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After filling out form, print, sign, and mail to: Iowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

IOWA BOARD OF PHARMACY

Petition for [X] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request [[]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: CHI Health Mercy Corning (Amy Wetzel) Phone No.: 641-322-6242
(include area code)

Address: 603 Rosary Drive

City:  Corning State: 1A Zip Code: 50841
RECE|vg
Petition Information S 1 e
APR 15 2013
1. Chapter Number and Title. ‘T LU
. . IO‘*’V/\ BOARD 0OF b1 N
Chapter 20 Compounding Practices ANV UF PHAR M/’ACY

2. Rule Number(s) and Title(s).
657 —20.4(124,126,155A) Sterile Compounding
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.
To prepare sterile compounds for administration per USP 797 standards
4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.
We are asking for a waiver to give our facility time to become compliant with USP 797 standards in

regards to sterile compounding. We already have a negative pressure Compounding Aseptic Containment
Isolator (CACI) which we utilize for hazardous medication preparation but we need to obtain a positive
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400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

pressure isolator/biological safety cabinet (BSC) for use in sterile compounding. To accomplish this, our plan
is to create a separate positive pressure room that will house our BSC/isolator and a separate negative pressure
room that our current CACI resides in. This will require a wall being constructed to divide the existing room.
We are working with APEX to provide us with a blueprint of the proposed remodeling to accomplish our plan.
We are also working with HVAC contractors to complete the necessary duct work/ventilation. We anticipate
that this work may commence in July with an estimated completion date of November 30", 2016. If there are
any major changes that impact the completion date, the Board of Pharmacy will be notified.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

There is anticipated construction and HVAC work that must be completed prior to establishing a positive
pressure room that will contain the isolator/BSC that is separate from the negative pressure area in which our
CACI resides. This construction is not feasible to be accomplished by the enforcement date of Chapter 20.
We are currently working with contractors to complete this work and obtain a second CAI for use.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[X] Yes (] No [[C]] Do not know
If yes, list their names, addresses and phone numbers below.
Jean Rhodes, Iowa Board of Pharmacy Compliance Officer
7.  Would anyone (inside or outside state government) be adversely affected if this petition were granted?

(1 Yes [X] No [[_]] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?
[[]] Yes [X] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[[]] Yes [X] No

If yes, describe below the issue involved and the outcome.





After filling out form, print, sign, and mail to: Iowa Board of Pharmacy

400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on

Board’s agenda is three weeks prior to Board meeting.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

ﬂm&)QzQ/ Z"//|5/[(p

Petitioner’s Signature Date
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After filling out form, print, sign, and mail to: Iowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

IOWA BOARD OF PHARMACY

Petition for [D<]] Waiver [[_]] Variance
(check the approprinte box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK e
' (FOR PHARMACY BOARD USE ONLY) "

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance,

Is this petition an initial request or is it a request for renewal?  [[X]] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.¢. pharmacist in charge)

Name: George C. Grape Community Hospital Phone No.: 712-382-1515
Pharmacist in Charge: Adam Felber, PharmD (include area code)

Address: 2959 US HWY 275
City: HAMBURG State: 1A Zip Code: 51640
Petition Information

1. Chapter Number and Title.
Chapter 20: Compounding Practices

2. Rule Number(s) and Title(s).
20 4 Sterile Compounding

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

USP Chapter 797 standards require that a Biological Safety Cabinet (BSC) used for preparation of hazardous
drugs be located in a negative pressure ISO Class 7 buffer room and accessed through an ISO Class 7 ante-
room

4, Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

Request waiver starting May 18, 2016 and ending May 18, 2017 to allow for a BSC located in an ISO Class 7
buffer room without an ISO Class 7 ante-room
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_ Aster filling out form, print, sign, and mail to: Jowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence™ as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted

Current lack of space and room configuration does not allow timely compliance to this specific USP 797
requirement. The waiver will allow adequate time to become fully compliant with this rule.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

<] Yes [ChNo [C11 Do not know
If yes, list their names, addresses and phone numbers below.
Jean Rhodes, RPh, Iowa BOP Compliance Officer, 515-729-2461

7. Wonld anyone (inside or outside state government) be adversely affected if this petition were granted?

([L]) Yes (X1 No ([ Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

(] Yes (X1 No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

(1] Yes (X1 No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Jowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

A 4///4/@

Petitioner’s Signature Date







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY
Petition for [[_]] Waiver [[X]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [[X]] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

. Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in
charge)

Name: Grinnell Regional Medical Center #929 (George Papineau #19950 PIC) Phone No.: 641-236-2360
Address: 210 4" Ave

City:  Grinnell State: 1A Zip Code: 50112

I1. Petition Information

1. Chapter Number and Title.
Chapter 20 Compounding Practices

2. Rule Number(s) and Title(s).
657—20.4(124, 126, 155A) Sterile Compounding
657—20.5(126,155A) Delayed compliance

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.
A.  Personnel training and evaluation in aseptic manipulation skills, USP <797> revision 2008.
B.  Facility Design and environmental controls, USP <797> revision 2008.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.
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6.

A.  The 2008 revision of USP <797> requires personnel who prepare CSPs to be trained by expert
personnel through audio-visual instructional resources and professional publications on the skills required
for aseptic manipulations. These personnel shall also pass written and media fill testing of aseptic
manipulation skills initially and annually for low risk compounding. Gloved fingertip sampling is also to
be completed annually.
1. Including anesthesia staff and RN’s, GRMC has nearly 65 staff members that will need training
and validation.
2. While pharmacy staff currently uses ASHP training videos and books for training, I don’t think
this is the correct media for nursing/anesthesia staff. | would like to find a video resource that is
more in line with immediate use compounding and write or purchase a training guide for this type
of compounding.
3. Because training material needs to be put together, and there are so many staff that need training
and validation | am requesting a variance on this until April 1, 2017.
B. GRMC currently utilizes a CAl for non-hazardous compounding and a CACI vented outside for
hazardous compounding. Neither of these isolators is located in an ISO class 7 cleanroom, and we have
waivers from the manufacturers stating that placement in such a room is not required to maintain and 1SO
class 5 environments inside the isolators during dynamic operation. However, the rooms that these
isolators are in lack appropriate facility design and environmental controls, including:
1. There are exterior windows in both rooms which prevent the walls from being free of crevices
and windowsills which makes cleaning these areas difficult and may lead to dust collection.
2. We are in the planning stages of either remodeling the existing pharmacy or moving the
pharmacy to the old physical therapy space which is vacant. As part of the remodel we will be
installing either modular clean rooms and anterooms or “brick and mortar” clean rooms anterooms
that are compliant with the current USP <797> revision and the pending 2016 revision.
Additionally, the hazardous compounding rooms will be compliant with USP <800>. Due to the
planning, engineering and cost considerations for this project | am requesting a variance until April
1, 2017.

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

A. Training and aseptically validating the nursing and anesthesia staff will take time because training
material has to be developed, and we have a large number of staff that needs to go through the
training. | anticipate a fair amount of resistance to this training, this will consume valuable time in
getting staff scheduled and trained.

B. Constructing new anterooms and cleanrooms for our CAl and CACI will take time due to planning,
engineering, budgeting and actual construction. This is not something that can be done on short
notice. | feel that our current isolators provide a safe, germ free environment for sterile compounding
as evidenced by our staffs’ negative aseptic validations and negative viable sampling with our
volumetric impaction sampling device (1050 liters of air is sampled).

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?
X1 Yes [[]]1 No [[_]] Do not know
If yes, list their names, addresses and phone numbers below.

Curt Gerhold, Compliance Officer, lowa Board of Pharmacy, 319-310-8870
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7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[[1] Yes X1 No [[J] Do not know

If yes, list their names, addresses and phone humbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

[C] Yes [X]1 No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

[C] Yes [XX]] No

If yes, describe below the issue involved and the outcome.

C. I authorize any person with knowledge of the relevant or important facts relating to this petition to
release any pertinent information to the lowa Board of Pharmacy. | hereby attest to the accuracy and
truthfulness of the information contained herein.

Hognge Paghosonr. 1/ 52005

Petitioner’s Sl"énature | Date







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8% Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on . '
Board’s agenda is three weeks prior to Board meeting. ie(:’d:j

IOWA BOARD OF PHARMACY

Petition for [[_]] Waiver |[x ] Variance
(check the appropriatd bok)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

 (FOR PHARMACY BOARD USE ONLY) -

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [x[X]] Initial Request [[]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Craig Logemann  IA License: 17090 Phone No.: 515-276-3406 (work)
(include area code)

Address: 418 NE 17" Ct.
City:  Ankeny State: 1A Zip Code: 50021
Petition Information

1. Chapter Number and Title. R E CE IV E B)

8.34 Collaborative drug therapy management FEB 29 2016

2. Rule Number(s) and Title(s). JOWA BOARD OF PHARMACY

[ SAWY

8.34(3) c.(1). Hospital practice protocol.
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

The written collaborative practice agreement needs to define which pharmacist(s) and physician(s) are
authorized to participate in the agreement. The original rules written in 2006 did not address the relationship
between pharmacist(s) and mid-level providers, such as ARNP and Physician Assistants.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.
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Request variance from now until the time frame when the Board of Nursing and Board of Medicine would
allow Pharmacist(s) to collaboratively manage drug therapy per referral from ARNP or PA (who is being
directly supervised by physician provider in same clinic). Request 2 year variance.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

When the lowa Health System initially submitted Primary Care Clinic Collaborative Practice Agreement in
2006, all of our Pharmacist assigned clinics had only physician providers (no ARNPs or PAs). Over the past
10 years, our primary care clinics have hired more ARNPs and Physician Assistants to provide primary care
services. These mid-level practitioners have physician providers at their respective sites who oversee their
clinical activities.

UnityPoint Clinic has begun the process of reviewing and updating the CPA for our clinic-based pharmacists.
Due to the nature of more chronic care patients being managed by ARNPs and PAs in our clinics, we need to
address the referral process for Pharmacist-provided drug therapy management. To better streamline the
referral process, we believe that ARNPs and PAs should be able to refer their patients directly to the
Pharmacist-provided drug management services. None of the primary care clinics with on-site clinical
pharmacists have ARNPs or PAs functioning independently without on-site physician available for
consultation/oversight. As a general rule, ARNPs and PAs can write referral orders for other consultative
services or specialty resources within and outside of our organization.

The overarching philosophy for Patient-Center Medical Homes (PCMH) is to foster and develop
interdisciplinary teamwork and support. With the creation of fully integrated electronic-health record, all of
our UnityPoint providers have access to a common patient chart. With these fundamental aspects in mind, we
would desire a more streamlined process for our UnityPoint Clinic mid-level practitioners to directly refer
patients for Pharmacist-directed drug therapy management.

The updated collaborative practice agreement(s) would be reviewed and approved by physician leaders within
our integrated health system. The collaborative agreement would also be only executed at UnityPoint Clinic
locations with approved Pharmacist(s) on-site.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [X Y ] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[[(]] Yes [x&] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.
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8. Do you know how the Board of Pharmacy has treated similar situations?

[[J] Yes [x§q] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

[Tﬁ] Yes [s[_]] No

If yes, describe below the issue involved and the outcome.

e Original Collaborative Practice agreement forwarded to Lloyd Jessen (dated 9/27/06)

¢ Variance request for CPA approval process (dated 9/27/06). Requested Partners in Health Physician
Advisory Committee as the approving body.

e Name Change of Institution from lIowa Health to UnityPoint: forwarded to Lloyd Jessen with copy
of the updated CPA from 2012 (dated 5/21/03)

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the lowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

(Lod e 2/s5/)1

Petitioner’s Signature” Date
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IOWA BOARD OF PHARMACY

Petition for [[X]] Waiver [[_]] Variance
(c'heck the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

INLY

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal? [w] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)
Name: Lucas County Health Center Phone No.: (641) 774-3212
Ann Moon PIC (include area code)

Address: 1200 N Seventh St.

City:  Chariton State: 1A Zip Code: 50049

Petition Information
RECEIVED

1T 6 /AL

3

1. Chapter Number and Title.
USP 797 Sterile Compounding Al v
HMARMACY

2. Rule Number(s) and Title(s). {OWA BOA
657-20.5(126,155A)

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.
USP chapter 797 has been adopted by the lowa Board of Pharmacy to regulate all sterile compounding done
by pharmacies in the state.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

Our hospital pharmacy currently does not meet the USP 797 requirements for our clean room and we need the
waiver if granted to be effective immediately. I am unsure on the end date—we have requests for bids on
different vendors’ CAls and CACIs. We also are having a contractor currently working at our site draw up
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plans for an ante room as well as adjacent clean rooms for the appropriate hoods. This process is very time
consuming. [ would expect it to take a few months for the new CAI and CACI to arrive after purchased, so we
may be looking at a year.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Our pharmacy has been operating as an immediate use pharmacy since the early 2000’s because we have such
a low census and only one R.Ph. employed because of budget restraints. We have always purchased as many
pre-made products and advantage system antibiotics as possible, and the med surge nurse prepares her IV
solution immediately before hanging. Nothing we prepare is stored or saved for later but hung as soon as it is
made. The R.Ph. would prepare in our LAF any preparations requiring more than 3 ingredients but when
pharmacy is closed the nurse would have to make any new order until the pharmacy was open again.. We
prepare a very small volume of chemotherapy in our Biologic Safety cabinet (an average of 20 solutions per
month) and each of these solutions is prepared after patient has arrived and is ready to receive it.

