | am fully prepared this
time. You'vegot it in the Dropboxes this month
and even got a printout so we're good.

Treasurer's report, I'm happy to
report it looks good from what | can tell. The
expenses are on budget. We have 95 percent of
the income that we'll getisin. Thisisthe
year where we have money but we have to live off
of that money for another year so Dan left usin
good shape. Any questions? Got any questions,
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and hopefully it will fitin.

MR. WADE: Absolutely. Thank you very
much.

DR. MARTIN: | think what | heard out
of that is proceed with the application as soon
asyou're ready.

MR. WADE: Thank you.

DR. ALVERSON: They have stayed in
touch with our office also, so they really have
made every possible effort to keep usin the
loop.

MR. WADE: Thank you.

MS. ESLECK: So we need to supply CON
copies and the ADH rules for each Board
member -- a copy?

DR. ALVERSON: If you'll get it to me,
I'll get it to the Board.

MR. MCCONAGHY: Just one.

MR. WARD: Ownership, anything that
the -- anything that the -- that those rules
provide. | don't need to know everything but
you know, those commonality things, same
ownership, CON, if you would provide that, that
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Dan?

MR. DARBY: | will point out, it's not
really a question but on the data processing if
anybody asks, we're significantly over budget
for the year but that's because we've made a
payment to our new computer people.

MR. BUNCH: Yesah.

MR. DARBY: But other than that, all
the expenses ook in line.

DR. MARTIN: When will the expensesto
the current but soon previous data processing
company fall off?

DR. ALVERSON: Right now we must keep
the present company until August 31. We will
begin installing the new company August 1 and
the changeover date will be September 1.

DR. MARTIN: Great, thank you.

DR. ALVERSON: Our contract with the
present company is due for annual renewal in
April and so we plan to go to the lowest
possible cost. 1've also been working with our
other lawyer, Joe Wilson, and | had an email
this week from him outlining all the things we
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did not receive on this contract and he's been
talking to the CEO of the present company to say
we should receive areduced rate or money back
or stop paying because you didn't deliver on
what was promised even within these time frames.

MR. BUNCH: Need to move for
treasurer's report.

DR. MARTIN: | move we accept the
treasurer's report as submitted.

MS. YEATMAN: Second.

MR. MCCONAGHY: Any discussion?

(No response.)

MR. MCCONAGHY:: All infavor?

DR. MARTIN: Aye.

MR. DARBY: Aye.

MS. YEATMAN: Aye.

MR. BUNCH: Aye.

MR. MCCONAGHY: Any volunteersto do
the Board of Pharmacy Wellness Committee report?

DR. MARTIN: Doyou just need it read?

MR. DARBY:: It'sin the Dropbox
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technician in treatment. There are ten
technicians who are either being held out for
some reason or are in the process of being
investigated, evaluated, and may be ready for
presentation to the Board.

In addition there is one student who
isininpatient treatment. Thereis one student
who has completed outpatient treatment who
refused recommendations and wants to get an
extension and be monitored. Thereisone
student who has relapsed, has been withdrawn
from school, and may not be able to return and
thisindividual will need adisposition. All of
the individuals who arein treatment or in
evaluation or undecided are presently out of the
workplace and without license. There are 85
individuals in facility-driven aftercare.

The completed work portion of the
monthly report is asfollows. We've met
personally with all licensees returning to work
to sign contracts and explain how monitoring

22 here. 22 works. All returning licensees have been placed
23 DR. MARTIN: Yeah, I'll beglad to 23 in a caduceus, either pharmacy or a health
Page 22 Page 24

1 readit. Let's see, Susan, would you want to 1 profession.

2 readit? 2 Thank you for letting me serve

3 DR. ALVERSON: No, that's okay. It 3 recovering pharmacy professionals. Reportsfor

4 would be great if you would read it. 4 theinspectors and attorney on current

5 DR. MARTIN: Okay. I'm going to read 5 recommendations for Wellness folks that you are

6 thisasif | know what I'm doing. 6 seeing this meeting have been emailed to the

7 DR. ALVERSON: You do. 7 Board's office and that concludes Dr. Garver's

8 DR. MARTIN: Thisisareport from 8 report.

9 9 DR. DARBY: | move we accept the Board
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Dr. Michael C. Garver, program administrator of
the Alabama State Board of Pharmacy Wellness
Committee. It'sdated February 19, 2015.
Gentlemen and Ladies, There are
presently 144 peoplein our screening program
with signed contracts and orders. This number
includes any individuals on aDMC, that'sa
diagnostic monitoring contract, but does not
include any of the professionals listed below.
Under current work Dr. Garver lists
there's one pharmacist in inpatient treatment.
There's 16 pharmacists who are either being held
out for some reason or are in the process of
being investigated, evaluated, or made ready for
presentation to the Board. There'saso one
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of Pharmacy Wellness Committee report.
MR. BUNCH: Second.
MR. MCCONAGHY: Any discussion?
(Noresponse.)

MR. MCCONAGHY: All infavor?

MR. DARBY: Aye.

DR. MARTIN: Aye.

MR. BUNCH: Aye.

MS. YEATMAN: Aye.

MR. MCCONAGHY': Next on the agendawe
have the Board minutes from the January meeting
and we need to approve them individually so |
need a motion.

MR. DARBY: Moveto approve the
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minutes of the January 14, 2015, Board business
meeting.

MS. YEATMAN: Second.

MR. MCCONAGHY: Any discussion?

(No response.)

MR. MCCONAGHY': All infavor?

MR. DARBY: Aye.

DR. MARTIN: Aye.

MR. BUNCH: Aye.

MS. YEATMAN: Aye.

MR. MCCONAGHY: Opposed?

(No response.)

MR. DARBY: | move we approve the
minutes of the January 14, 2015, interview
meeting.

MS. YEATMAN: Second.

MR. MCCONAGHY: Any discussion?

(No response.)

MR. MCCONAGHY:: All infavor?

MR. DARBY: Aye.

DR. MARTIN: Aye.

MR. BUNCH: Aye.

MR. MCCONAGHY: Opposed?
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Page 27
say because | could go on for a period of time
asyou know. We received a notice this week
that the State financial auditor will be here on
Monday at nine o'clock and about three pages of
information which we will have to have
available. They're auditing 2011, 2012, 2013,
and 2014. There will be nothing from the
beginning of thisfiscal year, which was
October, nothing from that point forward.

A lot of theinformation are things
like al the minutes from al four years of
every meeting and they check to make sure all of
those statements that you have to read when you
break to go into private -- we have all of
those, that all of them are signed. They said
they will be here for aperiod of weeks.

We had met with the gentleman who is
in charge of that office previously. We asked
him here and explained that there's been a
turnover in who manages that, we're under a new
system, there are new people here, we do
understand there were some issues previougdly.
We can do nothing about 2011 or any part of 2012
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(No response.)

MR. MCCONAGHY: Okay. Eddie, you're
up next with the inspector report.

MR. BRADEN: Yes, sir, Mr. President,
if you look at the Dropbox, you'll see the
gtatistics for the month of January, how many
inspections were completed, which also included
USP 795 and USP 797 inspections. We had the
number that you will see, the received
complaints that we actually received, the
completed investigations that we did on
complaints, which is the bottom number, and then
we also have several investigations ongoing that
are intense investigations from 2014 but we've
amost completed all investigations that were
initiated in 2014. Y ou'll see we assisted some
agencies and met with several agenciesin regard
to issues that we both have mutual interestsin.

MR. MCCONAGHY: Thank you.

Susan, have you got a secretary's
report today?

DR. ALVERSON: | do. I'mgoingto
curtail afew of the things that | was going to
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other than to provide documentation that we have
corrected all things that were found wrong on
the previous audit and when that gentleman was
here he said, you know, we can expect nothing --
nothing else. You can't fix what wasn't under
your control. We will be looking to make sure
you've corrected -- you've put in place things
to make sure that those kind of things don't
happen again.

It's unfortunate that it's during tax
season because that will put added pressure on
Blake, our CPA, but he has worked out methods to
be here. Hell be working from here rather than
his office at times.

We are not expecting any problems and
we feel pretty good about where we stand about
everything that's been put in place but of
course, an audit is an audit and you never know
until the auditor gets here and you go through
things. | will be glad to send you an email as
often as you want -- daily, weekly, you know.
They'll take days just reading al the minutes.

So you know, | can send you an email, keep you

Freedom Court Reporting, Inc

877-373-3660





Board Meeting Minutes

8

© 00 N O U b~ W DN PP

L T e N e N
N o oM WON B O

Page 29
up to date every time| think thereis
something -- we've learned one more thing. |Is
that all right with everybody? They'll be gone
by the time you get back.

MR. MCCONAGHY: Maybe.

DR. ALVERSON: Maybe, right.

MR. MCCONAGHY': Thelast time they
were here for several --

DR. ALVERSON: My guessisthey may
want some board members here, if not al board
members, for the exit interview and | will keep
you apprised of everything | know about that and
giveyou asmuch lead time as | can, al right.

MS. YEATMAN: We're very confident.

DR. ALVERSON: The gentleman who is
managing our new computer program was going to
be doing a presentation today but driving from
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represent the Board when we're there, all right.

So all 503A pharmacies, which are --
we would call atraditional pharmacy will be
under the jurisdiction of the State Board of
Pharmacy and those are called 503A pharmacies.
They may only fill prescription -- only compound
based on a prescription for an individual and
there must be a doctor-patient-pharmaci st
relationship.

The new category, the 503B pharmacies,
areredly aversion of amanufacturer and they
will be inspected by the FDA. We will also be
inspecting them, but they will come under FDA
and they will have to comply with good
manufacturing practices.

DR. MARTIN: Isthat the full GMP
or --

18 Atlanta and back with the weather was iffy for 18 DR. ALVERSON: As| understand afull
19 him and so we have moved that to the next 19 GMP.
20 meeting. So you know, they have already put all |20 DR. MARTIN: | thought it was
21 of our inspection formsinto the new computer 21 abbreviated GMP for some reason.
22 gystem. They've put agood part of our renewal 22 DR. ALVERSON: It turns out they have
23 gystemsinto the computer already. So what 23 not trained any of their inspectorsyet. We
Page 30 Page 32
1 we've seen -- they have shown us screenshots of 1 have spoken with their inspectors and -- to try
2 what they're doing and we've been very pleased 2 to get some answers on questions, so well have
3 sofar, again. 3 to see when they train them how they train them,
4 All right. | guess the next big thing 4 al right. So here are thethingsthat | --
5 isto let you know that we received or we 5 that | personally would gquestion.
6 downloaded information from the FDA. | gaveyou | 6 MR. WARD: Susan, wait aminute. We
7 abinder yesterday. So the FDA has sent a draft 7 have -- we're required, however, to inspect 503A
8 of the memorandum of understanding that they 8 pharmacies that compound and ship over state
9 will ask each state to sign and if you sign it, 9 lines.
10 then pharmacists in your state will be allowed 10 DR. ALVERSON: Wererequiredto
11 to compound without submitting a new drug 11 inspect all compounding pharmacies that are
12 application for every compound. | don't know 12 503A.
13 how the State could function if we don't sign 13 MR. WARD: Theway | read it only
14 the memorandum of understanding. | personally 14 interstate, the way | read it.
15 have someissues withiit. 15 DR. ALVERSON: Okay. Well, we would
16 There will be a meeting in Washington 16 be inspecting them anyway but we have to report
17 March 18 and 19. Eddieisgoing and I'm going. 17 on the onesthat ship interstate.
18 Cristal isgoing. Danisgoing. Jm -- | 18 MR. WARD: Right. The MOU requires
19 believe Jimisgoing. | think Davidis going 19 only al of that asto interstate.
20 also, so wereally want to be represented and 20 DR. ALVERSON: Okay. That'sone of my
21 have our position heard but these are the high 21 first concerns -- if apharmacy isrestricted to
22 pointsinit and | would realy like -- I'm just 22 ship no more than 30 percent of their products
23 23

going to give you my opinion but | want to

over state lines. At the last meeting they said
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they will make an exception of about a 50-mile
radius for a pharmacy that is on the state line,
al right.

MR. DARBY: That's not in the MOU
though, isit, the 50-mile radius?

DR. ALVERSON: No, itisnot.

MR. DARBY: Okay.

DR. ALVERSON: And so, you know, |
think it should be added because someone could
interpret it to say, it's not the law, we don't
doit. My concernisthis: | don't see where
shipping 25 percent, 35 percent speaks to the
quality of a pharmacy, and what we're seeing
happen aready is pharmacies are buying small,
ready-to-go-out-of-business pharmacies. They're
really not treating them as a -- they want to
develop thisbusiness. They'rejust using it as
aplace to get another 30 percent out of it, so
if you put enough businessin there, you can use
that site as a method to increase what you can
ship.