Compliance Officer Rhodes informed us at her invaluable information session we are not an immediate use
facility. Our hardship is we sincerely felt we were immediate use, and were planning to purchase the CACI to
meet the needs of USP 800 since we felt we were 797 compliant. USP 797 is a budget buster for any small
facility. Even if we could outsource some solutions, a few of the chemotherapy preparations must be
administered within one hour of preparation;

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[m] Yes [[]] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

’K(fu\ P\V\m) S

7.  Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[[1] Yes [[Z] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

(B Yes [[]] No

If yes, describe below how similar situations were handled.
I know that waivers have been granted to aid in pharmacies becoming compliant with USP 797.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?NO
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(] Yes (4] No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. 1 hereby attest to the accuracy and truthfulness of the
information contained herein.

K Q-‘H%RPA PTC Y-_|l-1 G

Petitioner’s Signature Date






.

Run Date: 04/11/16

Lucas County Health Center
Creatinine Clearance Status Report

Weight
LB /KG

Height
IN /cM

Time: 06:30
Pat. # Patient Name
505192 WHITE MIRANDA M
505009 WHITE KAREN A
505130 FUNK GEORGE MURRAY
504448 ROBISON CAROL E
505186 WADLE DARRELL

04/10/16
04/07/16
04/08/16
03/28/16
04/10/16

240/108
233/105
181/ 82
117/ 53
162/ 13

64.00/162
66.00/167
71.00/180
63.00/160
69.00/175

NS = 007 Page 1
PCCCCUP
------- Creatinine -------
Serum Date Clearance
iNAi
*+ NA *
* NA *
.81 04/08/16 40.09
1.22 04/10/16 45.07
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400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [[X]] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK
(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [4] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Gregory Young, RPh, PharmD, PIC Phone No.: 515-247-3262
(include area code)

Address: Mercy Med. Center 1111 Sixth Ave. (license 321)
City:  Des Moines State: IA Zip Code: 50314

Petition Information

RECEN ED
APR 1 R W

HARMACY
2. Rule Number(s) and Title(s). \OW ABO ARD QF P

1. Chapter Number and Title.

Chapter 20 Compounding Practices

657-20.4 (124,126, 155A) Sterile Compounding

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.
Full compliance with USP 797 sterile compounding requirements

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.
With recent changes in USP 797 requirements, the sterile compounding environment of the Surgery and adult

Critical Care area Pharmacy satellite does not meet the new requirements. Construction will be required to
meet them. Sterile products prepared within this pharmacy satellite are administered within 24 hours of





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

preparation, with many being administered immediately after preparation. The infection risk in either case is
extremely limited. Having the compounded products available from the pharmacy satellite enhances patient
care because of the close proximity to the OR suites, Recovery Room, and adult Critical Care Area. This
makes critically needed products available to patients much more expeditiously (compared to preparing and
sending the same products from the main inpatient pharmacy area). Necessary changes involving
construction are being planned. Funding for the construction is currently being sought (approximately

$ 90,000) and additional planning undertaken. An end date for this waiver of May 1, 2017 is requested to
allow for completion of this project. I’ve also included a copy of the estimate that I’ve received for the
required construction.

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

The rule doesn’t pose an undue hardship long-term, but short-term (until May 1, 2017) it does due to the need
to plan, obtain funding for, and complete the necessary construction. If our waiver isn’t granted, we will need
to close our pharmacy satellite which would have a more significant negative impact on patients being cared
for in the Mercy Medical Center Surgery Dept, Recovery Room, and adult critical care areas (as described in
4. above).

Thank you for considering this request for a waiver. Please let me know if additional information would be
helpful.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [X]] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

Would anyone (inside or outside state government) be adversely affected if this petition were granted?

(L] Yes X1 No [[_]] Do not know

If yes, list their names, addresses and phone numbers below.

Do you know how the Board of Pharmacy has treated similar situations?
[X] Yes [LJ1No
If yes, describe below how similar situations were handled.

My understanding is that the Board of Pharmacy understands the challenges posed by the new USP797
regs. and is considering waivers with a reasonable timeframe to allow for compliance.

Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
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[X] Yes (L1 No

If yes, describe below the issue involved and the outcome.

Education and communication provided by Jennifer O'Toole and other BOP compliance officers related to
the new USP797 reqs. This has been greatly appreciated!

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any

pertinent information to the lowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

W M Ayl 157 zolls
Febnef siakare U () Dae ]






SME Mechanical
Date: 4/15/2016

€ 24> 50>/ﬂ¢ D NZS

Job Sat. Pharmacy
JOB #:

Cost Breakdown for:
Sat. Pharmacy

.or
DESCRIPTION . cosT TOTALS
Major Equipment Cost
VAV L.S. 600.00
Back-draft Dampers L.S. 300.00
Fan Moduals L.S. 5,500.00
L.S.
L.S.
L.S.
L.S.
material subtotal 6,400.00
sales tax on material 384.00
Total Material & Equipment Cost 6,784.00 6,784.00
Field Labor:
REGULAR RATE:
General Foreman| $ 66.15 0.00 0.00
Foreman| $ 63.95 0.00 0.00
Journeyman| $ 61.67 75.00 4 625.25
Apprentice| $ 43.16 75.00 3,237.00
OVERTIME RATE:
General Foreman| $ 99.23 0.00 0.00
Foreman| $ 95.93 0.00 0.00
Journeyman| $ 92.51 0.00 0.00
Apprentice| $ 64.74 0.00 0.00
Total Labor Hours & Cost 150.00 7,862.25 7,862.25
ﬁmp Labor:
REGULAR RATE:
General Foreman| $ 70.56 0.00 0.00
Foreman| $ 68.21 8.00 545.68
Journeyman| $ 65.78 14.00 920.92
Apprentice| $ 48.81 14.00 683.34
OVERTIME RATE:
General Foreman| $ 105.84 0.00 0.00
Foreman| $ 102.32 0.00 0.00
Journeyman| $ 98.67 0.00 0.00
Apprentice| $ 73.22 0.00 0.00
Total Labor Hours & Cost 36.00 2,149.94 2,149.94
Management Labor:
REGULAR RATE:
Supervision| $ 69.00 8.00 552.00
Project Management/Detailing| $ 69.00 40.00 2,760.00
Engineer| $ 80.00 12.00 960.00
Drafting| $ 55.00 0.00 0.00
Total Labor Hours & Cost 4,272.00 4,272.00|
Subcontracts:
Insulator! L.S. 3,500.00
Electrical L.S. 8,750.00






Plumbing L.S. 10,750.00
Controls L.S. 0.00
Graham Construction L.S. 35,000.00
Total Subcontract Cost L.S. 58,000.00 58,000.00
Job Expense:
Stock Material L.S. 1,400.00
General Conditions L.S. 650.00
Travel Pay L.S. 0.00
Equipment Rental L.S. 0.00
Delivery L.S. 240.00
Total Job Expense Cost L.S. 2,290.00 2,290.00
RECAP
Sub-Total Cost 81,358.19
Overhead 10.0% 1,657.42
Profit 10.0% 1,657.42
Equipment Mark-up 10.0% 678.40
Subcontracts Mark-up 8.0% 4,640.00

TOTAL COST (rounded) 90,000.00







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Cl;se N 0. 0" Stdte ID No.
400 SW 8% Street, Suite E, Des Moines, Jowa 50309-4688. Deadline for inclusion on = o '
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [[X]] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

. (FOR EHARMA CY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example; A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [[X]] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Mercy Medical Center/Del Mandl Phone No.: (712)279-2935
(include area code)

Address: 801 5™ Street

City:  Sioux City State: 1A Zip Code: 51101

Petition Information

1. Chapter Number and Title.
657-20.4 (124,126,155A) Sterile Compounding

2. Rule Number(s) and Title(s).
657—20.4(124,126,155A) Sterile compounding. Iowa-licensed pharmacies that compound sterile
preparations for ultimate users in the state of lowa shall follow the current revision of USP Chapter
797 standards. Additional USP chapters incorporated by reference into USP Chapter 797 shall also be
followed.
[ARC 2194C, IAB 10/14/15, effective 11/18/15]

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

657-20.4 — To be fully compliant with USP 797 standards the pharmacy would minimize the opportunity for
introduction of contaminants into the sterile compounding process.
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4,

Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

Until the lowa Board adopted the USP 797 standards, these were guidelines for the best practice of sterile
compounding. Mercy Medical Center pharmacy has been utilizing these guidelines to move toward meeting
the USP 797 standards, and until the last two certifications from Healthcare Solutions everything with facility
design and environmental controls was compliant except the number of air exchanges. The ante room and
negative pressure rooms did fall from ISO7 to ISO$ in the last two inspections. However, in the most recent
certification by Healthcare Solutions on 4/6/2016 the particle counts were back down and the two rooms met
ISO7 standards again. As of today, I have not received the final certification report to send with this waiver
petition.

I invited Sue Mears, Pharmacy Compliance Officer, to perform an assessment of our sterile compounding
processes. And although most of her assessments were process enhancements with the ability to implement
timely fixes, the inability of the current air handler to meet the recommended minimum air exchanges will
require consultation by engineers and architects to discern what can be done to remedy this problem. I have
consulted with KCL, Engineering and Cannon Moss Brygger Architects and after several meetings we have
established two options for meeting the USP797 design and environmental control standards (see attached).

With the assistance of KCL Engineering and Cannon Moss Brygger Architects it has been decided the only
way to meet the USP 797 air exchange standards would be to put in a new air handler serving only the
pharmacy. Two options have been recently developed for consideration by Senior Leadership at Mercy
Medical Center and have yet to be presented. Option 1 would be to renovate the current sterile compounding
area in its current place, and Option 2 would move the sterile compounding area to a side of the pharmacy
closest to an outside air source to limit duct work complications. I have been told by the consulting groups
both options will take at least one month to complete, and the VP of Finance here at Mercy stated this project
cannot start until the new fiscal year, which begins July 1, 2016. Therefore, Mercy Medical Center pharmacy
would need this waiver to go through 9/30/2016.

Describe the relevant facts and reasons that, in your opinion, Justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

All previous certifications from both ENV and Healthcare solutions of our sterile compounding area have
demonstrated lower air exchanges than recommended by USP 797, and I asked them if I need to address this
issue. The response was installing a new air handler, to supply only the pharmacy, so the correct number of air
exchanges could be met would be a huge undertaking and expense, and USP 797 are recommended standards
and not mandatory at this time. However, with the implementation of USP 797 standards by the lowa Board
of Pharmacy this is no longer a recommendation, but a requirement. As mentioned earlier, the other
assessments made by Sue Mears regarding our sterile compounding area were process changes within my
control. Conversely, due to the large nature of this project, installing an air handler in confined preexisting
space, a major remodel will need to occur. The project is underway as evidenced by the information supplied
from both the engineering and architect firms, but Mercy will need to have additional time for completion.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

(L] Yes X1 No [[1] Do not know
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If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[L1] Yes [X]] No [L_1] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

(1] Yes (X1 No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[X] Yes [N No
If yes, describe below the issue involved and the outcome.
Sue Mears, Pharmacy Compliance Officer performed an assessment of our sterile compounding processes
and in her assessment she stated if compliance cannot be attained by May, 2016 the pharmacy would need
to submit a waiver to the Board for those aspects of USP 797.

1 authorize any person with knowledge of the relevant or important facts relating to this petition to release any

pertinent information to the Towa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

A& W Y-/5-201

Petitioner’s Signature' Date
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Mercy Medical Center

PHARMACY CLEAN ROOMS
SIOUX CITY, IOWA

MECHANICAL AND ELECTRICAL NARRATIVE
APRIL 8, 2016

EXECUTIVE SUMMARY

The existing pharmacy cleanrooms consist of three spaces:
*  Negative Pressure (Chemo) Room
*  Positive Pressure Room
*  Ante Room.
All three cleanrooms must meet ISO Class 7 cleanroom conditions, which dictates the
following requirements based on USP 797 and USP 800:
*  30-60 air changes per hour of HEPA filtered air (15 of which must come from the
outdoors)
*  Less than 10,000 particles per cubic foot sized 0.5 microns or larger, and
*  Pressurization to at least +0.02 inches W.C. (positive pressure rooms) and —0.01
inches W.C. (negative pressure rooms).

Because of recent changes to USP 797, the creation of USP 800, and the anticipated
adoption of these standards by the state of Iowa legislature, Healthcare Solutions completed
a certification review of the pharmacy’s clean rooms with respect to these standards in
October of 2015. Based on their report dated October 27, 2015, the cleanrooms are not
meeting the USP 797 requirements. This could jeopardize the hospital’s ability to continue
performing these functions on site. Specific shortfalls were:

*  Lack of pressurization in Ante Room. (There is currently no door between the Ante

Room and the Pharmacy Work Room.)

* Insufficient air change rates in all three rooms.
*  Particle count failures in the Negative Pressure Room and Ante Room.

To follow up on this report, KCL Engineering performed a study, in conjunction with
CMBA, to determine how the cleanrooms could be brought into compliance. Various
measures have been implemented over recent years to try to improve the situation in each
individual room. However, the approach has not been holistic to this point, and so the
solutions implemented had a narrow view of particular problems in individual areas, rather
than considering the pharmacy space as a whole. The state requirements are now forcing the
issue of full compliance in all spaces, requiring a broader view of potential solutions.

After several meetings and the evaluation of multiple solutions, two options are now being
considered in order to bring the cleanrooms into compliance with USP 797 and USP 800.
These options appear to be the most realistic and cost effective for the spaces available.

1) Option 1 — Remodel the cleanrooms in place. Remove existing ventilation systems
serving these spaces, and add an air handling unit to serve the cleanrooms. Move
services such as IV and chemo preparation off site while construction is underway.

2) Option 2 — Move the cleanrooms to a different part of the Pharmacy department.
Add an air handling unit to serve the cleanrooms.

Further implications and advantages/disadvantages of these options are discussed in the
architectural portion of this narrative.