DR. MARTIN: And avoid coming under
503B.
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Page 35
that nature, but you know, if they didn't get
their techs registered on time, | don't see
where the State needs to be reporting every
possible violation or every part of an
inspection report to FDA.

MR. WARD: 1 just read it as having to
report adverse events and quality, those two
terms. That'sall. That's how | read it.

DR. ALVERSON: | just don't know how
they're going to interpret that quality. |
mean, what -- what are they going to say?

MR. WARD: Weéll, they defineit --
that'swhat I'm trying to say. They defineit
as an actual event occurring, not the
possibility of an event, an event occurring.

DR. MARTIN: Like an untoward
outcome.

MR. WARD: It hasto be something has
to happen, so like | said the other day, that
would be like a DUI law saying you can drive as
drunk as you want as long as you don't hit
anybody, which iskind of stupid.

DR. MARTIN: Yeah.
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DR. ALVERSON: Correct, al right.
We've seen one pharmacy that has now purchased
four such pharmacies that have just become a
place with alicense. We've spoken to
Mississippi and the same thing is happening in
Mississippi & so.

MR. WARD: Plusit doesn't define, it
says 30 percent in any month. How many months
do you go back? | mean, if you -- if you look
at 24 months and one month they were 30 and then
they qualify, | mean, it's so poorly written.

DR. ALVERSON: Right, right. Sol
don't know where you stand on that. 1'd like
your opinion.

The second is we have to send
inspections of compounding pharmacies that ship
across state linesto the FDA and as | read it,
and Jim, maybe you have a different
interpretation, it sounds as though anything we
find wrong, we have to report to the FDA. Now,
in my opinion, if the compounding pharmacy is
compounding beyond the rights of a 503A or their
sterile technique is atrocious or something of

© 00 N O U B~ W DN PP

10
11

13
14
15
16
17
18
19
20
21
22
23

Page 36

DR. ALVERSON: Y ou know, they can
define an event. Likel said, if it'sa
compounding event that would change their
status, | understand that. In some ways, | feel
the FDA said we want the right to supervise
people who manufacture. They have that right
and they've stated the rest remain with the
State. So | think there's an issue of whether
or not the FD -- how far the FDA cangoin
monitoring pharmacies that are state pharmacies.

MR. WARD: WEéll, what's going to be
skillful about this | think is be careful not to
ask certain questions and just interpret it the
way you think rather than ask and get an answer
you don't want.

DR. ALVERSON: And the last thing that
concerns me is on every document they've sent,
it says, in cooperation with NABP. | actualy
talked to FDA yesterday and raised that. |
said, do you plan on sharing our inspection
reports with NABP and they said, oh, no, we
would never do that but NABP has gotten
information and they openly admit it and | think
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my -- in my opinion again, | don't know if the
State has the right to send information which
would be shared with a body that does not have
legidlative authority, so that's my concern on
that.

DR. MARTIN: There was some discussion
earlier about the definition of interstate
commerce and what that might entail. Has that
been resolved or is that a nonissue?

MR. WARD: Yeah, they cal it
inordinate amounts. An inordinate amount is
defined as more than 30 percent. That's going
to be their cutoff of whether it should be a
503A or (b).

DR. MARTIN: Yeah, that's how | read
it. Soif apatient comesfrom Floridato
David's pharmacy and has a prescription
filled.

MR. WARD: That doesn't count. They
address that.

MR. DARBY: They addressthat. They
do haveit in their -- for serious product
quality issue, which | think would go to maybe
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MR. WARD: Mall it.

DR. MARTIN: Putitinthe United
States Postal Service, FedEx, UPSis
considered --

DR. ALVERSON: Delivered by truck or a
courier.

MR. DARBY: Wherever the patient
receivesit at determinesif it's interstate or
not.

MR. WARD: If it'sdistribution or
not.

MR. DARBY: Yeah.

DR. MARTIN: Will the decision about
whether they fal into 503 -- I'm trying to put
myself in a position of afacility that
compounds and | may be right on the 30-percent
line, how do | know if | need to submit an
application for 503B?

DR. ALVERSON: All right. Well, | was
going to tell you that -- what would make you
503B.

DR. MARTIN: Okay. Sorry, got ahead
of you.
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your point.

MR. WARD: But if a patient comes from
Florida, goesto Dave's store, Dan's store,
Buddy's store, and takes it back across state
lines, that does not count.

MR. DARBY:: It'sthe point of
dispensing but | think they do hit on the
product quality issue in the inspection you
reveal aproblem with the quality of somebody's
product, then that's reportable.

DR. MARTIN: That's reportable.

MR. WARD: It makes no difference how
much they're doing. If they are sending it
interstate and there's an adverse action, then
there's a problem.

DR. MARTIN: Correct. Soif filling a
prescription for someone in another state when
they travel over to your pharmacy and go back is
not interstate commerce.

MR. WARD: It'snot distribution as
they defineit.

DR. MARTIN: What isdistribution?

DR. ALVERSON: If you mail it.
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DR. ALVERSON: No, no, no. There'sa
document that says these are the people that
should apply to be a503B, all right. If you
wish to compound and you wish to sell those
compounds without a prescription, so if you wish
to sell to aphysician or to a hospital. Now,
the regulation states that when you transfer it,
it cannot be transferred again, so a physician
could not then sell those products to a patient
and what we have been telling peopleisthe
physician cannot have a program in place such as
aweight loss program and the injections are
part of the overall charge for that program
because you are then selling those injections.

DR. MARTIN: If they're obtained from
the 503 source.

DR. ALVERSON: If they're obtained
from the 503B.

DR. MARTIN: If they're obtained from
the commercial source, they couldn't.

DR. ALVERSON: Right, but a 503B must
label their products not for resale, for office
use only, al right.
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DR. MARTIN: Okay.

DR. ALVERSON: And so when we've
inspected pharmacies, we've seen where
physicians write a prescription but they want a
prescription delivered to the office and they
will pay for it and then they will bill the
patient, so that can't occur with the 503B. All
right. A 503B --

MR. DARBY: How would -- how would the
503B facility know what happensto it once it
left their control ?

DR. MARTIN: Y eah, who would get
dinged?

MR. DARBY: Do you know what I'm
saying?

DR. ALVERSON: Right. | would think
that they would have to have something to say
we've informed whoever purchased this that --

MR. DARBY: Do they haveto be the
terminal user?

MR. WARD: Well, better yet, what
about someone who wants to do that, they
follow -- they follow GMP, do everything, but

10

Page 43

DR. MARTIN: Register.

DR. ALVERSON: A manufacturer has
to -- if they create a compound, they have to
apply for anew drug application.

MR. WARD: What if I'm doing the exact
same thing that a503B is, exactly, but instead
of writing office use, the physician is going to
sell it. It'sthe exact same drug. Everything
is exactly the same except he's going to sell to
his patient.

DR. ALVERSON: WEéll, the pharmacy is
going to have to protect -- the 503B is going to
have to protect itself.

MR. WARD: That'swhat | mean. How
would they do it? That's the thing.

DR. ALVERSON: WEéll, they're going to
have to notify them and | would think maybe get
asigned contract with the physician.

MR. WARD: Isn't that kind of stupid
that you have to do awhole different set of
rules doing the exact same thing? It depends on
what the end user is going to do with it.

Y ou're manufacturing it. What's the difference
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they want to be able to do exactly what you can
under 503B, what are they?

DR. ALVERSON: You mean if they want
to sell it to someone who will resell it?

MR. WARD: Yeah.

MR. DARBY: They haveto bea
manufacturer.

DR. ALVERSON: They haveto become a
manufacturer in the full sense of the word.

DR. MARTIN: Or abyproduct of --

MR. WARD: How isthat going to be
different than a503B? They till have to
follow GMP. They aren't going to have to have
them -- how isit different? That'swhat |
don't get.

DR. ALVERSON: A manufacturer can
prepare a product. They're inspected under
GMP.

MR. WARD: So isthe 503B; right?

DR. ALVERSON: Right, but a--

MR. DARBY: Aren't there some labeling
issues that a manufacturer has to go through
that a 503B would not?
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between manufacturing something for office use
and manufacturing for the doctor to use in the
office but sell to the patient. That'swhat |
don't know. I'm not fussing at you. | don't
understand that.

DR. ALVERSON: Right.

MR. WARD: | don't know what the right
answer is.

MR. BRADEN: My understanding isthey
don't have to go through the new testing
procedures.

MR. WARD: Well, why would they have
to go through new testing procedures? It's
exactly the same. Think about it.

MR. BRADEN: If they'rea
manufacturer, they have to do that.

MR. WARD: But it's exactly the same.

It is exactly the same. They're doing the exact
same thing except instead of writing office use
on it, they're selling it to the doctor with an
invoice. It's exactly the same drug made the
exact same way.

DR. ALVERSON: Weéll, that's what
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1 they're saying, it's not made the same way and 1 mention the last thing and we're having trouble
2 if I'm amanufacturer, | can sell it all over 2 enforcing this but we are enforcing it, we're
3 the United States and if something goeswrong -- | 3 getting alot of pushback, which isyou may not
4 MR. WARD: You sdll it to doctors all 4 make acopy of adrug that's already on the
5 over the United States. 5 market, whether it's brand or generic. If it's
6 DR. ALVERSON: Right, but 6 on the market as a generic and you make a copy,
7 manufacturers are under much stricter control 7 you have to apply as a generic manufacturer. |
8 than 503B is. 8 received acall from Mississippi last night from
9 MR. WARD: | know but you could 9 Sherry and apparently the Mississippi
10 manufacture -- someone who wants to do this 10 |egidature has a product that's being pretty
11 could manufacture gobs and gobs and gobs of it, |11 frequently compounded and somebody came out with
12 more than -- as much as any manufacturing, just |12 abrand name of this product and of course the
13 sl it to physicians for office use al day 13 price went way up and so there's ahill in the
14 long. 14 Mississippi legislature that's moving through
15 DR. ALVERSON: Wdll, and it's our job 15 pretty quick and they're voting to say, well, we
16 to make sure they're not selling that 16 don't careif there's abrand name product on
17 quantity. 17 the market or not, our pharmacists can compound
18 DR. MARTIN: | think you'reright. | 18 jtand sell it to Medicaid at alower price, so
19 think the 503B pharmacy would have to -- 19 it will be interesting to watch that
20 MR. WARD: But there'sno limit on 20 |egidlation.
21 quantity. They can do -- they can makeasmuch |21 DR. MARTIN: That fliesin the face of
22 asthey want. 22 exigting federal directives.
23 DR. MARTIN: They would have to engage |23 DR. ALVERSON: Right, | think that
Page 46 Page 48
1 in somekind of awritten understanding with the 1 it'snot going to work but it's going to be fun
2 physician's office or whoever they're selling to 2 watching.
3 if it was not available for resale. 3 MR. WARD: You'retelling meyou're
4 DR. ALVERSON: And we -- we saw the 4 surprised Mississippi won't follow federal regs.
5 order sheet that our one 503B was using and it 5 That's such a shock.
6 was pretty obvious when we saw their order 6 MR. DARBY: And I'm sure were going
7 sheet, you're selling this to the doctor to 7 to bealong way behind that too.
8 resdll because the doctor wouldn't go through 8 MR. WARD: Yeah, | know. | know.
9 two dozen jars -- four-ounce jars for office use 9 MR. MCCONAGHY:: Kind of likeon alot
10 of apain cream. 10 of the stats, thank God for Mississippi --
11 DR. MARTIN: Yeah. 11 DR. ALVERSON: Right.
12 DR. ALVERSON: | mean, aphysician 12 MR. MCCONAGHY:: -- were not number
13 wouldn't be doing that. 13 B0.
14 MR. MCCONAGHY:: Guys, we all know we |14 DR. ALVERSON: That's primarily what |
15 could discuss this for the next three days. 15 needed y'all to know.
16 MR. WARD: Yeah. 16 DR. MARTIN: That's very good, Susan.
17 MR. MCCONAGHY: And|I think wereally |17 MR. WARD: I'mwithyou, | don't
18 do need to set up either one of our work 18 understandit. I'd liketo be ableto figureit
19 sessions or Susan like one of the -- where we 19 out but it makes no senseto me.
20 jnvited folks here to just go through that full 20 MR. MCCONAGHY:: Jim, have you got an
21 discussion part of it but with the weather 21 attorney's report that applies to anything other
22 comingin, | think we need to move on today. 22 than 503?
23 23

DR. ALVERSON: All right. Let mejust

MR. WARD: No, no, | have -- it's
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1 in--it'sin the executive session, a couple of 1 DR. ALVERSON: Thank you, James

2 cases we need to talk about. 2 Spann.

3 MR. MCCONAGHY': Okay. 3 DR. MARTIN: | think we should take

4 MR. DARBY: Do we need to act on any 4 advantage of the opportunity to appoint someone

5 of this? 5 to the -- to the EM S council and it seemsto me

6 MR. MCCONAGHY: Dowehaveany old| 6 it most likely should be someone living in that

7 business? 7 area

8 DR. ALVERSON: I'd liketo act on it 8 MR. DARBY: Thank you. I'd bewilling

9 in-- well, | guesswe haveto voteonit. Do 9 toserveonitif that was the Board's

10 you want thisin executive session? Wehavea |10 pleasure.
11 pharmacist who has sent aletter asking to be 11 MR. WARD: Ishein the correct
12 able to be a supervising pharmacist. 12 geographical area, Dan?
13 MR. WARD: Yes, thisneedsto bein 13 MR. MCCONAGHY:: Yes, absolutely.
14 executive session. 14 DR. MARTIN: And | guesswe should
15 DR. ALVERSON: All right. 15 anticipate there could be other EM S councils
16 MR. MCCONAGHY: Moving into old 16 across the State that requests participation in
17 business, isthere any old business? 17 thefuture.
18 (No response.) 18 DR. ALVERSON: Could be.
19 MR. MCCONAGHY: New business? 19 DR. MARTIN: | have oneitem of new
20 MR. DARBY: Thiscouncil, doweneed |20 business, Mr. President.
21 to appoint -- 21 MR. MCCONAGHY:: All right, Tim.
22 DR. ALVERSON: Pardon? 22 DR. MARTIN: This goes back to the
23 MR. DARBY: Do we need to appoint 23 rulethat was read today for the changesin
Page 50 Page 52
1 somebody to the Southeast Alabama EMS Council? | 1 680-X-2-.18 on Institutional Pharmacies. So
2 DR. ALVERSON: Yes. 2 jt's my understanding that this rule has been --
3 DR. MARTIN: Southeast AlabamaEMS 3 this change has been properly logged with the
4 Council. What areas does that serve, Dan? 4 State and now proper action has been taken to
5 MR. DARBY: Dan doesn't know geography | 5 make the change that was discussed earlier today
6 inthisstate. 6 in the session -- in the rulemaking session
7 DR. MARTIN: Oh, thisis southesst, 7 prior to thismeeting and I'm in support of
8 not southwest. 8 those changes and appreciate moving forward with
9 DR. ALVERSON: It'sin Dothan. 9 those.
10 DR. MARTIN: David, do you know what 10 There are some additional changes that
11 areathisis? 11 | think need to be made and if I'm
12 MR. DARBY:: | don't know the exact 12 understanding Mr. Ward correctly, those will
13 counties. They say it's| think 18 counties. | 13 need to be considered as a separate topic and
14 would guessthat it would be -- my guess it will 14 possibly at aseparatetime. | don't know what
15 be-- it would probably go up towards Lee County |15 all of those are going to be but | can tell you
16 over to Montgomery and down through Covington. |16 at least one of those is dealing with the first
17 That's ageneral definition of Southeast 17 page under definitions, so that's number 2.8,
18 Alabama. 18 ingtitutional facility.
19 MR. MCCONAGHY: And by theway, | do |19 It currently reads, "Institutional
20 know the geography. It's David that says he 20 facility means any organization whose primary
21 livesin south Alabama and thisis the correct 21 purposeisto provide a physical environment for
22 terminology. You livein southeast Alabama. 22 jnpatients -- to obtain, rather, healthcare
23 23

MR. DARBY: Actually south central.

services including but not limited to," and then
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Page 53
it'slaundry list of places considered
institutional settings and part of that sentence
| read has become problematic, particularly the
word inpatients and | believe that what we'll
seeisarequest to drop the word inpatients and
alow that to say patients, because
ingtitutional facilitieson adaily basis
commonly provide care for patientswho are, in
fact, not inpatients at that location.

© 00 N O U B~ W DN PP

Page 55

pending cases, which is under legal matters.

MR. MCCONAGHY: Have you got that
clarification, resolution of legal casesfalls
under legal matters.

MR. WARD: Correct.

MR. MCCONAGHY: Well spell that out
in the future if we need to.

MR. WARD: Y ou know, the auditors will
look for that -- that little blurb. Why, |

10 MR. WARD: We have to use the word 10 don't know. That'sthe only reason | said it.
11 patients because you can -- you'retalking about |11 MR. MCCONAGHY': Yeah, well definitely
12 in the pharmacy, so you're going to haveto come |12 add that to it so -- that part of it. So, let's
13 up with adifferent word than patients. 13 see, Buddy, yeaor nay going into executive
14 DR. MARTIN: So that -- for those of 14 gession?
15 you who were here during the earlier portion 15 MR. BUNCH: | say yea.
16 today, the rulemaking portion, that'swhat | was |16 MR. MCCONAGHY: Donna?
17 pointing at and so | -- with your understanding 17 MS. YEATMAN: Yea
18 and | guess with your permission, I'll forward 18 MR. MCCONAGHY: Tim?
19 this document back to the ALSHP group who will |19 DR. MARTIN: Yes, sir.
20 probably have the most interest in addressing 20 MR. MCCONAGHY: Dave?
21 that point and possibly some other pointsin the 21 MR. DARBY: Yea
22 document and that's all | needed to say about 22 MR. MCCONAGHY: Danisyea. Weare
23 that. 23 adjourned for executive session and well return
Page 54 Page 56
1 MR. MCCONAGHY:: Any other new 1 at 10:45.
2 business? 2
3 (No response.) 3 (Whereupon, arecess was taken for
4 MR. MCCONAGHY: No new business. Then | 4 executive session. Member Buddy Bunch
5 at thistime we will go into executive session 5 left the meeting when it was recessed
6 for the purpose of discussing the competencies 6  for executive session.)
7 of professionals, permit holders, registrants, 7
8 and other legal matters. We will start the 8 MR. DARBY: On request of the license
9 executive session at 10:30 and probably end it 9 number 13688 that she be granted to be a
10 by 10:45. At that time there will be no further 10 supervising pharmacist, the request is granted.
11 business but we'll have to come back into 11 On case humber 14-0120, case number
12 session to read into the minutes any decisions 12 14-0141, case number 14-0155, case number
13 that were made during the executive session. 13 14-0156, case number 14-0157, case number
14 Y ou're welcome to come back but there 14 14-0167, and case number 14-0184, case number
15 won't be any further business other than hearing 15 14-0028, case number 15-0015, recommendation of
16 some numbersthat are to be writtenin. In 16 noviolation.
17 order to go into executive session, we're going 17 MR. WARD: Motion.
18 to need to take an individual vote. 18 MR. DARBY: | make amotion that -- of
19 MR. WARD: Mr. President, excuse me, 19 noviolation.
20 |'ve got to say though that as an attorney 20 MR. MCCONAGHY: Second. All infavor?
21 licensed to practice law in the State of 21 DR. MARTIN: Aye.
22 Alabama, one of the purposes of executive 22 MR. DARBY: Aye.
23 session will be to consider the resolution of 23

MS. YEATMAN: Aye.
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Page 57

MR. DARBY: Case number 14-0190, case
number 14-0118, case number 14-0135, make a
motion that those be sent to the Board's
attorney.

MS. YEATMAN: | move that those be
sent to the Board's attorney. Second.

MR. WARD: Y ou second.

MR. DARBY: Y eah, you second.

MS. YEATMAN: | second.

MR. MCCONAGHY: All infavor?

DR. MARTIN: Aye.

MS. YEATMAN: Aye.

MR. MCCONAGHY: Aye.

MR. DARBY: Case number 14-0006, |
make a motion that we have a-- accept a
permanent surrender.

MS. YEATMAN: Second.

MR. MCCONAGHY: All infavor?

DR. MARTIN: Aye.

MR. DARBY: Aye.

MS. YEATMAN: Aye.

MR. DARBY: Case number 14-0177, make
amotion that aletter of warning and corrective
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corrective action -- corrective action plan to
the pharmacy, refer responsible physician to the
AlabamaBoard of Medical Examiners.

MS. YEATMAN: Second.

MR. MCCONAGHY: All infavor?

MS. YEATMAN: Aye.

DR. MARTIN: Aye.

MR. DARBY: Aye. And case humber
15-0018, | make a motion that aletter of
concern to improve communications with patients
and need to cancel on any change on a
prescription be made.

MS. YEATMAN: Second.

MR. MCCONAGHY: All infavor?

MR. DARBY: Aye.

MS. YEATMAN: Aye.

DR. MARTIN: Aye.

MR. DARBY: | think that'sal. Did I
miss one?

MR. BRADEN: 0196, did we include that
on no violation? | know you just decided on
it.

MR. DARBY: On case number 14-0196, |
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action plan.

MS. YEATMAN: Second.

MR. MCCONAGHY: All infavor?

DR. MARTIN: Aye.

MS. YEATMAN: Aye.

MR. MCCONAGHY: Aye.

MR. DARBY: Case number 14-0162, make
amotion that aletter of concern restating
HIPAA laws and aletter to complainant referring
him to HHS.

MS. YEATMAN: Second.

MR. MCCONAGHY: All infavor?

DR. MARTIN: Aye.

MS. YEATMAN: Aye.

MR. DARBY: Aye.

Case number 15-0001, | make amotion
that aletter of concern and warning be sent.

MS. YEATMAN: Second.

MR. MCCONAGHY:: All infavor?

MS. YEATMAN: Aye.

DR. MARTIN: Aye.

MR. DARBY: Aye. Case number 15-0003,
| make a motion that aletter of concern and
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make a motion for no violations.

MS. YEATMAN: Second.

MR. MCCONAGHY: All infavor?

MR. DARBY: Aye.

DR. MARTIN: Aye.

MS. YEATMAN: Aye.

DR. MARTIN: | move we adjourn.

MR. DARBY:: Isthat all?

MR. BRADEN: Yes, sir.

MR. DARBY: | make amotion we
adjourn.

DR. MARTIN: Second.

MR. MCCONAGHY: All infavor?

DR. MARTIN: Aye.

MS. YEATMAN: Aye.

MR. DARBY: Aye.

MR. MCCONAGHY: Adjourned.

(Whereupon, the meeting was
adjourned.)
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CERTIFICATE

STATE OF ALABAMA
SHELBY COUNTY

I, Sheri G. Conndlly, RPR, Certified
Court Reporter, hereby certify that the above
and foregoing business meeting was taken down by
me in stenotype and the questions, answers, and
statements thereto were transcribed by means of
computer-aided transcription and that the
foregoing represents a true and correct
transcript of the said hearing.

| further certify that | am neither of
counsel, nor of kin to the partiesto the
action, nor am | in anywise interested in the
result of said cause.
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/s Sheri G. Connelly
SHERI G. CONNELLY, RPR
ACCR No. 439, Expires 9/30/2015
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people (7) prescription (9) guestion (3) REPORTER (2)
percent (9) PRESENT (8) questions (5) reporting (1)
performed (1) presentation (3) quick (1) Reports (2)
period (2) presentations (1) represent (1)
permanent (1) presently (2) <R> represented (1)
permission (1) President (6) radius (2) represents (1)
permit (4) pressure (1) raised (1) request (7)
permits (1) pretty (5) rate (1) requests (1)
permitting (1) previous (2) read (16) required (2)
perpetual (1) previousy (2) reading (1) requires (1)
person (1) price (2) reads (1) resale (2)
personally (4) primarily (1) ready (3) resell (2)
personnel (1) primary (1) ready-to-go-out-of-b | resolution (2)
pharmaceutical (3) | prime (2) usiness (1) resolved (1)
pharmaceuticals (6) | printout (1) really (10) response (8)
pharmacies (13) prior (1) reason (5) responsible (1)
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rest (1) settings (1) stenotype (1) terms (1)
restating (1) shape (1) sterile (1) testing (2
restricted (3) shared (1) Steve (3) Thank (11)
result (1) sharing (1) Steven (2) thereto (1)
return (2) sheet (2) stop (1) thing (10)
returning (2) SHELBY (1) store (3) things (12)
reveal (1) Sheri (5) Street (2) think (32)
right (38) Sherry (1) stricter (1) thorough (1)
rights (1) ship (5 strictly (1) thought (1)
Road (1) shipping (1) student (3) three (3)
Roger (3) shock (1) stuff (4) Tim (3)
RPR (3) shown (1) stupid (2) time (15)
rule (4) sign (4) subject (1) times (1)
rulemaking (2) signed (3) submit (2) to, (1)
rules (8) significantly (1) submitted (1) today (7)
running (1) slent (1) submitting (1) told (1)

sir (4) substances (2) topic (1)
<S> ste (2) Sue (1) touch (1)
saw (2) sizes (1) supervise (1) traditional (1)
saying (3) skillful (1) supervising (8) train (2
says (5) small (1) supervision (1) trained (1)
school (1) somebody (2) supplies (1) transcribed (1)
screening (1) somebody's (1) supply (1) transcript (1)
screenshots (1) soon (2) support (1) transcription (1)
season (1) sooner (1) sure (9) transfer (6)
Second (20) Sorry (1) surprised (1) transferred (2)
Secretary (1) sounds (1) surrender (1) travel (1)
secretary's (1) source (3) Susan (6) Treasurer (1)
secured (1) sources (1) system (4) treasurer's (4)
see (13) South (3) systems (1) treating (1)
seeing (2) Southeast (5) treatment (5)
seeking (1) southwest (1) <T> tried (1)
seen (5) Spann (1) take (3) trouble (1)
sel (11) speaks (1) taken (3) truck (1)
selling (5) special (1) takes (1) true (1)
send (4) spell (2) talk (1) try (2)
sending (1) spoken (2) talked (3) trying (3)
sense (2) stand (2) talking (2) turnover (1)
sent (6) standards (1) tax (1) turns (1)
sentence (1) start (2) technician (1) two (9)
separate (10) STATE (28) technicians (3)
September (1) stated (1) technique (1) <U>
serious (1) statement (1) techs (1) UAB's (1)
serve (4) statements (2) tell (4) uncover (2)
Service (1) states (5) telling (2) undecided (1)
services (6) statistics (1) ten (1) understand (5)
session (16) stats (1) Tenet (1) understanding (7)
sessions (1) status (1) terminal (1) unfortunate (1)
set (2 stayed (1) terminology (1) unfortunately (1)