Mercy Medical Center — Pharmacy Clean Rooms — Mechanical and Electrical Narrative — Final
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Applicable Codes and Standards include the following:

*  USP 797 — Pharmaceutical Compounding — Sterile Preparations
*  USP 800 — Hazardous Drugs — Handling in Healthcare Settings
* International Building Code — 2015 Edition

¢ International Mechanical Code — 2012 Edition

*  Uniform Plumbing Code — 2012 Edition

e International Fire Code — 2015 Edition

*  National Electrical Code — 2014 Edition

* International Energy Conservation Code — 2012 Edition

¢ FGI Guidelines — 2014 Edition

KCL Engineering

EXISTING SYSTEMS

The existing Pharmacy department is served by air handling unit AHU-1B, a constant
volume AHU located in the southeast mechanical room on the second floor, which is
immediately opposite the back wall of the Pharmacy department. This unit is original to the
1982 building, and also serves the remainder of this floor through the elevator lobby.
Temperature in each zone is controlled by a thermostat controlling a hot water reheat coil.
A split system air conditioner has also been installed in the positive pressure room to help
improve cooling performance in this room.

Additional airflow in the Ante Room and Negative Pressure Cleanrooms is provided by fan
filter units, installed in 2010. This was done to increase airflow in these rooms, while also
attempting to reduce the extreme negative pressure that was being observed in the negative
pressure room. These are controlled by standalone wall-mounted control panels.

Pressure is monitored by Paragon Controls “Guardian” space pressure monitors with
differential pressure sensors, at three locations:

1) Between the ante room and negative pressure room

2) Between the ante room and positive pressure room, and

3) Between the ante room and pharmacy work room.
Currently these are not monitored by the building automation system, and must be manually
recorded by the pharmacy staff on a daily basis.

Most of the air from the cleanrooms recirculates to AHU-1B. However, the chemo hood is
exhausted by a 12” round exhaust duct, down through the floor, and through the electrical
rooms on first floor to an exhaust fan hung on the outside wall. Since the duct penetrates a
rated floor, the exhaust duct is wrapped in 2-hour rated fire wrap along its entire length
through first floor.

Table 1 indicates existing room conditions from certification report.

Room Max. Actual Min. Actual Required Actual
Allowable | Particles | Required | ACH | Pressurization | Pressurization
Particles ACH in. W.C. in. W.C.
Negative 10,000 16,561 30 28.2 —-0.010” —0.048”
Positive 10,000 15,340 15% 8.8* +0.020” +0.021”/+0.020”
Ante 10,000 1,453 30 114 +0.020” 0.00”

*Value represents fresh air requirement. Min. 30 total ACH.

Table 1: Existing room conditions.

Mercy Medical Center — Pharmacy Clean Rooms — Mechanical and Electrical Narrative — Final
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KCL Engineering

Existing lighting throughout all of the pharmacy area including the cleanrooms is provided
from recessed 2x4 fluorescent lensed fixtures. The fixtures are a ‘regressed’ lens type which
creates a void around the perimeter of each fixture that allows dust and contaminates to
settle into this void and not cleanable.

Lighting controls are provided from manual single level on/off switches throughout the
space.

Existing power is provided mainly from the emergency branch. Convenience and
equipment receptacles appear to have been added or placed where required, however limited

as equipment needs have increased.

ENVIRONMENTAL REQUIREMENTS

HVAC requirements below come from USP 797, which applies to the Ante Room and
Positive Pressure Room, and USP 800, which applies to the Negative Pressure Room.
Additionally, minimum humidity levels come from the 2014 FGI Guidelines.

¢ ISO Class 7.

e  Temperature: 68°F

*  Relative Humidity: 30-60% (Note: Mercy typically maintains minimum relative
humidity at 40%)

*  Air Change Rate: 30 air changes per hour (ACH)

*  Filtration: HEPA.

0 HEPA filters are high-efficiency particulate arrestance filters, which must
remove 99.97% of particles that have a size of 0.3 microns or larger.

0 HEPA filters can be located either within the air handling unit, or any place
between the unit and the room. Studies have indicated that the cleanest
room air is achieved by locating the HEPA filters at the diffusers.

*  Air must be supplied at the ceiling through laminar flow diffusers, and return air
must be low on the wall, in order to provide unidirectional airflow. Laminar flow
diffusers supply air at no more than 100 feet per minute (fpm).

*  Pressure Differential between spaces: 0.02 inches W.C. This must be continuously
monitored. (Negative pressure must be maintained between —0.01 and —0.03 inches
W.C. Therefore, —0.02 inches is being recommended.)

Additionally, certain plumbing and lighting requirements apply:

* Handwash sink at least one meter away from Negative Pressure Room.

*  Emergency eyewash station “readily available.”

* Light fixtures with exterior lenses that are smooth, mounted flush, and sealed.

Note regarding Ante Room: A typical Ante Room would not be required to be an ISO Class
7 cleanroom; ISO Class 8 would normally suffice. However, since this Ante Room opens to
the Negative Pressure Room, USP 800 requires the Ante Room to be ISO Class 7 as well.

Mercy Medical Center — Pharmacy Clean Rooms — Mechanical and Electrical Narrative — Final
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MECHANICAL AND ELECTRICAL SCOPE OF WORK - GENERAL

Under either option, a new air handling unit would be installed. Refer to Appendix B,
Figure 1. The air handling unit would consist of the following components:

*  Mixing box with outdoor air and return air modulating dampers.

*  Filter rack consisting of 2” MERV-8 pre-filters, and 12 MERV-13 final filters.

*  Hot water pre-heat coil.

*  Steam humidifier. (The hospital uses FDA approved chemicals in their steam

system, and utilizes DriSteem brand direct injection humidifiers.)

*  Chilled water cooling coil.

*  Supply fan(s) with variable frequency drive (VFD).
A new louver would be installed in an outside wall to bring in ventilation air to meet the
ventilation requirements and to pressurize the spaces. A terminal air box with a reheat coil
would be installed in each zone to control airflow in response to space pressurization and
minimum flow requirements. Temperature control in each zone would occur by modulating
flow at the terminal air box, and by modulating heating water flow through the reheat coil.
Air would be distributed in each room by ceiling diffusers with integral HEPA filters that
can be removed from the space. Air would be returned from each room by low return
grilles.

Chilled water, heating water, steam, and condensate piping would be brought from the
existing mechanical room to the new air handling unit. Since chilled water is not available
below 55-60°F outside air temperatures, a secondaty cooling coil will be included, connected
to a new condensing unit to be located on a roof or on grade.

It is recommended that the air handling unit be sized for more flow than the minimum
required by USP 797. This would ensure that the unit can meet capacity in all weather
conditions, and would assist in reducing particulate count in the cleanrooms. USP 797
requires at least 30 ACH for ISO Class 7 cleanrooms; standard industry practice for ISO
Class 7 cleanrooms is to provide anywhere from 30 to 60 ACH. Table 2 shows various
airflows based on existing room sizes. Recommended total airflows are shown in bold.

Based on the recommended aitflows for each room, the total recommended airflow is
around 4,000 CFM.

Room Volume cu. ft. 15 ACH 30 ACH 45 ACH 60 ACH
Negative 952 238 476 714 952
Positive 1,754 439 877 1,316 1,754
Ante 3,367 842 1,639 2,525 3,367

Table 2: Airflows (in cubic feet per minute / CFM) at various air change rates.

The existing biological safety cabinet (BSC) that acts as the chemo hood in the Negative
Pressure Room has an airflow rate of between 280 and 660 cfm. Because this flow can vary
based on usage and sash height, a secondary exhaust fan or exhaust terminal air box would
be added to maintain this room at a negative pressure at all times.

The existing pressure monitors would be replaced with new pressure monitors that can
communicate with the building automation system. This data would be trended at fifteen
minute intervals for one year. Some coordination may be required with the hospital IT staff
to determine where this data can be stored.

All penetrations through ceilings or walls would be sealed. Sprinklers would be
installed/replaced with concealed sprinklers with gasketed cover plates.

Mercy Medical Center — Pharmacy Clean Rooms — Mechanical and Electrical Narrative — Final
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OPTION 1 - REMODEL CLEANROOMS IN EXISTING LOCATIONS

Existing ductwork, diffusers, and reheat coils serving the cleanrooms would be removed.
Existing fan filter units would be removed. Existing pressure controls would be removed.
The sink in the Negative Pressure room would be removed.

A new air handling unit would be installed in the southeast portion of the Storage Room. A
new main supply duct and terminal air boxes would be located above the Storage Room, and
branch ductwork would extend into each space.

New sealed cleanroom light fixtures would be provided throughout the remodeled areas. All
new power would be extended from the existing critical branch for emergency power

backup.

Under this option, all cleanroom services, such as IV and chemo preparation, would need to
be temporarily moved offsite while construction is underway. The duration of construction
would likely be in the range of two months before spaces are final cleaned and recertified.

Refer to Appendix B, Figure 2.

OPTION 2 - RELOCATE CLEANROOMS

New cleanrooms would be created somewhere within the existing Pharmacy department,
most likely on the southwest wall. A new air handling unit would be installed in the existing
Compounding room. Once the new cleanrooms are occupied, the existing cleanrooms
would be renovated into break rooms, office, pharmacy work, and/or storage space. The
exact usage of the existing cleanrooms, and the exact locations of the new cleanrooms and
associated equipment, would likely be determined through a Kaizen 3P process.

A new main supply duct and terminal air boxes would be installed outside the new
cleanrooms, and branch ductwork would extend into each space.

A new surgical scrub sink and eyewash station would be provided in the Ante Room.

New sealed cleanroom light fixtures would be provided throughout the new areas. All new
power would be extended from the existing critical branch for emergency power backup.

Under this option, IV and chemo preparation could continue on-site, and equipment such as
hoods would be moved to the new cleanrooms once they are final cleaned and certified.

Refer to Appendix B, Figure 3.
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APPENDIX A

KCL Engineering MECHANICAL / ELECTRICAL
COST OPINION

Consulting Engineering

Mechanical
Electrical
Plumbing ] ) . . )
1) Option 1 - Remodel Cleanrooms in Existing Locations — $350,000
a.  Remodel of spaces outside cleanrooms — $68,000
b. Cleanroom remodel $137,000
c. Air Handling Unit $100,000*
d. Contingency — 15% $45,000
2) Option 2 — Relocate Cleanrooms — $440,000
a.  Remodel of spaces outside cleanrooms — $169,000
218 1 5% Street b. Cleanroom construction $116,000
West Des Moines, A 50265 c. Air Handling Unit $100,000*
d. Contingency — 15% $55,000
T515.724.7938
F 515.724.7938

*Cost for air handling unit could vary significantly depending on materials selected. Cost
www.kclengineering.com listed is for a stainless steel unit, and includes installation.
This opinion of probable cost is based on information in this report, dated 4/8/16. Items
not included on this cost opinion:

1) General construction costs — refer to architectural portion of narrative.

2) Owner provided equipment, medical equipment, or furnishings.

3) Costs for moving services off site, particularly under Option 1.

4)  Cleanroom certification costs.

5) Future escalation.
Construction costs may vary due to many factors including time of year, cost of petroleum
based products, inflation, and contractor availability.





APPENDIX B

KCL Engineering MECHANICAL / ELECTRICAL
SKETCHES
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MERCY HOSPITAL FIGURE 2: OPTION 1 - REMODEL IN PLACE
PHARMACY CONTROLLED ENVIRONMENT
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MERCY HOSPITAL FIGURE 3: OPTION 2 - WEST WALL
PHARMACY CONTROLLED ENVIRONMENT
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Mercy Medical Center
PHARMACY CLEAN ROOMS
SIOUX CITY, IOWA

ARCHITECTURAL NARRATIVE
APRIL 8, 2016

SUMMARY

In order to accomplish the mechanical and electrical work required to bring the
pharmacy back into air-quality compliance, some architectural work must also be
done. The options listed in the mechanical and electrical narrative will have their
accompanying architectural components described here.

OPTION 1 - REMODEL CLEANROOMS IN EXISTING LOCATIONS

The following items are foreseen as necessary:

1.

5.

The north and west walls of the ante-room would be extended up to the deck
and a door added between it and the pharmacy work area. An existing door
between the pharmacy work and the positive-pressure room would be removed
and the opening filled. This would be to prevent unwanted air passage from one
space to another.

The ante-room would receive a new ceiling and light fixtures that prevent air —
leakage.

A mechanical room would be created in the current meds storage room that
would house the new air handler unit. It would get two sets of double-doors that
open to the corridor for access.

Because of the storage space lost to the mechanical room, some additional
storage would need to be created in the current x-ray storage room. This would
need an access hall to it through the current break room.

Refer to Appendix B, Figure 2.

The phasing required while renovations are underway includes moving the positive-
pressure room function temporarily to the x-ray storage room and utilizing a glove-box
unit. Chemo work would be outsourced to the local cancer center for the duration of
the renovation.





OPTION 2 — RELOCATE CLEANROOMS

The following items are foreseen as necessary:

1.

2.

3.

4.

5.

6.

Convert the current compounding room into the mechanical room for the new
air-handler.

Walls would be erected in the current pharmacy work area to create a positive-
pressure room and an ante-room.

The current vault would be converted to the negative-pressure room potentially
involving removing the block walls and replacing them with metal studs and gyp
board.

The current meds storage room would become the staff break room and offices.
The current break room and offices would be converted to the meds storage
room.

Refer to Appendix B, Figure 3.

This option would create more challenges in phasing and the re-design of the entire
area. However, it could potentially allow the space to be designed to its most efficient

use.