Freedom Court Reporting, Inc 877-373-3660





Board Meeting Minutes

uniquely (1)
United (3)
University (1)
untoward (1)
upline (1)
UPS (1)

use (12)

user (2)
USP (4)

<V >

vendor (1)
vendors (1)
version (1)
Vice (1)
Village (1)
violation (4)
violations (1)
visible (1)
volunteers (1)
vote (2)
voting (1)

<W >
Wade (22)
wait (1)
want (18)
wanted (1)
wanting (1)
wants (4)
WARD (54)
warning (2)
Washington (1)
watch (1)
watching (1)
way (11)
ways (1)
weather (2)
Wednesday (2)
week (2)
weekly (1)
weeks (1)
weight (1)
welcome (1)
well (18)
Weéellness (4)
went (1)
we're (18)
West (1)

we've (13)
wholesaler (1)
willing (1)
Wilson (1)
wise (1)

wish (3)
withdrawn (1)
word (5)
work (5)
worked (1)
working (2)
workload (1)
workplace (1)
works (1)
worms (1)
worth (1)
write (1)
writing (2)
written (3)
wrong (3)

<Y >

yal (3)

yea ()

Yeah (14)
year (4)
years (1)
Yeatman (31)
yesterday (3)
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           1                          APPEARANCES



           2        



           3        BOARD MEMBERS:



           4             Dan McConaghy, President



           5             Tim Martin, Vice President



           6             Buddy Bunch, Treasurer



           7             David Darby, Member



           8             Donna Yeatman, Member



           9        



          10        ALSO PRESENT:



          11             Susan Alverson, Executive Secretary



          12             Eddie Braden, Chief Inspector



          13             Steven Wade



          14             Brenda Carlisle



          15             Sue Esleck



          16             Bill Maguire



          17             Roger Bates



          18             Bruce Harris



          19             Cherry Jackson



          20        



          21            ***************************************



          22        



          23                  MR. MCCONAGHY:  Now we will open the 
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           1        regular business session for the State Board of 



           2        Pharmacy, February 25, 2015, the public meeting 



           3        and I lost my agenda there.  Do we have -- well, 



           4        number one we need to adopt the agenda.  Has 



           5        everybody looked over the agenda or got any 



           6        problems with the way it's laid out there?  



           7                  MS. YEATMAN:  No.  



           8                  MR. DARBY:  I move we adopt the 



           9        agenda.  



          10                  MS. YEATMAN:  Second.  



          11                  MR. BUNCH:  Second.  



          12                  MR. MCCONAGHY:  All in favor?  



          13                  MR. DARBY:  Aye.  



          14                  DR. MARTIN:  Aye.  



          15                  MS. YEATMAN:  Aye.  



          16                  MR. MCCONAGHY:  It is adopted.  If we 



          17        have any presentations. 



          18                  DR. ALVERSON:  Yes, from Brookwood, 



          19        Mitzi put it on the agenda yesterday. 



          20                  MR. MCCONAGHY:  That's fine.  That's 



          21        good.  We'll start with Brookwood.  



          22                  MR. WADE:  Okay.  My name is Steven 



          23        Wade.  I'm the director of pharmacy at Brookwood 











�





                                                               4







           1        Medical Center and this didn't make your packets 



           2        and what I want to do is to present Brookwood's 



           3        plans for pharmaceuticals to be handled at a 



           4        freestanding emergency department.  



           5                  The Alabama Department of Public 



           6        Health has granted two, as far as I am aware, 



           7        has granted two facilities in the State of 



           8        Alabama the right to open freestanding emergency 



           9        departments.  Brookwood is one of those two and 



          10        one of the -- one of the issues is making sure 



          11        that on my behalf is that we meet the 



          12        pharmaceutical regulations and so what I wanted 



          13        to do is present what our plans are at Brookwood 



          14        to meet what we feel -- to do what we think will 



          15        meet the Board of Pharmacy regulations on 



          16        pharmacy distribution at the freestanding 



          17        emergency department.  



          18                  One of the things that we want -- a 



          19        separate location -- by definition, a 



          20        freestanding emergency department is part of the 



          21        facility just like a department -- just like the 



          22        emergency department is attached to the 



          23        facility.  I think one of the regulations or one 
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           1        of the rules is that it be within 35 miles of 



           2        the parent facility.  Brookwood plans to open a 



           3        freestanding emergency department very close to 



           4        here, right across the street actually 



           5        practically, and it is a separate, licensed 



           6        provider-based department of Brookwood Medical 



           7        Center.  



           8                  So we intend to request a -- since it 



           9        is a different physical location, we intend to 



          10        request an institutional license for that 



          11        facility and going through the Alabama law or 



          12        regulations I should say, I've looked at points 



          13        that are there to make sure that we meet those 



          14        standards and our freestanding emergency 



          15        department, or FED, THE pharmacy will be under 



          16        the supervision of a pharmacist in and control 



          17        of a registered pharmacist who will be the 



          18        supervising pharmacist at that facility.  The 



          19        pharmacy will not provide any outpatient 



          20        services.  This is strictly to serve the FED.  



          21                  The oversight for the FED 



          22        pharmaceuticals will receive the same oversight 



          23        and follow the same policies and procedures as 
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           1        other departments at Brookwood Medical Center, 



           2        so they'll be in compliance with us.  The 



           3        anticipated hours for the FED pharmacy will be 



           4        Monday, Wednesday, and Friday from 8:00 until 



           5        noon and that's anticipated based on the fact 



           6        that we'll be needing to fill some automated 



           7        dispensing devices in the FED and also receive 



           8        orders from prime vendors and from other 



           9        sources.  



          10                  We plan to use a Pyxis or automated 



          11        dispensing devices at the FED.  The supervising 



          12        pharmacist -- one of the places in the 



          13        regulations say the supervising pharmacist will 



          14        need to be there 50 percent of the open hours 



          15        and of course we'll comply with that.  The 



          16        pharmacy access will be restricted to pharmacy 



          17        access at the FED -- it will be restricted to 



          18        pharmacy personnel.  No technicians will be 



          19        accessing the FED pharmacy without a pharmacist 



          20        present -- the pharmacy technicians.  



          21                  The logistics of it is all 



          22        pharmaceuticals will be secured, monitored, and 



          23        controlled in the same manner they do with the 
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           1        pharmaceuticals at the regular facility.  All 



           2        C-II controlled substances will be received at 



           3        the FED with a DEA-222 and accountability of the 



           4        inventories will be the same as it is at other 



           5        departments of the facility.  



           6                  We will use automated dispensing 



           7        devices at the FED and the monitoring and 



           8        oversight of those automated devices will be the 



           9        same as it is performed at the main facility.  



          10        The source of pharmaceuticals will come from a 



          11        prime vendor or wholesaler as well as in direct 



          12        orders and from the main facility and the 



          13        decision of where we will get those will be 



          14        based on the package sizes that are available 



          15        and the package labeling because everything will 



          16        have to be bar coded for administration.  All 



          17        pharmaceutical inventory accountability will be 



          18        the same as it is at the main facility.  



          19                  MR. WARD:  So it's going to be 



          20        transfer of drugs from the hospital to you -- to 



          21        this place?  



          22                  MR. WADE:  To the FED, there will be 



          23        transfer of drugs from the hospital to there.
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           1                  MR. WARD:  You'll have a separate DEA 



           2        there?  



           3                  MR. WADE:  We will have -- that's the 



           4        goal is to get a separate DEA.  Anything that's 



           5        C-II will have to be transferred on 222s on a 



           6        separate -- with a separate DEA number.  And one 



           7        of the things we want to disclose is that the 



           8        remote processing -- there will be remote 



           9        processing of orders.  Pharmacists at the main 



          10        facility will process some orders at the FED and 



          11        pharmacists at the FED may be processing orders 



          12        at the main facility and that is to kind of 



          13        balance out of the workload between the two.  



          14                  The FED will be on the same computer 



          15        system as the facility physician ordering.  The 



          16        Pyxis machines -- it happens to be Pyxis 



          17        machines.  There are also some Omnicells used 



          18        for supplies but the automation will be on the 



          19        same computer system and monitored through the 



          20        same process, same oversight.  So it's really 



          21        just like a facility that's attached to the 



          22        hospital electronically, it just happens to be 



          23        down here and it is under the authority of the 
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           1        Alabama Department of Public Health.  



           2                  So really what I want to do is present 



           3        to you what as the oversight for pharmacy, how 



           4        we anticipate meeting your expectations and give 



           5        you the opportunity before we open because we 



           6        are just now breaking ground so we have several 



           7        months before I would actually get an 



           8        institutional license, pharmacy license, and 



           9        apply for a DEA.  So this is the request for you 



          10        to oversee our process and concur that we are 



          11        moving in the right direction.  



          12                  MR. WARD:  Do you also have to get 



          13        a -- a CON for this?  



          14                  MS. CARLISLE:  We did.  



          15                  MR. WADE:  Two were granted in the 



          16        state, yes, we did. 



          17                  MR. WARD:  Will you submit that to us 



          18        as well?  



          19                  MR. WADE:  I have two people with me 



          20        that will. 



          21                  MS. ESLECK:  We can, yes.  We can get 



          22        you a copy of the certificate of need, not a 



          23        problem.  
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           1                  MR. WADE:  And I unfortunately didn't 



           2        make your packet but we do have a copy of the 



           3        rules of the -- Alabama Department of Public 



           4        Health's rules for freestanding emergency 



           5        departments and we can provide you with that 



           6        link. 



           7                  MS. CARLISLE:  Basically it states 



           8        that we comply with the Alabama State Board of 



           9        Pharmacy.  



          10                  DR. MARTIN:  Are you going to be the 



          11        director of both?  



          12                  MR. WADE:  I don't -- if I could I 



          13        would but right now I have a pharmacy manager 



          14        who either -- we will either hire a pharmacy 



          15        manager to be the supervising pharmacist or one 



          16        of my current pharmacy managers will become a 



          17        supervising pharmacist.  I have -- when it comes 



          18        to the automation and stuff, while I don't 



          19        personally do the automation stuff, the person 



          20        who does the automation stuff will be down there 



          21        a lot, so they will likely be the supervising 



          22        pharmacist; however, I will be over -- oversight 



          23        on everything just like now.  











�





                                                              11







           1                  MR. DARBY:  That was really my 



           2        question.  



           3                  DR. MARTIN:  Steve, we knew when the 



           4        Alabama Department of Public Health passed the 



           5        rules related to freestanding emergency 



           6        departments that we sooner or later would have 



           7        someone wanting to put a pharmacy in one and we 



           8        would have to cross this bridge.  So as far as 



           9        you know, this is the first FED in Alabama where 



          10        we have -- where we see a pharmacy in the FED?  



          11                  MR. WADE:  There are two granted in 



          12        the State of Alabama.  One is I think Med West 



          13        here in Birmingham and I don't know their exact 



          14        plans but what I tried to do was look at the 



          15        regulations and design my plans around to meet 



          16        the regulations and not ask for anything 



          17        uniquely special.  



          18                  DR. MARTIN:  Okay.  Well, we 



          19        appreciate you cracking the ice and we -- I 



          20        appreciate you taking the position of coming to 



          21        the Board ahead of time and laying out your plan 



          22        and trying to make sure you've got all your 



          23        bases covered.  
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           1                  MR. WADE:  I have talked to a DEA 



           2        inspector and told him what my plans were and he 



           3        pointed out that we will have to have a DEA 



           4        license and we will have to transfer products in 



           5        and out based on 222s.  And just for what it's 



           6        worth, I said we'll do the same oversight as we 



           7        do at the facility.  We have a perpetual 



           8        inventory on all controlled substances, not just 



           9        C-IIs.



          10                  MR. WARD:  Will you be -- will you be 



          11        subject to the five-percent transfer rule?  



          12                  MR. WADE:  Based on my interpretation 



          13        of even Alabama regulations, we are the same 



          14        facility under the same ownership so that 



          15        shouldn't apply -- the five percent shouldn't 



          16        apply to that.  



          17                  MR. WARD:  Maybe not but see we don't 



          18        know that you're the same facility under the 



          19        same ownership.  



          20                  MR. WADE:  Well, we are and actually 



          21        the Public Health Department definition of 



          22        granting us an FED indicates that it would have 



          23        to be a part of it.  The FED is just like a 
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           1        department of the facility -- of the parent 



           2        facility.  



           3                  MR. WARD:  I'm the Board's lawyer, so 



           4        you've brought me something else I'm going to 



           5        have to learn.  Thank you. 



           6                  MR. WADE:  Probably so.  It's the 



           7        Public Health Department's.  



           8                  MR. WARD:  Who's the owner?  Is 



           9        Affinity the owner?  



          10                  MS. ESLECK:  No, we're Tenet 



          11        Healthcare is our upline parent company but 



          12        we're Brookwood Health Services doing business 



          13        as Brookwood Medical Center.  



          14                  MR. WARD:  Dallas?  



          15                  MS. ESLECK:  Dallas, yes, sir. 



          16                  DR. ALVERSON:  Are there going to be 



          17        products that will -- that will be there under 



          18        lock and key other than in the automatic 



          19        dispensing device?  



          20                  MR. WADE:  Not by plans, not 



          21        pharmaceuticals.  



          22                  DR. ALVERSON:  All right.  



          23                  MR. WADE:  And I think I might have -- 
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           1        IV add mixtures, I don't think I mentioned that.  



           2        In compliance with USP 797, we do not -- we will 



           3        not be doing any anticipatory compounding at the 



           4        FED.  All IV compounding -- there will be -- all 



           5        IV compounding will be done for immediate use at 



           6        bedside and we will try to purchase as many 



           7        commercially products -- made products as 



           8        possible for that facility and we will not 



           9        transfer compounding products from the main 



          10        facility down there for that purpose because 



          11        that would not be compliant with USP 797, I 



          12        don't think.  



          13                  DR. MARTIN:  Do you know if there 



          14        is -- I'm more or less addressing the Board 



          15        members at this point to say that I think Steve 



          16        has done a pretty thorough job of getting his 



          17        plan together and if there are gaps there, I 



          18        don't know what they are but now I'm guessing 



          19        that in the process of getting it up and running 



          20        and having some additional discussions, we're 



          21        going to find some gaps and we'll have to 



          22        address them along the way but it certainly 



          23        looks like at least the large visible issues 
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           1        have been addressed.  I don't know what kind of 



           2        feedback the Board wants to provide Steve with 



           3        today other than proceed.  We don't see any 



           4        reason not to proceed and as we uncover -- if we 



           5        uncover additional issues, we'd certainly let 



           6        you know those and we'd ask that you do the 



           7        same.  



           8                  MR. WARD:  Well, we don't have an 



           9        application yet so it's going to be the issue 



          10        of -- it's going to be the issue of not only 



          11        that but of processing and there's a bunch of 



          12        moving pieces and I've got to read these rules 



          13        to make sure they're -- 



          14                  DR. MARTIN:  I think what we're going 



          15        to find is that the ADPH rule is going to be 



          16        silent on the issue of permitting the pharmacy.  



          17        That's my recollection when I looked over it.  



          18                  MR. WADE:  It does -- there is a 



          19        statement in there that says that there will be 



          20        pharmaceutical services on site at the facility 



          21        and I think that's the main thing, the pharmacy 



          22        services.  



          23                  DR. MARTIN:  Yeah. 
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           1                  MR. WADE:  And as far as the 



           2        regulatory portion, they kind of left it up to 



           3        the existing regulatory boards except it did 



           4        define the facility as a department of the 



           5        hospital; therefore, we would see it as an -- I 



           6        interpret that and request that y'all interpret 



           7        that as an institutional pharmacy because not 



           8        being an institutional pharmacy would be a -- 



           9        would open another bag of worms.  There will not 



          10        be any outpatient services prescription wise 



          11        from the FED.  



          12                  DR. MARTIN:  So currently, again as 



          13        far as I know, this Board has granted 



          14        institutional permits to three off-site 



          15        facilities that are connected in this fashion 



          16        back to the hospital and the Board's decision up 



          17        and to this time has been for those facilities, 



          18        namely UAB's Comprehensive Cancer Care Center on 



          19        Acton Road, Montgomery Cancer Center that's 



          20        affiliated with Baptist in Montgomery, and the 



          21        Mitchell Cancer Center affiliated with the 



          22        University of South Alabama at Mobile was that 



          23        the Board agreed that facilities of that nature 
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           1        would qualify themselves as an institutional -- 



           2        qualify for an institutional practice permit, so 



           3        this will be the first time we've seen an FED 



           4        and the first time we've seen anything beyond a 



           5        cancer care clinic seeking an institutional 



           6        permit.  It seems to me to fall in line with the 



           7        president of the Board has -- we'll have to 



           8        continue to flesh that out and if we come up 



           9        with difference -- differences of opinion on 



          10        that, we'll have to deal with it.  



          11                  MR. MCCONAGHY:  I just think the fact 



          12        that you're applying for a separate permit at a 



          13        separate location makes it -- 



          14                  MR. WARD:  A lot easier.  



          15                  MR. MCCONAGHY:  -- makes it a lot 



          16        easier on everybody and the inspectors included 



          17        that they can do that and I know you and I 



          18        talked and the way you've put it together, you 



          19        can't ask for any more from that from the Board 



          20        or the regulatory board that you have 



          21        anticipated this much stuff and I can't imagine 



          22        as things come up that you won't notify the 



          23        Board and say, hey, this is what we'd like to do 
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           1        and hopefully it will fit in. 



           2                  MR. WADE:  Absolutely.  Thank you very 



           3        much.  



           4                  DR. MARTIN:  I think what I heard out 



           5        of that is proceed with the application as soon 



           6        as you're ready.  



           7                  MR. WADE:  Thank you.  



           8                  DR. ALVERSON:  They have stayed in 



           9        touch with our office also, so they really have 



          10        made every possible effort to keep us in the 



          11        loop.  



          12                  MR. WADE:  Thank you.  



          13                  MS. ESLECK:  So we need to supply CON 



          14        copies and the ADH rules for each Board 



          15        member -- a copy?  



          16                  DR. ALVERSON:  If you'll get it to me, 



          17        I'll get it to the Board.  



          18                  MR. MCCONAGHY:  Just one.



          19                  MR. WARD:  Ownership, anything that 



          20        the -- anything that the -- that those rules 



          21        provide.  I don't need to know everything but 



          22        you know, those commonality things, same 



          23        ownership, CON, if you would provide that, that 
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           1        would be great.  



           2                  MR. WADE:  Thank you.  



           3                  MR. MCCONAGHY:  We're going to need to 



           4        get y'all to tell us who you are again so Sheri 



           5        can have it on the record there.  Roger Bates, 



           6        Alabama Pharmacy Association.



           7                  MR. BATES:  Roger Bates, Alabama 



           8        Pharmacy Association. 



           9                  MR. HARRIS:  Bruce Harris, APCI.  



          10                  MS. JACKSON:  Cherry Jackson, ALSHP.  



          11                  MR. MAGUIRE:  Bill Maguire, Omnicell. 



          12                  MR. MCCONAGHY:  Buddy, are you 



          13        prepared to do the treasurer's report?  



          14                  MR. BUNCH:  I am fully prepared this 



          15        time.  You've got it in the Dropboxes this month 



          16        and even got a printout so we're good.  



          17                  Treasurer's report, I'm happy to 



          18        report it looks good from what I can tell.  The 



          19        expenses are on budget.  We have 95 percent of 



          20        the income that we'll get is in.  This is the 



          21        year where we have money but we have to live off 



          22        of that money for another year so Dan left us in 



          23        good shape.  Any questions?  Got any questions, 
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           1        Dan?  



           2                  MR. DARBY:  I will point out, it's not 



           3        really a question but on the data processing if 



           4        anybody asks, we're significantly over budget 



           5        for the year but that's because we've made a 



           6        payment to our new computer people.  



           7                  MR. BUNCH:  Yeah.  



           8                  MR. DARBY:  But other than that, all 



           9        the expenses look in line.  



          10                  DR. MARTIN:  When will the expenses to 



          11        the current but soon previous data processing 



          12        company fall off?  



          13                  DR. ALVERSON:  Right now we must keep 



          14        the present company until August 31.  We will 



          15        begin installing the new company August 1 and 



          16        the changeover date will be September 1.  



          17                  DR. MARTIN:  Great, thank you.  



          18                  DR. ALVERSON:  Our contract with the 



          19        present company is due for annual renewal in 



          20        April and so we plan to go to the lowest 



          21        possible cost.  I've also been working with our 



          22        other lawyer, Joe Wilson, and I had an email 



          23        this week from him outlining all the things we 
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           1        did not receive on this contract and he's been 



           2        talking to the CEO of the present company to say 



           3        we should receive a reduced rate or money back 



           4        or stop paying because you didn't deliver on 



           5        what was promised even within these time frames.  



           6                  MR. BUNCH:  Need to move for 



           7        treasurer's report. 



           8                  DR. MARTIN:  I move we accept the 



           9        treasurer's report as submitted.  



          10                  MS. YEATMAN:  Second.  



          11                  MR. MCCONAGHY:  Any discussion?  



          12                         (No response.)



          13                  MR. MCCONAGHY:  All in favor?  



          14                  DR. MARTIN:  Aye.  



          15                  MR. DARBY:  Aye.  



          16                  MS. YEATMAN:  Aye.  



          17                  MR. BUNCH:  Aye.  



          18                  MR. MCCONAGHY:  Any volunteers to do 



          19        the Board of Pharmacy Wellness Committee report?  



          20                  DR. MARTIN:  Do you just need it read?  



          21                  MR. DARBY:  It's in the Dropbox 



          22        here.  



          23                  DR. MARTIN:  Yeah, I'll be glad to 
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           1        read it.  Let's see, Susan, would you want to 



           2        read it?  



           3                  DR. ALVERSON:  No, that's okay.  It 



           4        would be great if you would read it.  



           5                  DR. MARTIN:  Okay.  I'm going to read 



           6        this as if I know what I'm doing.  



           7                  DR. ALVERSON:  You do.  



           8                  DR. MARTIN:  This is a report from 



           9        Dr. Michael C. Garver, program administrator of 



          10        the Alabama State Board of Pharmacy Wellness 



          11        Committee.  It's dated February 19, 2015.  



          12                  Gentlemen and Ladies, There are 



          13        presently 144 people in our screening program 



          14        with signed contracts and orders.  This number 



          15        includes any individuals on a DMC, that's a 



          16        diagnostic monitoring contract, but does not 



          17        include any of the professionals listed below. 



          18                  Under current work Dr. Garver lists 



          19        there's one pharmacist in inpatient treatment.  



          20        There's 16 pharmacists who are either being held 



          21        out for some reason or are in the process of 



          22        being investigated, evaluated, or made ready for 



          23        presentation to the Board.  There's also one 
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           1        technician in treatment.  There are ten 



           2        technicians who are either being held out for 



           3        some reason or are in the process of being 



           4        investigated, evaluated, and may be ready for 



           5        presentation to the Board.  



           6                  In addition there is one student who 



           7        is in inpatient treatment.  There is one student 



           8        who has completed outpatient treatment who 



           9        refused recommendations and wants to get an 



          10        extension and be monitored.  There is one 



          11        student who has relapsed, has been withdrawn 



          12        from school, and may not be able to return and 



          13        this individual will need a disposition.  All of 



          14        the individuals who are in treatment or in 



          15        evaluation or undecided are presently out of the 



          16        workplace and without license.  There are 85 



          17        individuals in facility-driven aftercare.  



          18                  The completed work portion of the 



          19        monthly report is as follows:  We've met 



          20        personally with all licensees returning to work 



          21        to sign contracts and explain how monitoring 



          22        works.  All returning licensees have been placed 



          23        in a caduceus, either pharmacy or a health 
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           1        profession.  



           2                  Thank you for letting me serve 



           3        recovering pharmacy professionals.  Reports for 



           4        the inspectors and attorney on current 



           5        recommendations for Wellness folks that you are 



           6        seeing this meeting have been emailed to the 



           7        Board's office and that concludes Dr. Garver's 



           8        report.  