ARCHITECTURAL COST OPINION

Option 1 - Remodel Clean Room:s in Existing Locations

Demo, disposal and patching $6,000
Demo and replace ante room ceiling  $2,640
New walls, doors, general work $15,000
Infection control measures $1,500
Contractor general conditions $2,500
10% Contingency $2.765
TOTAL $30,405
Option 2 — Relocate Cleanrooms
General demo and disposal $10,000
Convert vault, remove block $4,000
Demo and replace all ceilings $30,174
Demo and replace all VCT flooring $25,145
New walls, doors, general work $25,000
Built-in workstations $3,000
Extended constfruction fime $8,000
Contractor general conditions $10,532
10% Contingency $11,585

TOTAL $127,436





Considerations

Option 1 does not include demo or replacement of any flooring.

Option 1 does not include replacement of any ceiling other than the ante room.
Option 2 cost of built-in workstations can vary significantly depending on
materials and final layout.

Option 2 assumes the reuse of existing shelves, cabinets and counters in the new
ante room and work room.

Neither option includes the cost of equipment or furnishings, moving expenses,
architectural or engineering fees, certifications or the mechanical and electrical
components described in the mechanical and electrical narrative.

Cost opinions are less precise at this early stage of design. More accurate cost
information is possible once plans are developed further. Construction costs can
also vary depending on contractor and material availability, economic factors
and time of year.
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BACKGROUND

Suboptimal medication therapy is at a crisis level in our health care system. Significant
changes to pharmacy practice have been occurring while efforts have been underway to more
accurately describe the capabilities and appropriate role of the pharmacist in a community
pharmacy setting. The most significant of these in lowa is the elevation of support personnel in
pharmacies through mandatory technician certification and the advancement to all doctorate of
pharmacy programs in the Colleges of Pharmacy. These two advancements have brought about
the need and opportunity to seriously look at and redefine the practice of community pharmacy.

Under the direction of its Board of Trustees, the lowa Pharmacy Association (IPA)
officially created the New Practice Model Task Force (NPMTF) in early 2009. The NPMTF has
been charged with the creation and oversight of a pilot program to implement a hew workflow
and business model for community pharmacy.

It is important to define and demonstrate a new pharmacy practice model in terms of
patient care improvement and safety because both are critically needed in today’s health care
system. Involving the patient and utilizing the pharmacist’'s knowledge and skills is an important
strategy in addressing the growing problem of medication misuse. Health care reform is a
priority in our society requiring health care professionals to work closely together.

The pharmacist is an important professional in optimizing the medication use process. Key
components of medication therapy management (MTM) are:

- Prospective review on new medication orders

- Appropriate choice of medication as the therapy modality

- Minimizing drug therapy problems

- Assisting the patient in the use of the medication

- Monitoring and adjusting of therapy

The use of the community pharmacist in performing these components of MTM is
growing. The increase of avoidable medication-related problems warrants reassessing the roles
and responsibilities of community pharmacy personnel. In numerous health-systems across the
country, pharmacy technicians are delegated more dispensing functions to allow for growth of
clinical pharmacy services. In 2011, the lowa Board of Pharmacy approved the use of certified
pharmacy technicians in institutional settings to conduct the final verification step in the
dispensing process in controlled situations.! This strategy to increase the role of pharmacy
technicians in dispensing is commonly referred to as “Tech-Check-Tech” (TCT) programs.
Advanced education and training requirements for pharmacy technicians and ongoing quality
assurance is essential in such programs. These programs have been linked to a growth of
clinical pharmacy services in institutionalized settings, yet remain underutilized in community
pharmacy settings. This begs the question, could a “Tech-Check-Tech” program in a community
pharmacy setting achieve the success realized in health-systems settings?

Phase | of the lowa Pharmacy Association’s pilot project “A Demonstration Project to
Study the Effects of Implementing Tech-Check-Tech Programs in Community Practice to
Engage Community Pharmacists in Clinical Pharmacy Services in lowa” demonstrated safety
and efficacy of utilizing TCT on refill prescriptions in a community pharmacy setting to expand
clinical pharmacy services. The Phase | final report, presented to the lowa Board of Pharmacy

1657 IAC Chapter 40. §1.





on January 13, 2016, demonstrated similar error rates for technician verified refills compared to
pharmacist verified refills. There was a statistically significant increase in both the amount of
time pharmacists spent in patient care and the number of clinical services provided.

In response to the established rules by the lowa Board of Pharmacy for pharmacy pilot
or demonstration research projects (657—8.40 (155A,84GA,ch63), the purpose of this
application is to study the effects of continued process improvements for the new
community pharmacy practice model designed to allow community pharmacists to
deliver patient care services to patients across the state of lowa.

The MTM services provided by the community pharmacists in this study may:

1.

Be coordinated with and complementary to pharmacy services currently being
delivered by medical practices in lowa,

Include comprehensive medication reviews, medication compliance counseling,
immunization services, and clinical screenings, and

Establish site-specific collaborative agreements between physicians and
community pharmacists.

The partners in this study initially include the lowa Pharmacy Association, Drake
University College of Pharmacy and Health Sciences, and NuCara Health Management, Inc.

Specific Aims of this study are to:

1.

Implement and assess the impact of adding new prescriptions and utilization of
pharmacist-interns to Tech-Check-Tech programs in community pharmacies in
lowa on patient safety measures, and

Implement and assess the impact of adding new prescriptions and utilization of
pharmacist-interns to Tech-Check-Tech programs in community pharmacies in
lowa in facilitating the provision of community pharmacist-provided services.

LEADERSHIP TEAM MEMBERS

Megan Myers, PharmD will serve as Project Coordinator. She will oversee the project,
coordinate the study activities, chair the regular team meetings, and lead the writing of the study
reports to the Board of Pharmacy.

Michael Andreski, RPh, MBA, PhD, Assistant Professor of Social and Administrative
Pharmacy, Drake University College of Pharmacy and Health Sciences serve as research
consultant and principal investigator, will participate in regular team meetings, and will
participate in the writing of the study report.

T.J. Johnsrud, NuCara Health Management, Inc., will provide a pharmacy management
perspective for coordinating the community pharmacy clinical services and Tech-Check-Tech
programs within the community pharmacy sites. He will participate in regular team meetings.





Anthony Pudlo, PharmD, MBA, BCACP, Vice-President of Professional Affairs, and Kate
Gainer, PharmD, Executive Vice President/CEO, lowa Pharmacy Association will oversee
coordination of clinical pharmacy services available to community pharmacy sites in this study.

PROJECT SUMMARY

Participating pharmacies were identified to be New Practice Model (NPM) participant
sites using criteria defined by the NPMTF. In the phase Ill NPM pharmacies, the pharmacist(s)
will work collaboratively with prescribers and other care providers in their community to optimize
the medication use process. This process may involve the appropriate choice of medication as
the therapy modality, initial selection of appropriate therapy to minimize drug therapy problems,
assisting the patient in the acquisition and use of the medication, appropriate monitoring and
adjustment of the medication therapy, and withdrawal or changing of medication therapy as
appropriate, among others. This ongoing effort is coordinated amongst providers, with the
pharmacist actively engaged in the process.

Community pharmacies will enhance previously implemented “Tech-Check-Tech”
programs to include new prescriptions and additional staff (pharmacist-interns) in order to
further increase the availability of the community pharmacist for direct patient care. New
prescriptions will include prescriptions for a medication that is new to the patient or renewed
medication orders for previously established medication. Pharmacists will continue to have
ultimate authority over the dispensing process in this model. However, that does not mean the
pharmacist will have hands-on direct supervision over every non-judgmental aspects of
dispensing medications. The pharmacist’s time will be concentrated on those aspects of
dispensing that require the expertise of the pharmacist to assure safe and accurate dispensing.

Following is a brief description of what this practice may look like:

- The pharmacist will be physically located on the premises of the pharmacy in an
environment and location that is comfortable and efficient for direct patient interaction.

- The prescription department is staffed by nationally certified technicians or employed
pharmacist-interns. The pharmacist-technician and pharmacist-pharmacist intern
relationship will become more important as the pharmacist will rely on new technologies
and the leadership of head technicians to maintain the highest safety to patients.

- The pharmacist will review accuracy of the order and appropriateness of therapy for all
new prescriptions, as well as complete Drug Utilization Reviews (DURS) or other
necessary clinical reviews tied to prescription dispensing for all prescriptions.

- Trained technicians or employed pharmacist-interns will make sure the medication and
guantity is correct, it is billed accurately, and the correct patient receives the medication.
These non-judgmental tasks of the prescription dispensing process can be entirely
technician driven.

- The “final check” technician works closely with the pharmacist. This relationship is
important as the pharmacist will often rely on the technician to request appropriate
interaction and/or intervention. The “final check” technician has received advanced
training. This standardized training was developed by the NPMTF in collaboration with
the lowa Pharmacy Association Foundation with approval by the Board of Pharmacy in
2014. The Board of Pharmacy ultimately approves each pharmacy site’s involvement in
this initiative.





- Medication counseling and responding to patient questions may be completed in
association with the distribution of the medication to the patient, but it may also occur
outside of dispensing. Pharmacists would be easily accessible to patients and more
available for consultation with patients, prescribers and other care providers as an
integral member of the team. Overall, this model will enable pharmacists to provide
direct patient care services.

The medication distribution process will be under the control of a pharmacist, but only in that a
pharmacist will be responsible for developing, implementing, and providing Continuous Quality
Improvement for a system where the majority of activity will be completed by nationally-certified
pharmacy technicians or employed pharmacist-interns. Use of appropriate technologies (e.g.,
image verification, barcode scanning, filling machines) will be utilized when appropriate to
assure the medication is made available to the patient.

Board of Pharmacy Rules Needed to be Waived
In order for implementation of this pilot project, it is requested that the lowa Board of Pharmacy
waive three regulations.

657—3.21(1) Technical dispensing functions. By waiving rule 657—3.21(1), the Board of
Pharmacy would allow for a certified pharmacy technician to conduct final verification of the
patient’s prescription or medication order as is the current exception in an approved tech-check-
tech program pursuant to 657—Chapter 40, as well as when the initial prescription or
medication order is filled by a registered pharmacist-intern.

657—3.23(155A) Tasks a pharmacy technician shall not perform. By waiving rule 657—
3.23(155A) specifically point number one, the Board of Pharmacy would allow for a certified
pharmacy technician to provide the final verification of a filled prescription or medication order.

657—38.3 (4) Pharmacist-documented verification. By waiving rule 657—8.3(4), the Board of
Pharmacy would remove the responsibility of the pharmacist to provide and document the final
verification of the patient’s prescription medication in order to pilot a tech-check-tech program in
community practice settings.

Identification of Patients Needing MTM Services

Patients currently utilizing the community pharmacy will be provided the additional clinical
pharmacy services that community pharmacies are available to provide. Patients who would be
eligible for commercial and/or governmental MTM services will be identified through pharmacy
records. If the patient is not a subscriber to insurance coverage providing payment for
pharmacist provided MTM services, these services will be provided at a fee-for-service basis
when possible. The community pharmacists will also work closely with their physicians in their
community to identify key patients in the medical practice that would benefit from medication
management services. The physician and pharmacist will be provided the necessary
assistance to establish a collaborative practice agreement to address these key health care
needs in the community.

Services Provided under MTM

A variety of MTM services will be available to patients who have been identified through their
screening processes by the pharmacist for receiving them. A comprehensive guide of services
was provided to participating pharmacies. All pharmacies will be utilizing the standardized





JCPP’s Pharmacists’ Patient Care Process with all services provided.? These services may
include but are not limited to:

1. MTM as described in the Core Elements of MTM Service Model document produced
as a joint initiative of the American Pharmacists Association and the NACDS
Foundation®

2. Immunization services
3. Clinical screenings and disease state monitoring
4. Among other services

METHODS

Subjects

Community pharmacies throughout the state of lowa that have been identified to have the
desired characteristics mentioned above will be asked to participate in this study. Only sites
from the previous pilot project “A Demonstration Project to Study the Effects of Implementing
Tech-Check-Tech Programs in Community Practice to Engage Community Pharmacists in
Clinical Pharmacy Services in lowa” will be considered for participation for the Phase Ill pilot.
The designated pharmacies included in the study (i.e., enhanced Tech-Check-Tech and provide
various MTM services) will be identified by members of the New Practice Model Task Force
through standard selection criteria. To be eligible, the pharmacies must be an ambulatory
pharmacy that is willing to participate in all phases of the project, from design to final
assessment. They will agree to document all required refill technician checking activities,
pharmacist's MTM activities, and pharmacist daily activity logs. These pharmacies will agree to
allow researcher access to documentation on dispensing activities, refill dispensing CQI
information, and pharmacist time as gathered above. When necessart, the research team will
work with a pharmacy’s patient safety organization (PSO) and the research team will have full
access to original data to allow for proper statistical analysis.

Measures

Aim 1: Implement and assess the impact of adding new prescriptions and utilization of
pharmacist-interns to a Tech-Check-Tech program in community pharmacies in lowa on patient
safety measures.

For the assessment of this Aim, information will be gathered to ensure dispensing
accuracy of new prescriptions. Each pharmacy will act as its own control, with baseline
measurement of dispensing errors being determined for 50 new prescriptions per day, on days
when TCT for refills is being done, for 15 weekdays before initiation of the Tech-Check-Tech
procedures for new prescriptions. For the first week after the new procedures have been
initiated, the pharmacist will double check all technician-verified prescriptions to ensure
accuracy and to gather information on the efficacy of the procedures. If the error rate is equal to
or lesser than the baseline measurement, 30-50 new prescriptions as well as 30-50 refill per

2 American Pharmacists Association. How to Implement the Pharmacists’ Patient Care Process; 2015.

3 American Pharmacists Association, National Association of Chain Drug Stores Foundation. Medication
Therapy Management in Pharmacy Practice: Core Elements of MTM Service Model. Washington, DC:
American Pharmacists Association; March 2008.





month will be double checked for errors and those measurement recorded for the reminder of
the project. If the error rate is greater than baseline measurement, additional training will be
given and procedures reviewed, after which a second assessment will be performed. Length of
any second assessment will be determined by the researcher. The research consultant will
review these results on an ongoing basis and quarterly reports made to the Board of Pharmacy
as necessary during the 18 month study period.