           9                  DR. DARBY:  I move we accept the Board 



          10        of Pharmacy Wellness Committee report.  



          11                  MR. BUNCH:  Second.  



          12                  MR. MCCONAGHY:  Any discussion?  



          13                         (No response.)



          14                  MR. MCCONAGHY:  All in favor?  



          15                  MR. DARBY:  Aye.  



          16                  DR. MARTIN:  Aye.  



          17                  MR. BUNCH:  Aye.  



          18                  MS. YEATMAN:  Aye.  



          19                  MR. MCCONAGHY:  Next on the agenda we 



          20        have the Board minutes from the January meeting 



          21        and we need to approve them individually so I 



          22        need a motion.  



          23                  MR. DARBY:  Move to approve the 
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           1        minutes of the January 14, 2015, Board business 



           2        meeting.  



           3                  MS. YEATMAN:  Second.  



           4                  MR. MCCONAGHY:  Any discussion?  



           5                         (No response.)



           6                  MR. MCCONAGHY:  All in favor?  



           7                  MR. DARBY:  Aye.  



           8                  DR. MARTIN:  Aye.  



           9                  MR. BUNCH:  Aye.  



          10                  MS. YEATMAN:  Aye. 



          11                  MR. MCCONAGHY:  Opposed?  



          12                         (No response.)



          13                  MR. DARBY:  I move we approve the 



          14        minutes of the January 14, 2015, interview 



          15        meeting.  



          16                  MS. YEATMAN:  Second.  



          17                  MR. MCCONAGHY:  Any discussion?  



          18                         (No response.)



          19                  MR. MCCONAGHY:  All in favor?  



          20                  MR. DARBY:  Aye.  



          21                  DR. MARTIN:  Aye.  



          22                  MR. BUNCH:  Aye.



          23                  MR. MCCONAGHY:  Opposed?  
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           1                         (No response.)



           2                  MR. MCCONAGHY:  Okay.  Eddie, you're 



           3        up next with the inspector report.  



           4                  MR. BRADEN:  Yes, sir, Mr. President, 



           5        if you look at the Dropbox, you'll see the 



           6        statistics for the month of January, how many 



           7        inspections were completed, which also included 



           8        USP 795 and USP 797 inspections.  We had the 



           9        number that you will see, the received 



          10        complaints that we actually received, the 



          11        completed investigations that we did on 



          12        complaints, which is the bottom number, and then 



          13        we also have several investigations ongoing that 



          14        are intense investigations from 2014 but we've 



          15        almost completed all investigations that were 



          16        initiated in 2014.  You'll see we assisted some 



          17        agencies and met with several agencies in regard 



          18        to issues that we both have mutual interests in.  



          19                  MR. MCCONAGHY:  Thank you.  



          20                  Susan, have you got a secretary's 



          21        report today?  



          22                  DR. ALVERSON:  I do.  I'm going to 



          23        curtail a few of the things that I was going to 
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           1        say because I could go on for a period of time 



           2        as you know.  We received a notice this week 



           3        that the State financial auditor will be here on 



           4        Monday at nine o'clock and about three pages of 



           5        information which we will have to have 



           6        available.  They're auditing 2011, 2012, 2013, 



           7        and 2014.  There will be nothing from the 



           8        beginning of this fiscal year, which was 



           9        October, nothing from that point forward.  



          10                  A lot of the information are things 



          11        like all the minutes from all four years of 



          12        every meeting and they check to make sure all of 



          13        those statements that you have to read when you 



          14        break to go into private -- we have all of 



          15        those, that all of them are signed.  They said 



          16        they will be here for a period of weeks.  



          17                  We had met with the gentleman who is 



          18        in charge of that office previously.  We asked 



          19        him here and explained that there's been a 



          20        turnover in who manages that, we're under a new 



          21        system, there are new people here, we do 



          22        understand there were some issues previously.  



          23        We can do nothing about 2011 or any part of 2012 
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           1        other than to provide documentation that we have 



           2        corrected all things that were found wrong on 



           3        the previous audit and when that gentleman was 



           4        here he said, you know, we can expect nothing -- 



           5        nothing else.  You can't fix what wasn't under 



           6        your control.  We will be looking to make sure 



           7        you've corrected -- you've put in place things 



           8        to make sure that those kind of things don't 



           9        happen again.  



          10                  It's unfortunate that it's during tax 



          11        season because that will put added pressure on 



          12        Blake, our CPA, but he has worked out methods to 



          13        be here.  He'll be working from here rather than 



          14        his office at times.  



          15                  We are not expecting any problems and 



          16        we feel pretty good about where we stand about 



          17        everything that's been put in place but of 



          18        course, an audit is an audit and you never know 



          19        until the auditor gets here and you go through 



          20        things.  I will be glad to send you an email as 



          21        often as you want -- daily, weekly, you know.  



          22        They'll take days just reading all the minutes.  



          23        So you know, I can send you an email, keep you 
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           1        up to date every time I think there is 



           2        something -- we've learned one more thing.  Is 



           3        that all right with everybody?  They'll be gone 



           4        by the time you get back.  



           5                  MR. MCCONAGHY:  Maybe. 



           6                  DR. ALVERSON:  Maybe, right. 



           7                  MR. MCCONAGHY:  The last time they 



           8        were here for several -- 



           9                  DR. ALVERSON:  My guess is they may 



          10        want some board members here, if not all board 



          11        members, for the exit interview and I will keep 



          12        you apprised of everything I know about that and 



          13        give you as much lead time as I can, all right.  



          14                  MS. YEATMAN:  We're very confident.  



          15                  DR. ALVERSON:  The gentleman who is 



          16        managing our new computer program was going to 



          17        be doing a presentation today but driving from 



          18        Atlanta and back with the weather was iffy for 



          19        him and so we have moved that to the next 



          20        meeting.  So you know, they have already put all 



          21        of our inspection forms into the new computer 



          22        system.  They've put a good part of our renewal 



          23        systems into the computer already.  So what 
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           1        we've seen -- they have shown us screenshots of 



           2        what they're doing and we've been very pleased 



           3        so far, again.  



           4                  All right.  I guess the next big thing 



           5        is to let you know that we received or we 



           6        downloaded information from the FDA.  I gave you 



           7        a binder yesterday.  So the FDA has sent a draft 



           8        of the memorandum of understanding that they 



           9        will ask each state to sign and if you sign it, 



          10        then pharmacists in your state will be allowed 



          11        to compound without submitting a new drug 



          12        application for every compound.  I don't know 



          13        how the State could function if we don't sign 



          14        the memorandum of understanding.  I personally 



          15        have some issues with it.  



          16                  There will be a meeting in Washington 



          17        March 18 and 19.  Eddie is going and I'm going.  



          18        Cristal is going.  Dan is going.  Jim -- I 



          19        believe Jim is going.  I think David is going 



          20        also, so we really want to be represented and 



          21        have our position heard but these are the high 



          22        points in it and I would really like -- I'm just 



          23        going to give you my opinion but I want to 











�





                                                              31







           1        represent the Board when we're there, all right.  



           2                  So all 503A pharmacies, which are -- 



           3        we would call a traditional pharmacy will be 



           4        under the jurisdiction of the State Board of 



           5        Pharmacy and those are called 503A pharmacies.  



           6        They may only fill prescription -- only compound 



           7        based on a prescription for an individual and 



           8        there must be a doctor-patient-pharmacist 



           9        relationship.  



          10                  The new category, the 503B pharmacies, 



          11        are really a version of a manufacturer and they 



          12        will be inspected by the FDA.  We will also be 



          13        inspecting them, but they will come under FDA 



          14        and they will have to comply with good 



          15        manufacturing practices.  



          16                  DR. MARTIN:  Is that the full GMP 



          17        or -- 



          18                  DR. ALVERSON:  As I understand a full 



          19        GMP.  



          20                  DR. MARTIN:  I thought it was 



          21        abbreviated GMP for some reason.  



          22                  DR. ALVERSON:  It turns out they have 



          23        not trained any of their inspectors yet.  We 
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           1        have spoken with their inspectors and -- to try 



           2        to get some answers on questions, so we'll have 



           3        to see when they train them how they train them, 



           4        all right.  So here are the things that I -- 



           5        that I personally would question.  



           6                  MR. WARD:  Susan, wait a minute.  We 



           7        have -- we're required, however, to inspect 503A 



           8        pharmacies that compound and ship over state 



           9        lines.  



          10                  DR. ALVERSON:  We're required to 



          11        inspect all compounding pharmacies that are 



          12        503A. 



          13                  MR. WARD:  The way I read it only 



          14        interstate, the way I read it.  



          15                  DR. ALVERSON:  Okay.  Well, we would 



          16        be inspecting them anyway but we have to report 



          17        on the ones that ship interstate.  



          18                  MR. WARD:  Right.  The MOU requires 



          19        only all of that as to interstate.  



          20                  DR. ALVERSON:  Okay.  That's one of my 



          21        first concerns -- if a pharmacy is restricted to 



          22        ship no more than 30 percent of their products 



          23        over state lines.  At the last meeting they said 
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           1        they will make an exception of about a 50-mile 



           2        radius for a pharmacy that is on the state line, 



           3        all right.  



           4                  MR. DARBY:  That's not in the MOU 



           5        though, is it, the 50-mile radius?  



           6                  DR. ALVERSON:  No, it is not.  



           7                  MR. DARBY:  Okay.  



           8                  DR. ALVERSON:  And so, you know, I 



           9        think it should be added because someone could 



          10        interpret it to say, it's not the law, we don't 



          11        do it.  My concern is this:  I don't see where 



          12        shipping 25 percent, 35 percent speaks to the 



          13        quality of a pharmacy, and what we're seeing 



          14        happen already is pharmacies are buying small, 



          15        ready-to-go-out-of-business pharmacies.  They're 



          16        really not treating them as a -- they want to 



          17        develop this business.  They're just using it as 



          18        a place to get another 30 percent out of it, so 



          19        if you put enough business in there, you can use 



          20        that site as a method to increase what you can 



          21        ship.  



          22                  DR. MARTIN:  And avoid coming under 



          23        503B.  
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           1                  DR. ALVERSON:  Correct, all right.  



           2        We've seen one pharmacy that has now purchased 



           3        four such pharmacies that have just become a 



           4        place with a license.  We've spoken to 



           5        Mississippi and the same thing is happening in 



           6        Mississippi also.  



           7                  MR. WARD:  Plus it doesn't define, it 



           8        says 30 percent in any month.  How many months 



           9        do you go back?  I mean, if you -- if you look 



          10        at 24 months and one month they were 30 and then 



          11        they qualify, I mean, it's so poorly written.  



          12                  DR. ALVERSON:  Right, right.  So I 



          13        don't know where you stand on that.  I'd like 



          14        your opinion.  



          15                  The second is we have to send 



          16        inspections of compounding pharmacies that ship 



          17        across state lines to the FDA and as I read it, 



          18        and Jim, maybe you have a different 



          19        interpretation, it sounds as though anything we 



          20        find wrong, we have to report to the FDA.  Now, 



          21        in my opinion, if the compounding pharmacy is 



          22        compounding beyond the rights of a 503A or their 



          23        sterile technique is atrocious or something of 
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           1        that nature, but you know, if they didn't get 



           2        their techs registered on time, I don't see 



           3        where the State needs to be reporting every 



           4        possible violation or every part of an 



           5        inspection report to FDA.  



           6                  MR. WARD:  I just read it as having to 



           7        report adverse events and quality, those two 



           8        terms.  That's all.  That's how I read it.  



           9                  DR. ALVERSON:  I just don't know how 



          10        they're going to interpret that quality.  I 



          11        mean, what -- what are they going to say?  



          12                  MR. WARD:  Well, they define it -- 



          13        that's what I'm trying to say.  They define it 



          14        as an actual event occurring, not the 



          15        possibility of an event, an event occurring.  



          16                  DR. MARTIN:  Like an untoward 



          17        outcome.  



          18                  MR. WARD:  It has to be something has 



          19        to happen, so like I said the other day, that 



          20        would be like a DUI law saying you can drive as 



          21        drunk as you want as long as you don't hit 



          22        anybody, which is kind of stupid.  



          23                  DR. MARTIN:  Yeah.
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           1                  DR. ALVERSON:  You know, they can 



           2        define an event.  Like I said, if it's a 



           3        compounding event that would change their 



           4        status, I understand that.  In some ways, I feel 



           5        the FDA said we want the right to supervise 



           6        people who manufacture.  They have that right 



           7        and they've stated the rest remain with the 



           8        State.  So I think there's an issue of whether 



           9        or not the FD -- how far the FDA can go in 



          10        monitoring pharmacies that are state pharmacies. 



          11                  MR. WARD:  Well, what's going to be 



          12        skillful about this I think is be careful not to 



          13        ask certain questions and just interpret it the 



          14        way you think rather than ask and get an answer 



          15        you don't want.  



          16                  DR. ALVERSON:  And the last thing that 



          17        concerns me is on every document they've sent, 



          18        it says, in cooperation with NABP.  I actually 



          19        talked to FDA yesterday and raised that.  I 



          20        said, do you plan on sharing our inspection 



          21        reports with NABP and they said, oh, no, we 



          22        would never do that but NABP has gotten 



          23        information and they openly admit it and I think 
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           1        my -- in my opinion again, I don't know if the 



           2        State has the right to send information which 



           3        would be shared with a body that does not have 



           4        legislative authority, so that's my concern on 



           5        that.  



           6                  DR. MARTIN:  There was some discussion 



           7        earlier about the definition of interstate 



           8        commerce and what that might entail.  Has that 



           9        been resolved or is that a nonissue?  



          10                  MR. WARD:  Yeah, they call it 



          11        inordinate amounts.  An inordinate amount is 



          12        defined as more than 30 percent.  That's going 



          13        to be their cutoff of whether it should be a 



          14        503A or (b).  



          15                  DR. MARTIN:  Yeah, that's how I read 



          16        it.  So if a patient comes from Florida to 



          17        David's pharmacy and has a prescription 



          18        filled.  



          19                  MR. WARD:  That doesn't count.  They 



          20        address that.  



          21                  MR. DARBY:  They address that.  They 



          22        do have it in their -- for serious product 



          23        quality issue, which I think would go to maybe 
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           1        your point.  



           2                  MR. WARD:  But if a patient comes from 



           3        Florida, goes to Dave's store, Dan's store, 



           4        Buddy's store, and takes it back across state 



           5        lines, that does not count.  



           6                  MR. DARBY:  It's the point of 



           7        dispensing but I think they do hit on the 



           8        product quality issue in the inspection you 



           9        reveal a problem with the quality of somebody's 



          10        product, then that's reportable.  



          11                  DR. MARTIN:  That's reportable.  



          12                  MR. WARD:  It makes no difference how 



          13        much they're doing.  If they are sending it 



          14        interstate and there's an adverse action, then 



          15        there's a problem.  



          16                  DR. MARTIN:  Correct.  So if filling a 



          17        prescription for someone in another state when 



          18        they travel over to your pharmacy and go back is 



          19        not interstate commerce.  



          20                  MR. WARD:  It's not distribution as 



          21        they define it. 



          22                  DR. MARTIN:  What is distribution?  



          23                  DR. ALVERSON:  If you mail it.  
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           1                  MR. WARD:  Mail it.



           2                  DR. MARTIN:  Put it in the United 



           3        States Postal Service, FedEx, UPS is 



           4        considered -- 



           5                  DR. ALVERSON:  Delivered by truck or a 



           6        courier.  



           7                  MR. DARBY:  Wherever the patient 



           8        receives it at determines if it's interstate or 



           9        not.  



          10                  MR. WARD:  If it's distribution or 



          11        not.  



          12                  MR. DARBY:  Yeah.  



          13                  DR. MARTIN:  Will the decision about 



          14        whether they fall into 503 -- I'm trying to put 



          15        myself in a position of a facility that 



          16        compounds and I may be right on the 30-percent 



          17        line, how do I know if I need to submit an 



          18        application for 503B?  



          19                  DR. ALVERSON:  All right.  Well, I was 



          20        going to tell you that -- what would make you 



          21        503B.  



          22                  DR. MARTIN:  Okay.  Sorry, got ahead 



          23        of you.  
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           1                  DR. ALVERSON:  No, no, no.  There's a 



           2        document that says these are the people that 



           3        should apply to be a 503B, all right.  If you 



           4        wish to compound and you wish to sell those 



           5        compounds without a prescription, so if you wish 



           6        to sell to a physician or to a hospital.  Now, 



           7        the regulation states that when you transfer it, 



           8        it cannot be transferred again, so a physician 



           9        could not then sell those products to a patient 



          10        and what we have been telling people is the 



          11        physician cannot have a program in place such as 



          12        a weight loss program and the injections are 



          13        part of the overall charge for that program 



          14        because you are then selling those injections.  



          15                  DR. MARTIN:  If they're obtained from 



          16        the 503 source.  



          17                  DR. ALVERSON:  If they're obtained 



          18        from the 503B.  



          19                  DR. MARTIN:  If they're obtained from 



          20        the commercial source, they couldn't.  



          21                  DR. ALVERSON:  Right, but a 503B must 



          22        label their products not for resale, for office 



          23        use only, all right.  
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           1                  DR. MARTIN:  Okay. 



           2                  DR. ALVERSON:  And so when we've 



           3        inspected pharmacies, we've seen where 



           4        physicians write a prescription but they want a 



           5        prescription delivered to the office and they 



           6        will pay for it and then they will bill the 



           7        patient, so that can't occur with the 503B.  All 



           8        right.  A 503B -- 



           9                  MR. DARBY:  How would -- how would the 



          10        503B facility know what happens to it once it 



          11        left their control?  



          12                  DR. MARTIN:  Yeah, who would get 



          13        dinged?  



          14                  MR. DARBY:  Do you know what I'm 



          15        saying?  



          16                  DR. ALVERSON:  Right.  I would think 



          17        that they would have to have something to say 



          18        we've informed whoever purchased this that -- 



          19                  MR. DARBY:  Do they have to be the 



          20        terminal user?  



          21                  MR. WARD:  Well, better yet, what 



          22        about someone who wants to do that, they 



          23        follow -- they follow GMP, do everything, but 
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           1        they want to be able to do exactly what you can 



           2        under 503B, what are they?  



           3                  DR. ALVERSON:  You mean if they want 



           4        to sell it to someone who will resell it?  



           5                  MR. WARD:  Yeah.



           6                  MR. DARBY:  They have to be a 



           7        manufacturer.  



           8                  DR. ALVERSON:  They have to become a 



           9        manufacturer in the full sense of the word.  



          10                  DR. MARTIN:  Or a byproduct of -- 



          11                  MR. WARD:  How is that going to be 



          12        different than a 503B?  They still have to 



          13        follow GMP.  They aren't going to have to have 



          14        them -- how is it different?  That's what I 



          15        don't get.  



          16                  DR. ALVERSON:  A manufacturer can 



          17        prepare a product.  They're inspected under 



          18        GMP.  



          19                  MR. WARD:  So is the 503B; right?  



          20                  DR. ALVERSON:  Right, but a -- 



          21                  MR. DARBY:  Aren't there some labeling 



          22        issues that a manufacturer has to go through 



          23        that a 503B would not?  
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           1                  DR. MARTIN:  Register.  



           2                  DR. ALVERSON:  A manufacturer has 



           3        to -- if they create a compound, they have to 



           4        apply for a new drug application.  



           5                  MR. WARD:  What if I'm doing the exact 



           6        same thing that a 503B is, exactly, but instead 



           7        of writing office use, the physician is going to 



           8        sell it.  It's the exact same drug.  Everything 



           9        is exactly the same except he's going to sell to 



          10        his patient.  



          11                  DR. ALVERSON:  Well, the pharmacy is 



          12        going to have to protect -- the 503B is going to 



          13        have to protect itself.  



          14                  MR. WARD:  That's what I mean.  How 



          15        would they do it?  That's the thing.



          16                  DR. ALVERSON:  Well, they're going to 



          17        have to notify them and I would think maybe get 



          18        a signed contract with the physician.  



          19                  MR. WARD:  Isn't that kind of stupid 



          20        that you have to do a whole different set of 



          21        rules doing the exact same thing?  It depends on 



          22        what the end user is going to do with it.  



          23        You're manufacturing it.  What's the difference 
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           1        between manufacturing something for office use 



           2        and manufacturing for the doctor to use in the 



           3        office but sell to the patient.  That's what I 



           4        don't know.  I'm not fussing at you.  I don't 



           5        understand that.  



           6                  DR. ALVERSON:  Right.



           7                  MR. WARD:  I don't know what the right 



           8        answer is.



           9                  MR. BRADEN:  My understanding is they 



          10        don't have to go through the new testing 



          11        procedures.  



          12                  MR. WARD:  Well, why would they have 



          13        to go through new testing procedures?  It's 



          14        exactly the same.  Think about it.



          15                  MR. BRADEN:  If they're a 



          16        manufacturer, they have to do that.  



          17                  MR. WARD:  But it's exactly the same.  



          18        It is exactly the same.  They're doing the exact 



          19        same thing except instead of writing office use 



          20        on it, they're selling it to the doctor with an 



          21        invoice.  It's exactly the same drug made the 



          22        exact same way.  



          23                  DR. ALVERSON:  Well, that's what 
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           1        they're saying, it's not made the same way and 



           2        if I'm a manufacturer, I can sell it all over 



           3        the United States and if something goes wrong -- 



           4                  MR. WARD:  You sell it to doctors all 



           5        over the United States.  



           6                  DR. ALVERSON:  Right, but 



           7        manufacturers are under much stricter control 



           8        than 503B is.  



           9                  MR. WARD:  I know but you could 



          10        manufacture -- someone who wants to do this 



          11        could manufacture gobs and gobs and gobs of it, 



          12        more than -- as much as any manufacturing, just 



          13        sell it to physicians for office use all day 



          14        long.  



          15                  DR. ALVERSON:  Well, and it's our job 



          16        to make sure they're not selling that 



          17        quantity.  



          18                  DR. MARTIN:  I think you're right.  I 



          19        think the 503B pharmacy would have to -- 



          20                  MR. WARD:  But there's no limit on 



          21        quantity.  They can do -- they can make as much 



          22        as they want.  



          23                  DR. MARTIN:  They would have to engage 
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           1        in some kind of a written understanding with the 



           2        physician's office or whoever they're selling to 



           3        if it was not available for resale.  



           4                  DR. ALVERSON:  And we -- we saw the 



           5        order sheet that our one 503B was using and it 



           6        was pretty obvious when we saw their order 



           7        sheet, you're selling this to the doctor to 



           8        resell because the doctor wouldn't go through 



           9        two dozen jars -- four-ounce jars for office use 



          10        of a pain cream.  



          11                  DR. MARTIN:  Yeah. 



          12                  DR. ALVERSON:  I mean, a physician 



          13        wouldn't be doing that. 



          14                  MR. MCCONAGHY:  Guys, we all know we 



          15        could discuss this for the next three days.  



          16                  MR. WARD:  Yeah. 



          17                  MR. MCCONAGHY:  And I think we really 



          18        do need to set up either one of our work 



          19        sessions or Susan like one of the -- where we 



          20        invited folks here to just go through that full 



          21        discussion part of it but with the weather 



          22        coming in, I think we need to move on today.  



          23                  DR. ALVERSON:  All right.  Let me just 
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           1        mention the last thing and we're having trouble 



           2        enforcing this but we are enforcing it, we're 



           3        getting a lot of pushback, which is you may not 



           4        make a copy of a drug that's already on the 



           5        market, whether it's brand or generic.  If it's 



           6        on the market as a generic and you make a copy, 



           7        you have to apply as a generic manufacturer.  I 



           8        received a call from Mississippi last night from 



           9        Sherry and apparently the Mississippi 



          10        legislature has a product that's being pretty 



          11        frequently compounded and somebody came out with 



          12        a brand name of this product and of course the 



          13        price went way up and so there's a bill in the 



          14        Mississippi legislature that's moving through 



          15        pretty quick and they're voting to say, well, we 



          16        don't care if there's a brand name product on 



          17        the market or not, our pharmacists can compound 



          18        it and sell it to Medicaid at a lower price, so 



          19        it will be interesting to watch that 



          20        legislation.  



          21                  DR. MARTIN:  That flies in the face of 



          22        existing federal directives.  



          23                  DR. ALVERSON:  Right, I think that 
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           1        it's not going to work but it's going to be fun 



           2        watching.  



           3                  MR. WARD:  You're telling me you're 



           4        surprised Mississippi won't follow federal regs.  



           5        That's such a shock.  



           6                  MR. DARBY:  And I'm sure we're going 



           7        to be a long way behind that too. 



           8                  MR. WARD:  Yeah, I know.  I know. 



           9                  MR. MCCONAGHY:  Kind of like on a lot 



          10        of the stats, thank God for Mississippi --



          11                  DR. ALVERSON:  Right.  



          12                  MR. MCCONAGHY:  -- we're not number 



          13        50. 



          14                  DR. ALVERSON:  That's primarily what I 



          15        needed y'all to know.  



          16                  DR. MARTIN:  That's very good, Susan.



          17                  MR. WARD:  I'm with you, I don't 



          18        understand it.  I'd like to be able to figure it 



          19        out but it makes no sense to me.  