Aim 2: Implement and assess the impact of adding new prescriptions and utilization of
pharmacist-interns to a Tech-Check-Tech program in community pharmacies in lowa and in
facilitating the provision of community pharmacist-provided medication therapy management.

For the assessment of this Aim, information will be gathered regarding the amount of
pharmacist time that is made available for other duties as a result of the implementing Tech-
Check-Tech for new prescriptions and utilizing pharmacist-interns for TCT on the provision of
MTM services by the pharmacist(s) at the subject pharmacies. Each pharmacy will again act as
its own control, with baseline measurements consisting of the last quarter of results from the
previous pilot program of Tech-Check-Tech for refill prescriptions. The primary data sources will
be self-reported pharmacist daily activity logs and numbers of both compensated and identified
opportunities for MTM and other patient care services. Once the Tech-Check-Tech procedures
for new prescriptions have been initiated and are performing adequately as defined above, the
pharmacist(s) at the participating pharmacies will begin to focus on increasing the amount of
MTM services provided.

Other Measures:

Job Satisfaction Survey

A job satisfaction survey will be conducted prior to, and one year after implementation of
utilizing TCT for new prescriptions. All technicians, pharmacists and employed pharmacist-
interns will be asked to complete the survey.

Amount of time spent utilizing TCT (# of TCT days)

The amount of time utilizing TCT will continue to be monitored and will be compared to the
previous pilot in order to determine whether or not allowing technicians the ability to check
prescriptions filled by employed pharmacist-interns impacted the ability to use TCT.

Analysis

Error rates during the 18 month study period will be compared to those found at baseline by
means of Chi-squared testing and matched samples t-tests. Specific errors tracked will include
wrong drug, wrong strength, wrong quantity, and wrong cap (safety-cap vs. non-safety cap).
Comparisons of pharmacist task composition will be compared to those found at baseline by
means of Chi-squared testing matched samples t-tests. The services provided data gathered
during the study period will be compared to those found at baseline in terms of the overall
number of services provided.

STUDY PARTNERS

Drake University

Drake University will oversee the research component of this project, by working with the
pharmacy partners to assure that study activities are conducted in a timely and coordinated
manner. Dr. Andreski will design data collection procedures, supervise data collection, manage
and analyze study data, and assist in writing the study reports.





lowa Pharmacy Association

The lowa Pharmacy Association (IPA) will assist in preparing the community pharmacy sites to
deliver the MTM services. They have experience in helping pharmacy practices adjust to
providing services such as MTM. IPA will help the practices adjust staffing, workflow, and
service delivery issues with the participating community pharmacies.

Local Community Pharmacies in the New Practice Model Initiative

Community pharmacies across the state of lowa will initially participate in the study by working
to transform their current patient care delivery model to enhance their Tech-Check-Tech
program and further engage pharmacists in clinical programs that follow the JCPP’s
Pharmacists’ Patient Care Process to improve patient safety and provide enhanced patient
care. Pharmacists in these pharmacies will deliver the clinical services as described in this study
proposal and subsequent service descriptions.

lowa Board of Pharmacy

The lowa Board of Pharmacy will evaluate specific community pharmacy’s Tech-Check-Tech
programs pursuant to their final rules as authorized by 2011 lowa Acts, chapter 63, section 36,
as amended by 2012 lowa Acts, House File 2464, section 31. These sections of the lowa Acts
give authority to the Board of Pharmacy to approve a pilot or demonstration research project of
innovative applications in the practice of pharmacy relating to the authority of prescription
verification and the ability of a pharmacist to provide enhanced patient care for up to eighteen
months.

PROJECT TIMELINE
Month 1-2 Project start-up; Baseline data collection; transition workflow to include
TCT for new medications

Month 2 -3 Community pharmacies begin enhanced Tech-Check-Tech programs;
pharmacists engage in collaborative practice agreements for patient care
delivery

Month 18 Pilot project authority expires for Tech-Check-Tech

Month 18-19 Data analyses and report writing





Appendix A
Letter of Commitment by the Pharmacy Owner

| understand that our role as a New Practice Model Participating Pharmacy is a significant
responsibility and will make it a priority. I look forward to working with this team and, like the
others, |, , agree to:

Support the Mission, Vision, Values and Goals of the initiative.
Offer my expertise to help ensure the health and success of the initiative.

Work with the rest of the pharmacy team to communicate the initiative to our most
important audiences.

Attend in person, by phone, or send a designee, to at least two-thirds of the meetings
held each year | serve and, whether | attend or not, will continually communicate with the
team and the main coordinator to ensure | understand all current affairs.

Provide support for all data collection procedures. All data for each month will be
electronically submitted within 10 days of the end of the month. Those pharmacies who
are unable to meet this standard will be reviewed quarterly for assessment of
continuation in the pilot study.

Provide adequate staffing as required to support the New Practice Model procedures.
Those pharmacies who are unable to implement the procedures at least 60% of the time
will be reviewed quarterly for assessment of continuation in the pilot study.

Actively participate in all requests for my assistance and response.

I have read and fully agree to this Letter of Commitment and look forward to assisting the lowa
Pharmacy Association Foundation in this initiative.

Signed

Title

Date






Letter of Commitment by Licensed Pharmacist

I understand that my role as a New Practice Model Participating Pharmacist is a significant
responsibility and will make it a priority. | look forward to working with this team and, like the
others, I, , agree to:

e Support the Mission, Vision, Values and Goals of the initiative.
o Offer my expertise to help ensure the health and success of the initiative.

o Work with the rest of the pharmacy team to communicate the initiative to our most
important audiences.

e Attend in person, by phone, or send a designee, to at least two-thirds of the meetings
held each year | serve and, whether | attend or not, will continually communicate with the
team and the main coordinator to ensure | understand all current affairs.

e Complete all necessary training and education as required

o Provide support for all data collection procedures, and agree to complete and accurate
reporting of all data.

e Actively participate in all requests for my assistance and response.
| have read and fully agree to this Letter of Commitment and look forward to assisting the lowa

Pharmacy Association Foundation in this initiative.

Signed Date

Title

10





Letter of Commitment by Certified Pharmacy Technician or Pharmacist-Intern

| understand that my role as a New Practice Model Participating Pharmacy Technician is a
significant responsibility and will make it a priority. | look forward to working with this team and,
like the others, I, , agree to:

e Support the Mission, Vision, Values and Goals of the initiative.
o Offer our expertise to help ensure the health and success of the initiative.

o Work with the rest of the pharmacy team to communicate the initiative to our most
important audiences.

e Attend in person, by phone, or send a designee, to at least two-thirds of the meetings
held each year | serve and, whether | attend or not, will continually communicate with the
team and the main coordinator to ensure | understand all current affairs.

e Complete all necessary training and education as required

e Provide support for all data collection procedures.

e Actively participate in all requests for our assistance and response.

We have read and fully agree to this Letter of Commitment and look forward to assisting the
lowa Pharmacy Association Foundation in this initiative.

Signed Date

Title

11





Appendix B
Certified Pharmacy Technician Training Requirements

Technician Utilization & Authorized Checking Functions

Each technician specifically authorized to participate in TCT at the participating pharmacy will be
identified in their personnel file and an added designation to their posted registrations. A certified
pharmacy technician authorized to participate in TCT will be trained in and maintain all the duties,
activities, and work of registered and certified technicians. Additionally the Checking Technician
may be allowed to check medication orders filled by other certified technicians, limited to the
following patient care situations:

¢ Refill medications, in which DUR has already occurred by a pharmacist

Each technician certified to check will have documented training and evaluation of necessary
training. Each pharmacy location will determine examples of medications that will NOT be
checked by technicians. This could include:

e Controlled substances,

¢ Compounded medications, and

e Others as designated by PIC or staff pharmacists.

“Filling” Technician or Pharmacist-Intern

o Certified technicians filling prescriptions for the TCT program must be nationally certified
and passed an audit of accurately filling prescriptions as established by a site’s policy and
procedures.

e Employed student interns must have at least 300 hours of experience working as a
technician or intern, and at least 100 of the 300 hours must be at the current TCT location.
Interns must pass an audit of accurately filling prescriptions as established by a site’s
policy and procedures.

“Checking” Technician Participation & Training
All of the following shall apply to a certified pharmacy technician authorized to be a “Checking
Technician” at the participating pharmacy:
e National Certification: current and in good standing
e lowa Registration: current and in good standing, and not currently subject to disciplinary
charges or sanctions.
o Prior Experience: The checking technician shall work at the participating pharmacy full or
part time and:

o Shall have at least 1,000 hours prior technician work experience at the TCT site
and at least 1,000 hours of prior technician work experience at the current or
previous pharmacy, successfully complete their necessary location-specific
training, and then complete the TCT training (see below).

o If the technician has no prior technician work experience in a pharmacy, they shall
work at least 2,000 hours at the pharmacy and successfully complete their
necessary location-specific training, and then complete the TCT training (see
below).

IPA/CEI Tech-Check-Tech CPE Modules

If a pharmacy will be implementing a Tech-Check-Tech program, the certified pharmacy
technicians, pharmacist-interns and the pharmacists, shall receive specialized and advanced
training as provided in policies and procedures, including training in the prevention, identification,
and classification of medication errors. The training program for a certified pharmacy technician
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shall be didactic in nature and shall include successful completion (80%) of a competency test for

each module.

e Pharmacists will be required to complete the first two modules listed, filling technicians
and pharmacist-interns will complete the first three modules listed, and checking
technicians will complete all the modules listed.

a. Thlnkmg about Tech-Check-Tech?

State the need in the profession for a technician-managed distribution
process

Describe the opportunities for pharmacists to provide clinical services
Review current regulations that govern Tech-Check-Tech programs
Review the principles of ASHP’s New Practice Model Initiative and an
example of state implementation

lllustrate the case to pharmacy staff, upper management, and the Board
of Pharmacy

b. Tech Check-Tech: A Step-by-Step Guide for Outpatient Pharmacy

lllustrate the case to pharmacy staff, management, and Board of Pharmacy
for Tech-Check-Tech

Recognize the steps needed to prepare and implement a Tech-Check-
Tech program

Outline how a pharmacy monitors for quality assurance in a Tech-Check-
Tech program

Formulate a sample job description for a pharmacy technician engaged in
a Tech-Check-Tech program

Review liability issues in a Tech-Check-Tech program

C. Accuracy in the Outpatient Pharmacy: Preventing, ldentifying and Classifying
Medication Errors

i.

ii.
iii.
iv.

V.

Recognize and classify common medication errors

Recognize the causes of medication errors

List ways to prevent medication errors

Recognize the importance of continuous quality improvement (CQI) in the
pharmacy distribution process

Describe the technician’s role in CQl in the pharmacy

d. Dosage Forms

iv.

Identify the most common medication dosage forms

Describe the advantages and disadvantages of different medication
dosage forms

Recognize the different routes of administration and the advantages of
each

List ways to recognize and prevent dosage form dispensing errors

e. Calculations Review

i.

ii.
iii.
iv.

V.

Vi.

Describe examples of common systems of measurement

Demonstrate the ability to convert units of measurement

Appropriately calculate the day's supply from a prescription order

Use percentages, ratios, and proportions to make accurate
pharmaceutical calculations using mathematical skills reviewed in the
activity

Solve common pharmacy calculations using mathematical skills reviewed
in this activity

Master specific math functions appropriate to practice setting

f. Advanced Review of Common Medications
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i. Group medications by pathophysiologic class using established stems
(prefixes, infixes, & suffixes)
ii. List common adverse effects and drug interactions
iii. List common adherence challenges
iv. Distinguish medications with similar generic names
v. Recognize medications with multiple formulations

Responsible Individual

The “Pharmacist in Charge” or Pharmacy Manager at each participating pharmacy shall be
ultimately responsible for the TCT program activities (unless otherwise noted). The PIC will be
responsible for meeting TCT program training and validation requirements. The PIC will designate
the staff pharmacists to supervise the activities of Checking Technicians. The entire staff,
pharmacists and technicians, will be involved in collection of data for the program evaluation on
a regular basis, reporting information to the PIC for analysis.

Staffing
Pharmacy staffing shall be adequate to ensure consistent and safe implementation and usage of

the TCT program and will optimize pharmacist patient care services, which will have data
collected and analyzed through the pharmacy’s existing CQI process with variations as requested
or demeaned necessary by the research team.

Records

The pharmacist in charge shall maintain in the pharmacy department records for each certified
pharmacy technician authorized by the pharmacist in charge or responsible pharmacist to
participate in the TCT program. The records shall be available for inspection and copying by the
Board or its representatives and any other authorized agencies for two years beyond the term of
the certified pharmacy technician’s employment. The record summary (Technician Function
Levels) shall include:

a. The name of the certified pharmacy technician.

b. The date the certified pharmacy technician completed the standardized training and site-
specific evaluation for participation in the TCT program.

c. The date the certified pharmacy technician was authorized to participate in the TCT
program and the specific TCT program functions and tasks the certified pharmacy technician is
authorized to perform.

d. When the certified pharmacy technician is authorized to check the work of other certified
pharmacy technicians, the date the checking technician completed the specialized and advanced
training.

e. The dates and results of all competency evaluations.

f. The dates of and reasons for any suspension or revocation of the certified pharmacy
technician’s TCT program authorization, identification of corrective action or retraining completed,
and date of subsequent reinstatement of the certified pharmacy technician’s TCT program
authorization.

g. The dates of and reasons for any disciplinary action taken against the certified pharmacy
technician in connection with the certified pharmacy technician’s performance of duties relating
to the TCT program.