          20                  MR. MCCONAGHY:  Jim, have you got an 



          21        attorney's report that applies to anything other 



          22        than 503?  



          23                  MR. WARD:  No, no, I have -- it's 
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           1        in -- it's in the executive session, a couple of 



           2        cases we need to talk about.  



           3                  MR. MCCONAGHY:  Okay.  



           4                  MR. DARBY:  Do we need to act on any 



           5        of this?  



           6                  MR. MCCONAGHY:  Do we have any old 



           7        business?  



           8                  DR. ALVERSON:  I'd like to act on it 



           9        in -- well, I guess we have to vote on it.  Do 



          10        you want this in executive session?  We have a 



          11        pharmacist who has sent a letter asking to be 



          12        able to be a supervising pharmacist.  



          13                  MR. WARD:  Yes, this needs to be in 



          14        executive session.  



          15                  DR. ALVERSON:  All right.  



          16                  MR. MCCONAGHY:  Moving into old 



          17        business, is there any old business?  



          18                         (No response.)



          19                  MR. MCCONAGHY:  New business?  



          20                  MR. DARBY:  This council, do we need 



          21        to appoint -- 



          22                  DR. ALVERSON:  Pardon?  



          23                  MR. DARBY:  Do we need to appoint 
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           1        somebody to the Southeast Alabama EMS Council?  



           2                  DR. ALVERSON:  Yes.  



           3                  DR. MARTIN:  Southeast Alabama EMS 



           4        Council.  What areas does that serve, Dan?  



           5                  MR. DARBY:  Dan doesn't know geography 



           6        in this state.  



           7                  DR. MARTIN:  Oh, this is southeast, 



           8        not southwest.  



           9                  DR. ALVERSON:  It's in Dothan.  



          10                  DR. MARTIN:  David, do you know what 



          11        area this is?  



          12                  MR. DARBY:  I don't know the exact 



          13        counties.  They say it's I think 18 counties.  I 



          14        would guess that it would be -- my guess it will 



          15        be -- it would probably go up towards Lee County 



          16        over to Montgomery and down through Covington.  



          17        That's a general definition of Southeast 



          18        Alabama.  



          19                  MR. MCCONAGHY:  And by the way, I do 



          20        know the geography.  It's David that says he 



          21        lives in south Alabama and this is the correct 



          22        terminology.  You live in southeast Alabama.  



          23                  MR. DARBY:  Actually south central.  
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           1                  DR. ALVERSON:  Thank you, James 



           2        Spann.  



           3                  DR. MARTIN:  I think we should take 



           4        advantage of the opportunity to appoint someone 



           5        to the -- to the EMS council and it seems to me 



           6        it most likely should be someone living in that 



           7        area.  



           8                  MR. DARBY:  Thank you.  I'd be willing 



           9        to serve on it if that was the Board's 



          10        pleasure.  



          11                  MR. WARD:  Is he in the correct 



          12        geographical area, Dan?  



          13                  MR. MCCONAGHY:  Yes, absolutely.  



          14                  DR. MARTIN:  And I guess we should 



          15        anticipate there could be other EMS councils 



          16        across the State that requests participation in 



          17        the future. 



          18                  DR. ALVERSON:  Could be.  



          19                  DR. MARTIN:  I have one item of new 



          20        business, Mr. President.



          21                  MR. MCCONAGHY:  All right, Tim.  



          22                  DR. MARTIN:  This goes back to the 



          23        rule that was read today for the changes in 
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           1        680-X-2-.18 on Institutional Pharmacies.  So 



           2        it's my understanding that this rule has been -- 



           3        this change has been properly logged with the 



           4        State and now proper action has been taken to 



           5        make the change that was discussed earlier today 



           6        in the session -- in the rulemaking session 



           7        prior to this meeting and I'm in support of 



           8        those changes and appreciate moving forward with 



           9        those.  



          10                  There are some additional changes that 



          11        I  think need to be made and if I'm 



          12        understanding Mr. Ward correctly, those will 



          13        need to be considered as a separate topic and 



          14        possibly at a separate time.  I don't know what 



          15        all of those are going to be but I can tell you 



          16        at least one of those is dealing with the first 



          17        page under definitions, so that's number 2.8, 



          18        institutional facility.  



          19                  It currently reads, "Institutional 



          20        facility means any organization whose primary 



          21        purpose is to provide a physical environment for 



          22        inpatients -- to obtain, rather, healthcare 



          23        services including but not limited to," and then 
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           1        it's laundry list of places considered 



           2        institutional settings and part of that sentence 



           3        I read has become problematic, particularly the 



           4        word inpatients and I believe that what we'll 



           5        see is a request to drop the word inpatients and 



           6        allow that to say patients, because 



           7        institutional facilities on a daily basis 



           8        commonly provide care for patients who are, in 



           9        fact, not inpatients at that location.  



          10                  MR. WARD:  We have to use the word 



          11        patients because you can -- you're talking about 



          12        in the pharmacy, so you're going to have to come 



          13        up with a different word than patients.  



          14                  DR. MARTIN:  So that -- for those of 



          15        you who were here during the earlier portion 



          16        today, the rulemaking portion, that's what I was 



          17        pointing at and so I -- with your understanding 



          18        and I guess with your permission, I'll forward 



          19        this document back to the ALSHP group who will 



          20        probably have the most interest in addressing 



          21        that point and possibly some other points in the 



          22        document and that's all I needed to say about 



          23        that.  
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           1                  MR. MCCONAGHY:  Any other new 



           2        business?  



           3                         (No response.)



           4                  MR. MCCONAGHY:  No new business.  Then 



           5        at this time we will go into executive session 



           6        for the purpose of discussing the competencies 



           7        of professionals, permit holders, registrants, 



           8        and other legal matters.  We will start the 



           9        executive session at 10:30 and probably end it 



          10        by 10:45.  At that time there will be no further 



          11        business but we'll have to come back into 



          12        session to read into the minutes any decisions 



          13        that were made during the executive session.  



          14                  You're welcome to come back but there 



          15        won't be any further business other than hearing 



          16        some numbers that are to be written in.  In 



          17        order to go into executive session, we're going 



          18        to need to take an individual vote.  



          19                  MR. WARD:  Mr. President, excuse me, 



          20        I've got to say though that as an attorney 



          21        licensed to practice law in the State of 



          22        Alabama, one of the purposes of executive 



          23        session will be to consider the resolution of 
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           1        pending cases, which is under legal matters.  



           2                  MR. MCCONAGHY:  Have you got that 



           3        clarification, resolution of legal cases falls 



           4        under legal matters. 



           5                  MR. WARD:  Correct. 



           6                  MR. MCCONAGHY:  We'll spell that out 



           7        in the future if we need to.  



           8                  MR. WARD:  You know, the auditors will 



           9        look for that -- that little blurb.  Why, I 



          10        don't know.  That's the only reason I said it.  



          11                  MR. MCCONAGHY:  Yeah, we'll definitely 



          12        add that to it so -- that part of it.  So, let's 



          13        see, Buddy, yea or nay going into executive 



          14        session?  



          15                  MR. BUNCH:  I say yea.  



          16                  MR. MCCONAGHY:  Donna?  



          17                  MS. YEATMAN:  Yea. 



          18                  MR. MCCONAGHY:  Tim?  



          19                  DR. MARTIN:  Yes, sir. 



          20                  MR. MCCONAGHY:  Dave?  



          21                  MR. DARBY:  Yea. 



          22                  MR. MCCONAGHY:  Dan is yea.  We are 



          23        adjourned for executive session and we'll return 
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           1        at 10:45.  



           2             



           3             (Whereupon, a recess was taken for 



           4             executive session.  Member Buddy Bunch 



           5             left the meeting when it was recessed 



           6             for executive session.) 



           7        



           8                  MR. DARBY:  On request of the license 



           9        number 13688 that she be granted to be a 



          10        supervising pharmacist, the request is granted.  



          11                  On case number 14-0120, case number 



          12        14-0141, case number 14-0155, case number 



          13        14-0156, case number 14-0157, case number 



          14        14-0167, and case number 14-0184, case number 



          15        14-0028, case number 15-0015, recommendation of 



          16        no violation.  



          17                  MR. WARD:  Motion.  



          18                  MR. DARBY:  I make a motion that -- of 



          19        no violation.  



          20                  MR. MCCONAGHY:  Second.  All in favor?  



          21                  DR. MARTIN:  Aye.  



          22                  MR. DARBY:  Aye.  



          23                  MS. YEATMAN:  Aye.  
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           1                  MR. DARBY:  Case number 14-0190, case 



           2        number 14-0118, case number 14-0135, make a 



           3        motion that those be sent to the Board's 



           4        attorney.  



           5                  MS. YEATMAN:  I move that those be 



           6        sent to the Board's attorney.  Second.  



           7                  MR. WARD:  You second. 



           8                  MR. DARBY:  Yeah, you second.



           9                  MS. YEATMAN:  I second.  



          10                  MR. MCCONAGHY:  All in favor?  



          11                  DR. MARTIN:  Aye.  



          12                  MS. YEATMAN:  Aye.  



          13                  MR. MCCONAGHY:  Aye.  



          14                  MR. DARBY:  Case number 14-0006, I 



          15        make a motion that we have a -- accept a 



          16        permanent surrender.  



          17                  MS. YEATMAN:  Second.  



          18                  MR. MCCONAGHY:  All in favor?  



          19                  DR. MARTIN:  Aye.  



          20                  MR. DARBY:  Aye.  



          21                  MS. YEATMAN:  Aye.  



          22                  MR. DARBY:  Case number 14-0177, make 



          23        a motion that a letter of warning and corrective 
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           1        action plan.  



           2                  MS. YEATMAN:  Second.  



           3                  MR. MCCONAGHY:  All in favor?  



           4                  DR. MARTIN:  Aye.  



           5                  MS. YEATMAN:  Aye.  



           6                  MR. MCCONAGHY:  Aye.



           7                  MR. DARBY:  Case number 14-0162, make 



           8        a motion that a letter of concern restating 



           9        HIPAA laws and a letter to complainant referring 



          10        him to HHS.  



          11                  MS. YEATMAN:  Second.  



          12                  MR. MCCONAGHY:  All in favor?  



          13                  DR. MARTIN:  Aye.  



          14                  MS. YEATMAN:  Aye.  



          15                  MR. DARBY:  Aye.  



          16                  Case number 15-0001, I make a motion 



          17        that a letter of concern and warning be sent.  



          18                  MS. YEATMAN:  Second.  



          19                  MR. MCCONAGHY:  All in favor?  



          20                  MS. YEATMAN:  Aye.  



          21                  DR. MARTIN:  Aye.  



          22                  MR. DARBY:  Aye.  Case number 15-0003, 



          23        I make a motion that a letter of concern and 
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           1        corrective action -- corrective action plan to 



           2        the pharmacy, refer responsible physician to the 



           3        Alabama Board of Medical Examiners.  



           4                  MS. YEATMAN:  Second.  



           5                  MR. MCCONAGHY:  All in favor?  



           6                  MS. YEATMAN:  Aye.  



           7                  DR. MARTIN:  Aye.  



           8                  MR. DARBY:  Aye.  And case number 



           9        15-0018, I make a motion that a letter of 



          10        concern to improve communications with patients 



          11        and need to cancel on any change on a 



          12        prescription be made.  



          13                  MS. YEATMAN:  Second.  



          14                  MR. MCCONAGHY:  All in favor?  



          15                  MR. DARBY:  Aye.  



          16                  MS. YEATMAN:  Aye.  



          17                  DR. MARTIN:  Aye.  



          18                  MR. DARBY:  I think that's all.  Did I 



          19        miss one?  



          20                  MR. BRADEN:  0196, did we include that 



          21        on no violation?  I know you just decided on 



          22        it.  



          23                  MR. DARBY:  On case number 14-0196, I 
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           1        make a motion for no violations.  



           2                  MS. YEATMAN:  Second.  



           3                  MR. MCCONAGHY:  All in favor?  



           4                  MR. DARBY:  Aye.  



           5                  DR. MARTIN:  Aye.  



           6                  MS. YEATMAN:  Aye.  



           7                  DR. MARTIN:  I move we adjourn. 



           8                  MR. DARBY:  Is that all?  



           9                  MR. BRADEN:  Yes, sir. 



          10                  MR. DARBY:  I make a motion we 



          11        adjourn. 



          12                  DR. MARTIN:  Second.  



          13                  MR. MCCONAGHY:  All in favor?  



          14                  DR. MARTIN:  Aye.  



          15                  MS. YEATMAN:  Aye.  



          16                  MR. DARBY:  Aye.



          17                  MR. MCCONAGHY:  Adjourned.  



          18        



          19             (Whereupon, the meeting was 



          20             adjourned.) 



          21             



          22             



          23             
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