Evaluation of Program and Technicians:

Technician filling and checking responsibilities will be monitored daily. Errors will be documented
for both filling and checking, and review of all errors will also be documented on this sheet by the
PIC or responsible staff pharmacist. These sheets will be collected and data entered for bi-weekly
review. The records will be maintained in the pharmacy for a minimum of two years.
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The implementation of the TCT program shall result in the redirection of pharmacists from
distributive tasks to cognitive and patient care activities. The participating pharmacy will document
these clinical activities and will collect and maintain these records for no less than two years
following the date of the record. These records shall be updated at least semiannually.

1. The PIC shall conduct continuous monitoring and evaluation of each Checking Technician
to ensure the continued competency of the TCT program and the safety of the patients.
Errors will be identified and records maintained following the pharmacy’s quality
measures, including variance tracking and reports, event analysis, follow up and
education.

2. Specific evaluation of the TCT program will incorporate three measures:

a. Filling: Review of errors identified by a Checking Technician or Pharmacist. The
responsible staff pharmacist shall review with all certified pharmacy technicians
involved with any errors identified during the evaluation of the filling process and
shall discuss procedure and document the review on the daily monitoring sheet to
ensure the errors are not repeated.

b. Checking: Periodic review and checking by the pharmacist of work checked
(monthly to quarterly as designated) by the Checking Technician and identification
and documentation of all errors not identified and corrected by the checking
technician and shall discuss procedure and document the review on the daily
monitoring sheet to ensure the errors are not repeated.

c. Review of errors identified following release by Checking Technician or
Pharmacist. The responsible staff pharmacist shall receive, evaluate, and review
with all certified pharmacy technicians involved with any errors identified by a
health care professional, a patient, or any individual following release of a drug by
the checking technician. All such errors will be documented on the daily form AND
recorded via the pharmacy’s CQI program.

3. Periodic review and monitoring will be recorded on our Ongoing TCT Competency
Evaluation Record.

4. Benchmarks will be identified by compiling and evaluating of the Technician QA Monitoring
Daily Reports. Bi-weekly reports will be used to evaluate ongoing competencies, identify
possible system modifications, provide data for continuing site specific education, and to
establish need for any retraining.

5. Retraining will occur when a Technician or Checking Technician has an error rate
significantly above the average for participating pharmacy’s technicians. Error rate
“outliers” will be determined by an excessive error rate in filling or checking over two
consecutive bi-weekly periods OR if the technician’s cumulative error rate significantly
exceeds the average cumulative error rate. During the retraining period (of not less than
two bi-weekly periods) a technician’s work will be checked by a pharmacist — nor will the
technician be allowed to check other technicians. Retraining will consist of a repeat
competency evaluation in the area/s where excessive errors have occurred and potential
repeat of didactic modules as appropriate. The PIC, with the input of staff pharmacists,
will determine which sections, or all, of the training modules must be repeated.

15






A Pharmacy Pilot or Demonstration Research Project for a
New Practice Model for Community Pharmacy

Phase Four

A Demonstration Project to Study the Implementation of a Toolkit and Use of
Pharmacist-Interns to Assist with Tech-Check-Tech Programs in Community Practice

lowa Pharmacy Association &
Drake University College of Pharmacy and Health Sciences

Primary contact:

Megan Myers, PharmD.
New Practice Model Program Manager
lowa Pharmacy Association
8515 Douglas Avenue, Suite 16
Des Moines, IA 50322
515-270-0713 (office)
mmyers@iarx.org

Secondary Contact:

Anthony Pudlo, PharmD, MBA, BCACP
Vice President of Professional Affairs
lowa Pharmacy Association
8515 Douglas Avenue, Suite 16
Des Moines, |A 50322
515-270-0713 (office)
630-816-5716 (cell)
apudlo@iarx.org

Submitted to the lowa Board of Pharmacy

May 4, 2016



mailto:mmyers@iarx.org

mailto:apudlo@iarx.org



BACKGROUND

Suboptimal medication therapy is at a crisis level in our health care system. Significant
changes to pharmacy practice have been occurring while efforts have been underway to more
accurately describe the capabilities and appropriate role of the pharmacist in a community
pharmacy setting. The most significant of these in lowa is the elevation of support personnel in
pharmacies through mandatory technician certification and the advancement to all doctorate of
pharmacy programs in the Colleges of Pharmacy. These two advancements have brought about
the need and opportunity to seriously look at and redefine the practice of community pharmacy.

Under the direction of its Board of Trustees, the lowa Pharmacy Association (IPA)
officially created the New Practice Model Task Force (NPMTF) in early 2009. The NPMTF was
charged with the creation and oversight of a pilot program to implement a new workflow and
business model for community pharmacy.

Phase | of the lowa Pharmacy Association’s pilot project “A Demonstration Project to
Study the Effects of Implementing Tech-Check-Tech Programs in Community Practice to
Engage Community Pharmacists in Clinical Pharmacy Services in lowa” demonstrated safety
and efficacy of utilizing Tech-Check-Tech (TCT) on refill prescriptions in a community pharmacy
setting to expand clinical pharmacy services. Pharmacies in Phase | included small chain and
independent pharmacies. The Phase | final report, presented to the lowa Board of Pharmacy
on January 13, 2016, demonstrated similar error rates for technician verified refills compared to
pharmacist verified refills. There was a statistically significant increase in both the amount of
time pharmacists spent in patient care and the number of clinical services provided. Phase Il
expanded the Phase | pilot to include a wider range of pharmacies, including the addition of
large chain and national pharmacies. One goal of the New Practice Model is to create a
process that is sustainable and reproducible. All sites in Phase | and Phase Il received support
from the lowa Pharmacy Association’s New Practice Model Project Manager at every stage of
the pilot. Continued management from the lowa Pharmacy Association is not sustainable and
there is a need to create a process to support sites without a project manager.

In response to the established rules by the lowa Board of Pharmacy for pharmacy pilot
or demonstration research projects (657—8.40 (155A,84GA,ch63), the purpose of this
application is to transition management to individual sites currently participating in the
lowa Board of Pharmacy-approved New Practice Model pilot through use of a toolkit with
minimal involvement from the lowa Pharmacy Association and the researcher at Drake
University College of Pharmacy & Health Sciences involved with previous Phases of the
pilot project.

The MTM services provided by the community pharmacists in this study may:

1. Be coordinated with and complementary to pharmacy services currently being
delivered by medical practices in lowa,

2. Include comprehensive medication reviews, medication compliance counseling,
immunization services, and clinical screenings, and

3. Establish site-specific collaborative agreements between physicians and
community pharmacists.





The partners in this study initially include the lowa Pharmacy Association, Drake
University College of Pharmacy and Health Sciences, and NuCara Health Management, Inc.

Specific Aims of this study are to:

1. Implement and assess the impact of utilizing a toolkit to support current Tech-
Check-Tech programs.

LEADERSHIP TEAM MEMBERS

Megan Myers, PharmD will serve as Project Coordinator. She will oversee the project,
coordinate the study activities, chair the regular team meetings, and lead the writing of the study
reports to the Board of Pharmacy.

Michael Andreski, RPh, MBA, PhD, Assistant Professor of Social and Administrative
Pharmacy, Drake University College of Pharmacy and Health Sciences serve as research
consultant and principal investigator, will participate in regular team meetings, and will
participate in the writing of the study report.

T.J. Johnsrud, NuCara Health Management, Inc., will provide a pharmacy management
perspective for coordinating the community pharmacy clinical services and Tech Check Tech
programs within the community pharmacy sites. He will participate in regular team meetings.

Anthony Pudlo, PharmD, MBA, BCACP, Vice-President of Professional Affairs, and Kate
Gainer, PharmD, Executive Vice President/CEO, lowa Pharmacy Association will oversee
coordination of clinical pharmacy services available to community pharmacy sites in this study.

PROJECT SUMMARY

Participating pharmacies were identified to be New Practice Model (NPM) participant
sites using criteria defined by the NPMTF. In the phase IV NPM pharmacies, the pharmacist(s)
will continue to work collaboratively with prescribers and other care providers in their community
to optimize the medication use process. This process may involve the appropriate choice of
medication as the therapy modality, initial selection of appropriate therapy to minimize drug
therapy problems, assisting the patient in the acquisition and use of the medication, appropriate
monitoring and adjustment of the medication therapy, and withdrawal or changing of medication
therapy as appropriate, among others. This ongoing effort is coordinated amongst providers,
with the pharmacist actively engaged in the process.

Community pharmacies will continue “Tech-Check-Tech” (TCT) programs for refills only
to increase the availability of the community pharmacist for direct patient care. Pharmacists will
continue to have ultimate authority over the dispensing process in this model. However, that
does not mean the pharmacist will have hands-on direct supervision over every non-judgmental
aspects of dispensing refill medications. The pharmacist’s time will be concentrated on those
aspects of dispensing that require the expertise of the pharmacist to assure safe and accurate
dispensing.





Following is a brief description of what this practice may look like:

- The pharmacist will be physically located on the premises of the pharmacy in an
environment and location that is comfortable and efficient for direct patient interaction.

- The prescription department is staffed by nationally certified technicians or employed
pharmacist-interns. The pharmacist-technician and pharmacist-pharmacist intern
relationship will become more important as the pharmacist will rely on new technologies
and the leadership of head technicians to maintain the highest safety to patients.

- Many of the prescriptions filled in the pharmacy are refill prescriptions subsequent to an
original order by the prescriber. With no changes in therapy, the most significant criteria
is to make sure the medication and quantity is correct, it is billed accurately, and the
correct patient receives the medication. These non-judgmental tasks of the process can
be entirely technician driven.

- The “final check” technician works closely with the pharmacist. This relationship is
important as the pharmacist will often rely on the technician to request appropriate
interaction and/or intervention. The “final check” technician has received advanced
training. This standardized training was developed by the NPMTF in collaboration with
the lowa Pharmacy Foundation with approval by the Board of Pharmacy in 2014. The
Board of Pharmacy ultimately approves each pharmacy site’s involvement in this
initiative.

- New prescriptions trigger a process which brings the pharmacist into the traditional
dispensing function — on the DUR/MTM side of the process. The pharmacist verifies the
accuracy of the order and the appropriateness of therapy.

- Medication counseling and responding to patient questions may be completed in
association with the distribution of the medication to the patient, but it may also occur
outside of dispensing. Pharmacists would be available for consultation with patients,
prescribers and other care providers as an integral member of the team. Overall, this
model will enable pharmacists to provide direct patient care services.

The medication distribution process will be under the control of a pharmacist, but only in that a
pharmacist will be responsible for developing, implementing, and providing Continuous Quality
Improvement for a system where the majority of activity will be completed by nationally-certified
pharmacy technicians. Use of appropriate technologies (e.g., image verification, barcode
scanning, filling machines) will be utilized when appropriate to assure the medication is made
available to the patient.

Board of Pharmacy Rules Needed to be Waived
In order for implementation of this pilot project, it is requested that the lowa Board of Pharmacy
waive three regulations.

657—3.21(1) Technical dispensing functions. By waiving rule 657—3.21(1), the Board of
Pharmacy would allow for a certified pharmacy technician to conduct final verification of the
patient’s prescription or medication order as is the current exception in an approved tech-check-
tech program pursuant to 657—Chapter 40, as well as when the medication order is filled by a
registered pharmacist-intern.





657—3.23(155A) Tasks a pharmacy technician shall not perform. By waiving rule 657—
3.23(155A) specifically point number one, the Board of Pharmacy would allow for a certified
pharmacy technician to provide the final verification of a filled prescription or medication order.

657—38.3 (4) Pharmacist-documented verification. By waiving rule 657—8.3(4), the Board of
Pharmacy would remove the responsibility of the pharmacist to provide and document the final
verification of the patient’s prescription medication in order to pilot a tech-check-tech program in
community practice settings.

Identification of Patients Needing MTM Services

Patients currently utilizing the community pharmacy will be provided the additional clinical
pharmacy services that community pharmacies are available to provide. Patients who would be
eligible for commercial and/or governmental MTM services will be identified through pharmacy
records. If the patient is not a subscriber to insurance coverage providing payment for
pharmacist provided MTM services, these services will be provided at a fee-for-service basis
when possible. The community pharmacists will also work closely with their physicians in their
community to identify key patients in the medical practice that would benefit from medication
management services. The physician and pharmacist will be provided the necessary
assistance to establish a collaborative practice agreement to address these key health care
needs in the community.

Services Provided under MTM

A variety of MTM services will be available to patients who have been identified through their
screening processes by the pharmacist for receiving them. A comprehensive guide of services
will be provided to participating pharmacies. All pharmacies will be utilizing the standardized
JCPP’s Pharmacists’ Patient Care Process with all services provided.* These services may
include but are not limited to:

1. MTM as described in the Core Elements of MTM Service Model document produced
as a joint initiative of the American Pharmacists Association and the NACDS
Foundation?

2. Immunization services

3. Clinical screenings and disease state monitoring

4. Among other services

! American Pharmacists Association. How to Implement the Pharmacists’ Patient Care Process; 2015.

2 American Pharmacists Association, National Association of Chain Drug Stores Foundation. Medication
Therapy Management in Pharmacy Practice: Core Elements of MTM Service Model. Washington, DC:
American Pharmacists Association; March 2008.





METHODS

Subjects

Community pharmacies throughout the state of lowa that have been identified to have the
desired characteristics mentioned above will be asked to participate in this study. Only sites
from the previous pilot project “A Demonstration Project to Study the Effects of Implementing
Tech-Check-Tech Programs in Community Practice to Engage Community Pharmacists in
Clinical Pharmacy Services in lowa” will be considered for participation for the Phase IV pilot.
The designated pharmacies included in the study (i.e., utilize Tech-Check-Tech and provide
various MTM services) will be identified by members of the New Practice Model Task Force
through standard selection criteria. To be eligible, the pharmacies must be an ambulatory
pharmacy that is willing to participate in all phases of the project, from design to final
assessment. They will agree to document and report to the Board of Pharmacy all required refill
technician checking activities and pharmacist’s clinical service activities.

Measures

Aim 1: Implement and assess the impact of utilizing a toolkit to support Tech-Check-Tech
programs.

The lowa Pharmacy Association will develop a toolkit to aid sites in developing an application to
the Board of Pharmacy, as well as recommendations for ongoing monitoring, and instructions
on how to report measures to the Board of Pharmacy (see appendix A for table of contents).
The lowa Pharmacy Association will not provide direct support in terms of compiling, reviewing
and submitting applications or reports. Drake University of Pharmacy and Health Sciences will
not support pharmacies for their data collection process. However, sites will receive access to
application templates, data collection tools and reporting templates available within the
developed toolkit. The lowa Pharmacy Association will not conduct site visits, yet sites will be
invited to participate in phone calls or meetings that are related to the New Practice Model
initiative. Effectiveness of the toolkit will be measured through quarterly satisfaction surveys.

Reporting Requirements - Sites will be responsible for collecting information regarding:

1) Continuous Quality Improvement

Information will be gathered to ensure dispensing accuracy. Pharmacists will double
check 50 technician-verified refills per month for errors and will record errors found. The primary
onsite pharmacist will review these results on an ongoing basis with quarterly reports made to
the Board of Pharmacy. If the error rate at the site is higher than expected, additional training
will be given and procedures reviewed, after which an assessment will be performed based on
type and number of errors made. This assessment will include double-checking all prescriptions
checked by the technician(s) for a period ranging from one day to one week. Sites may choose
to remove a technician from participating in tech-check-tech at their discretion.

2) Documentation of pharmacist-provided patient care services

Information will be gathered regarding the amount and types of clinical services being
performed while utilizing Tech-Check-Tech.

3) Amount of time spent utilizing TCT (# of TCT days)

The amount of time utilizing TCT will continue to be monitored with the goal of utilizing TCT
60% of the time.





Analysis
Survey results will be reviewed quarterly and improvements to the toolkit will be made as
needed based on survey results.

STUDY PARTNERS

Drake University

Drake University will oversee the research component of this project, by working with the
pharmacy partners to assure that study activities are conducted in a timely and coordinated
manner. Dr. Andreski will design the satisfaction survey, supervise data collection, manage and
analyze study data, and assist in writing the study reports.

lowa Pharmacy Association

The lowa Pharmacy Association (IPA) will assist in preparing the community pharmacy sites to
deliver the MTM services. They have experience in helping pharmacy practices adjust to
providing services such as MTM. IPA will help the practices adjust staffing, workflow, and
service delivery issues with the participating community pharmacies

Local Community Pharmacies in the New Practice Model Initiative

Community pharmacies across the state of lowa are currently participating in the study by
working to transform their current patient care delivery model to allow for a Tech-Check-Tech
program to engage pharmacists in clinical programs that improve patient safety and provide
enhanced patient care. Pharmacists in these pharmacies will deliver the clinical services as
described in this study proposal and subsequent service descriptions.

lowa Board of Pharmacy

The lowa Board of Pharmacy will evaluate specific community pharmacy’s Tech-Check-Tech
programs pursuant to their final rules as authorized by 2011 lowa Acts, chapter 63, section 36,
as amended by 2012 lowa Acts, House File 2464, section 31. These sections of the lowa Acts
give authority to the Board of Pharmacy to approve a pilot or demonstration research project of
innovative applications in the practice of pharmacy relating to the authority of prescription
verification and the ability of a pharmacist to provide enhanced patient care for up to eighteen
months.

PROJECT TIMELINE
Month 1 Community pharmacies will continue Tech-Check-Tech for refill
prescriptions

Month 3 Sites will submit their first reports to the Board of Pharmacy utilizing
resources in the toolkit and complete satisfaction survey for toolkit (will
continue quarterly)

Month 18 Pilot project authority expires for Tech-Check-Tech

Month 18-19 Sites to submit final reports. IPA and the researcher will complete data
analysis and report for toolkit surveys





Appendix A
Proposed Toolkit Table of Contents

*Sites have already completed steps 1, 2 and 4 in the previous pilot.

Step 1.

Collect baseline data
Workflow planning
Business/services planning
Staff Training

Peer-to-peer site visit

Step 2:

Compliance officer inspection/visit

Step 3:

Board of Pharmacy Application

Step 4.

Implementation of Tech-Check-Tech

Step 5:

Post-implementation monitoring and reporting





Appendix B
Certified Pharmacy Technician Training Requirements

Technician Utilization & Authorized Checking Functions

Each technician specifically authorized to participate in TCT at the participating pharmacy will be
identified in their personnel file and an added designation to their posted registrations. A certified
pharmacy technician authorized to participate in TCT will be trained in and maintain all the duties,
activities, and work of registered and certified technicians. Additionally the Checking Technician
may be allowed to check medication orders filled by other certified technicians, limited to the
following patient care situations:

¢ Refill medications, in which DUR has already occurred by a pharmacist

Each technician certified to check will have documented training and evaluation of necessary
training. Each pharmacy location will determine examples of medications that will NOT be
checked by technicians. This could include, but is not limited to:

e Controlled substances,

¢ Compounded medications, and

e Others as designated by PIC or staff pharmacists.

“Filling” Technician or Pharmacist-Intern

o Certified technicians filling prescriptions for the TCT program must be nationally certified
and passed an audit of accurately filling prescriptions as established by a site’s policy and
procedures.

e Employed pharmacist-interns must have at least 300 hours of experience working as a
technician or intern, and at least 100 of the 300 hours must be at the current TCT location.
Interns must pass an audit of accurately filling prescriptions as established by a site’s
policy and procedures.

“Checking” Technician Participation & Training
All of the following shall apply to a certified pharmacy technician authorized to be a “Checking
Technician” at the participating pharmacy:
e National Certification: current and in good standing
¢ lowa Registration: current and in good standing, and not currently subject to disciplinary
charges or sanctions.
e Prior Experience: The Checking Technician shall work at the participating pharmacy full
or part time and:

o Shall have at least 1,000 hours prior technician work experience at the TCT site
and at least 1,000 additional hours of prior technician work experience at the
current or previous pharmacy, successfully complete their necessary location-
specific training, and then complete the TCT training (see below).

o If the technician has no prior technician work experience in a pharmacy, they shall
work at least 2,000 hours at the pharmacy and successfully complete their
necessary location-specific training, and then complete the TCT training (see
below).

o |IPA/CEI Tech-Check-Tech CPE Modules: If a pharmacy will be implementing a Tech-
Check-Tech program, the certified pharmacy technicians, and in some cases the
pharmacists, shall receive specialized and advanced training as provided in policies and
procedures, including training in the prevention, identification, and classification of
medication errors. The training program for a certified pharmacy technician shall be
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didactic in nature and shall include successful completion (70% or above) of a competency
test for each of the following modules. Learning objectives for each module are listed

below.

Pharmacists will be required to complete the first two modules listed, filling technicians
and pharmacist-interns will complete the first three modules listed, and checking
technicians will complete all the modules listed.

a. Thlnkmg about Tech-Check-Tech?

State the need in the profession for a technician-managed distribution
process

Describe the opportunities for pharmacists to provide clinical services
Review current regulations that govern Tech-Check-Tech programs
Review the principles of ASHP’s New Practice Model Initiative and an
example of state implementation

lllustrate the case to pharmacy staff, upper management, and the Board
of Pharmacy

b. Tech Check-Tech: A Step-by-Step Guide for Outpatient Pharmacy

lllustrate the case to pharmacy staff, management, and Board of Pharmacy
for Tech-Check-Tech

Recognize the steps needed to prepare and implement a Tech-Check-
Tech program

Outline how a pharmacy monitors for quality assurance in a Tech-Check-
Tech program

Formulate a sample job description for a pharmacy technician engaged in
a Tech-Check-Tech program

Review liability issues in a Tech-Check-Tech program

C. Accuracy in the Outpatient Pharmacy: Preventing, ldentifying and Classifying
Medication Errors

i.

i
iii.
iv.

V.

Recognize and classify common medication errors

Recognize the causes of medication errors

List ways to prevent medication errors

Recognize the importance of continuous quality improvement (CQI) in the
pharmacy distribution process

Describe the technician’s role in CQl in the pharmacy

d. Dosage Forms

iv.

Identify the most common medication dosage forms

Describe the advantages and disadvantages of different medication
dosage forms

Recognize the different routes of administration and the advantages of
each

List ways to recognize and prevent dosage form dispensing errors

e. Calculations Review

i.

ii.
iii.
iv.

Vi.

Describe examples of common systems of measurement

Demonstrate the ability to convert units of measurement

Appropriately calculate the day's supply from a prescription order

Use percentages, ratios, and proportions to make accurate
pharmaceutical calculations using mathematical skills reviewed in the
activity

Solve common pharmacy calculations using mathematical skills reviewed
in this activity

Master specific math functions appropriate to practice setting
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f. Advanced Review of Common Medications
i. Group medications by pathophysiologic class using established stems
(prefixes, infixes, & suffixes)
ii. List common adverse effects and drug interactions
iii. List common adherence challenges
iv. Distinguish medications with similar generic names
v. Recognize medications with multiple formulations

Responsible Individual

The “Pharmacist in Charge” or Pharmacy Manager at each participating pharmacy shall be
ultimately responsible for the TCT program activities (unless otherwise noted). The PIC will be
responsible for meeting TCT program training and validation requirements. The PIC will designate
the staff pharmacists to supervise the activities of Checking Technicians. The entire staff,
pharmacists and technicians, will be involved in collection of data for the program evaluation on
a regular basis, reporting information to the PIC for analysis.

Staffing
Pharmacy staffing shall be adequate to ensure consistent and safe implementation and usage of

the TCT program and will optimize pharmacist patient care services, which will have data
collected and analyzed through the pharmacy’s existing CQIl process with variations as requested
or demeaned necessary by the research team.

Records

The Pharmacist in Charge shall maintain in the pharmacy department records for each certified
pharmacy technician authorized by the Pharmacist in Charge or responsible pharmacist to
participate in the TCT program. The records shall be available for inspection and copying by the
Board or its representatives and any other authorized agencies for two years beyond the term of
the certified pharmacy technician’s employment. The record summary (Technician Function
Levels) shall include:

a. The name of the certified pharmacy technician.

b. The date the certified pharmacy technician completed the standardized training and site-
specific evaluation for participation in the TCT program.

c. The date the certified pharmacy technician was authorized to participate in the TCT
program and the specific TCT program functions and tasks the certified pharmacy technician is
authorized to perform.

d. When the certified pharmacy technician is authorized to check the work of other certified
pharmacy technicians, the date the Checking Technician completed the specialized and
advanced training.

e. The dates and results of all competency evaluations.

f. The dates of and reasons for any suspension or revocation of the certified pharmacy
technician’s TCT program authorization, identification of corrective action or retraining completed,
and date of subsequent reinstatement of the certified pharmacy technician’s TCT program
authorization.

g. The dates of and reasons for any disciplinary action taken against the certified pharmacy
technician in connection with the certified pharmacy technician’s performance of duties relating
to the TCT program.

Evaluation of Program and Technicians:
Technician filling and checking responsibilities will be monitored daily. Errors will be documented
for both filling and checking, and review of all errors will also be documented on this sheet by the
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PIC or responsible staff pharmacist. These sheets will be collected and data entered for bi-weekly
review. The records will be maintained in the pharmacy for a minimum of two years.

The implementation of the TCT program shall result in the redirection of pharmacists from
distributive tasks to cognitive and patient care activities. The participating pharmacy will document
these clinical activities and will collect and maintain these records for no less than two years
following the date of the record. These records shall be updated at least semiannually.

1. The PIC shall conduct continuous monitoring and evaluation of each Checking Technician
to ensure the continued competency of the TCT program and the safety of the patients.
Errors will be identified and records maintained following the pharmacy’'s quality
measures, including variance tracking and reports, event analysis, follow up and
education.

2. Specific evaluation of the TCT program will incorporate three measures:

a. Filling: Review of errors identified by a Checking Technician or Pharmacist. The
responsible staff pharmacist shall review with all certified pharmacy technicians
involved with any errors identified during the evaluation of the filling process and
shall discuss procedure and document the review on the daily monitoring sheet to
ensure the errors are not repeated.

b. Checking: Periodic review and checking by the pharmacist of work checked
(monthly to quarterly as designated) by the Checking Technician and identification
and documentation of all errors not identified and corrected by the Checking
Technician and shall discuss procedure and document the review on the daily
monitoring sheet to ensure the errors are not repeated.

c. Review of errors identified following release by Checking Technician or
Pharmacist. The responsible staff pharmacist shall receive, evaluate, and review
with all certified pharmacy technicians involved with any errors identified by a
health care professional, a patient, or any individual following release of a drug by
the Checking Technician. All such errors will be documented on the daily form AND
recorded via the pharmacy’s CQI program.

3. Periodic review and monitoring will be recorded on our Ongoing TCT Competency
Evaluation Record.

4. Benchmarks will be identified by compiling and evaluating of the Technician QA Monitoring
Daily Reports. Bi-weekly reports will be used to evaluate ongoing competencies, identify
possible system modifications, provide data for continuing site specific education, and to
establish need for any retraining.

5. Retraining will occur when a technician or Checking Technician has an error rate
significantly above the average for participating pharmacy’s technicians. Error rate
“outliers” will be determined by an excessive error rate in filling or checking over two
consecutive bi-weekly periods OR if the technician’s cumulative error rate significantly
exceeds the average cumulative error rate. During the retraining period (of not less than
two bi-weekly periods) a technician’s work will be checked by a pharmacist. The technician
also will not be allowed to check other technicians. Retraining will consist of a repeat
competency evaluation in the area(s) where excessive errors have occurred and the
technician may repeat didactic modules as appropriate. The PIC, with the input of staff
pharmacists, will determine which sections, if not all, of the training modules must be
repeated.

12






After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8t Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on g s
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [[V]] Waiver [[]] Variance
(eheck the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY) *

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement. :

Note: Statutory requirements that have been repeated in administrative rules are pot subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for rencwal? [Eﬁlnitial Request [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/regist;rant name and name of contact person, i.¢. pharmacist in charge)
Name: U_T_. C',OV“W\-UNV\-\J‘&% Hom%%‘oﬁ-;;:;-_’ g \ N-_2A_RN-&5322.
Address: 5 Lﬂ gﬂeﬁrm C A S d

City: “Xe>den C\,‘\?ﬂ State: ¥ Zip Code: 5 2N\

Petition Information

1. Chapter Number and Title. S Addeccne 2
Cheocprer SO Cov Recponsa
2. Rule Number(s) and Title(s). o -8
6ST-20.H

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

(include area code)

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.





After filling out form, print, sign, and mail to: Iowa Board of Pharmacy
400 SW 8% Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board mesting.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

(1] Yes [[]1 No [Eﬁo not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[ Yes [[Zﬁo [[]] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do vou know how the Board of Pharmacy has treated similar situations?

[[]] Yes (A No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

A Yes  [INo

If yes, describe below the issue involved and the outcome.
See. P T

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Jowa Board of Pharmacy. I hereby atiest to the accuracy and truthfulness of the
information contained herein.

S Dot S el 4/5 /1

Petitioner’s Signature Date
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1T UNIVERSITY oF IOWA

HEALTH VENTURES University of Iowa Community HomeCare
2949 Sierra Court SW
lowa City, lowa 32240-8503
319-337-8522 Tel
888-262-6469 Tel
319-337-8524 Fax
. www.ulcommunityhomecare.org

April 5, 2016

To: lowa Board of Pharmacy

From: Debra Killion, RPh, Pharmacist in Charge

Petition Information

1. Chapter Number and Title
Chapter 20 Compounding Practices
2. Rule Number and Title
657-20.4 Sterile Compounding
3. Describe essence of each Rule that pertains to this petition.

We are a home infusion pharmacy that compounds patient specific IV medications.
We do not do Risk Level 3 compounding. We do not have a clean room. We have
[SO 5 Primary Engineering Controls. We do not have an ISO 7 Buffer area. We do
have a segregated Buffer area in which we use Compounding Aseptic Containment
Isolators (CACI). '

4. Describe specific nature of the petition:

Because we use CACI to compound, some of the current USP 797 guidelines are
not applicable to our situation. This includes:

e Person Specific Gloved Fingertip Sampling: we do this for each CACI
quarterly.

» Smoke Tests in PEC: We have contacted manufacturer and there is
documentation on file that this is not applicable. A video is available that
demonstrates the smoke pattern.

e Secondary Engineering Control: Full garbing (gowns) not required as we use
CACI.

e Secondary Engineering Control ACPH: Our room is positive pressure,
monitored with a gauge and is constructed with smooth/impervious materials.

e Ante Area, not applicable as we use CACI.





» Air sampling of the Buffer area is completed but not as delineated since we
are not 1SO 7 and therefore not applicable to complete as described.

5. Describe relevant facts and reasons why this petition merits consideration for
waiver.

Our current sterile compounding conditions comply with current USP 797 guidelines
for use of CACI. Our current conditions have passed previous Board of Pharmacy
Inspections and accreditation Visits from ACHC (Accreditation Commission for
Home Care).

Per the Sterile Compounding Inspection Checklist, we comply with all aspects
related to

Training and evaluation of staff in aseptic manipulations and hand hygiene
Media Fill Testing

Glove Fingertip Sampling (for the CACI)

Cleaning and Disinfecting

Primary Engineering Control operation, testing and maintenance
Secondary Engineering Control segregation, operation and cleaning.
Cleaning and Disinfecting Procedures

Viable and Nonviable Environmental Sampling and Testing and
documentation

Quality Control

Quality Assurance Program

Verification of Automated Compounding Devices

Policies and Procedures

® & & @

We are aware of current USP 800 rules that go into effect July 1, 2018 and of the
proposed revisions to USP 797 that most likely will be finally and effective on the
same date.

We plan to construct a new facility with Primary and Secondary Engineering
Controls that comply 100% with USP 797 and USP 800. Until then, we will phase in
all requirements that are possible given our current facility (ISO 5 PEC in a non ISO
7 Buffer Area).

6. Does anyone else (inside or outside state government) possess knowledge
relevant to this petition?





Do not know

7. Would anyone be adversely affected if this petition were granted?
No

8. Do you know how the Board of Pharmacy has treated similar situations?
No

9. Have you had any past interaction with the Board of Pharmacy that might impact
or relate to this petition?

Yes. | have discussed this petition with Curt Gerhold, Compliance Officer
during his visit on April 1, 20186.

| authorize any person with knowledge of the relevant or important facts relating to
this petition to release any pertinent information to the lowa Board of Pharmacy. |
hereby attest to the accuracy and truthfulness of the information contained herein.

4511k





STERILE COMPOUNDING INSPECTION CHECKLIST

THIS CHECKLIST 1S NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MEARLY A TOOL AND MAY NOT BE ALL INCLUSIVE

TABLE OF CONTENTS 1

[INITIAL 3

i F .,,4_‘,, ey £
GARBING FOR HAZARDOUS
R R

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
1





VIABLE AND NON-VIABLE ENVIRONMENTAL SAMPLING TESTING 11-12

'POLICIES AND PROCEDURES 17-18°

LOW RISK AND LOW RISK WITH 12° OR LESS BUD 20-21

HIGH RISK 24-25 |

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797=. T IS MERELY A TOOL AND MAY NQT BE ALL INCLUSIVE
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'EACH PHARMACY EMPLOYEE WHO IS AUTHORIZED TO STERILE COMPOUND MUST HAVE COMPLETED TRAINING
- AND INITIAL COMPETENCIES PRIOR TO ENGAGING IN COMPOUNDING.

DOES THE PHARMACY HAVE DOCUMENTATION OF TRAINING AND SUCCESSFULLY PASSING THE  (YES™ NoO|
FOLLOWING FOR EACH EMPLOYEE? ;

DID THE TRAINING - Didactic C @ NO
INCLUDE: ~+ Audio-Video

A Professwnal Publlcatwns |
: HAND I—IYGIENE AND GARBING procedure on page 9-10 "YES ) NO

; Appendix ITl-—Sample Form for Assessing Hand Hygiene and Garbing Related Practices of Compounding Personnel
| Appendlx III—Sample F orm for Assessmg Hand Hygzene and Garbmg Related Practzces of Compoundmg Personnel

MEDIA-FILL TESTING- (sterlle fluid bacterial culture medium transfer using a single syringe and needle) procedure o NO

‘page
‘ Appendix IV—Sample Form for Assessing Aseptic Technique and Related Practices of Compounding Personnel

'GLOVE FINGERTIP SAMPLING-3 times prior to compounding NO
see procedure on page 5 - j
'CLEANING AND DISINFECTING schedule on page 8 CYES) NO.

; AppendisV—Sample Form for Assessing Cleaning and Disinfection Procedures

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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Is Hand Hygrene assessed for each compoundmg employee annually? see procedure on page 9 10

YES™

Is Glove and Garbmg assessed for each compoundmg employee annually" see procedure on page 9-10 CXESM‘}

Are Cleaning and D1smfect1ng procedures assessed annually? (includes any custodral or 1nst1tut1ona1 env1ronmental ser Vlces) see@

schedule on page 8

Are Med1a~F111 testseompleted for the hrghest level of eompoundmg performed’? procedure on page 5 N
Are Medra-Frll tests for LOW RISK and MED-RISK LEVELS repeated EVERY YEAR'?

Are Media-Fill tests for HIGH RISK repeated EVERY 6 MONTHS? e A_P \p\ N %\Q \ e
Are Media- Frll tests observed and documented‘?‘?
Are Medla Flll tests documented‘? |
(Are Medra—Frll tests performed under the most ehallengmg condltmns‘? ie. at the end of day/shrft

| - Are Glove Fingertip Sampling completed as follows? O e AJow e
Low/Med Risk—annually 1;) e
ngh Rrsk—wevery 6 months Lo

Are results of Glove Fingertip Samplmg properly doeumented‘?
by # of CFU per person/per hand

Are action levels based on # of CFUs per person‘? (not hand)

‘Do the evaluations occur in the following order?
'Hand Hygiene

Garbing

Fingertip Sampling-discard gloves
~hand Hygiene
' Garbing
'Media Fill Testing
. Cleaning and Disinfecting

@

YES
YES

Bee

YES

YE

&9 @

NO
NO
NO

NO

NO

NO

NO

NO

NO
NO

NO

NO

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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{ MEDIA-FILL PROCEDURE
§ Commercially available Soybean-Cascin Digest Medium

f + able to promote exponential colonization of bacteria

[ INCUBATION—20°-25° or 30°-35° for minimum of 14 days

| —7 days at each temp if using 2 temperatures

| FAILURE—visible turbidity in any vial/bag on or before 14 days

| GLOVE FINGERTIP '« sterile contact agar plates
§ SAMPLING PROCEDURE: '+ neutralizing agents shall be in agar—lecithin and polysorbate 80
'« all fingers AND THUMB shall be tested
“* one plate for each hand
» test done after compounding has been completed
“+ NO IMMEDIATE DISINFECTING OF GLOVES
|« observed and documented
|+ Gloves must be discarded after Fingertip test and hand hygiene
' INCUBATION
-+ Plates securely covered and inverted
-* 30°-35° for 48-72 hours

§ ACTION LEVELS—Table 4 in USP <797>
¥ ig'B“P Sample - _,
pocees 0000000

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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Does the FEC maintain an ISO CLASS 5'? (( %ES |) NO

; Is the PEC free of debrrs and non-essentral rtems for the spec1ﬁe compound? - . NO

: Is FIRST AIR blocked‘? (arr drrect from ﬁlter to product) B - YES -
| Are cr1t1eal sites swabbed with individually Wrapped/smgle“use sterile 70 IPA (1sopropy1 alcohol) 1mmed1ate1y prior to YES N NO
penetranon‘? - T

j--Are smoke tests performed‘? (deterrmnes alrﬂow and should be umdlrectlonal away from product) gg’ﬁh@ oo  YES @
"Is the PEC cleaned and disinfected top to bottorn and back to front? - @ NO B

Is the secondary engineering control only accessible to personnel who are garbed? SQQ_ Woww e YES @

Is the equipment limited to necessary items for compounding? YES

non permeable non sheddrng, Cleanable NO SINK OR FLOOR DRAIN NO FOOD OR DRINK

Are 1tems and equrpment cleaned and d1s1nfected when ﬁrst brought mto room‘? ' NO
Does the secondary engineering control maintain an ISO CLASS 7 OR 87 (7 if adJacent toa negatlve pfessure room; 8 1f is YES .
not adjacent to a negatrve pressure roorn) ee CA 2, S :
Are work surfaces and shelvrng smooth 1mpervrous materlals that can be easﬂy cleaned'? (stamless steel/molded plastlc) NO :
Are oerhngs walls ﬂoors fixtures, shelving, counters and cabmets smooth impervious, free from cracks and crevices and NO
non~shedd1ng‘? (oeihng/wail tlles 1mpregnated wrth polymer Of epOoXy- coated gypsum board) test with alcohol swab
Are junctures caulked or covered so dirt cannot accumulate? NO |
Are hghts mounted ﬂush to cerlrng? NO !
Are carts stamless steel wrre nonporous plastlc or sheet rnetal w1th cleanable camsters? NO I

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR F{EPLACE USP <797> ITIS IVIEFlELYA TOOL AND MAY NOT BE ALL INCLUSIVE
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' Are activities limited to necessary movements? (decreases shedding/bioburden) @

Are sterile gloves donned in this arca? (they should be)

Are smoke tests performed? e Jocvog YES

-* determines airflow
L. should be umdlrectlonal away from product

' Are pressure dtfferenttal monitors being used? (Z ES )

| pressure gauge or velocity monitor to measure airflow between
* buffer area-ante area
* ante area- general compoundmg area

Are the pressure differential monitors contmuously momtormg pressure and
documented on log every Work shtft?-mmtmum dally

'Does the secondary engineering control provide HEPA ﬁltered air to room wrth 30 air changes per hour (ACPH)? YES
PEC cannot be the only source of ﬁltered a1r See  ABNJo o~

: Is the a1r reoetved from the cetlmg and retumed on Wall close to the ﬂoor?

If there is a phys1ca1 barrier between ISO class areas (ISO CLASS 5 to 7 and ISO CLASS 7 or 8 to general pharmacy @
: area) is there 0 02 O 05 mches of water column‘?

If there isno physwal barrler between ISO Class areas is there a 11ne of demarcatton” Not- A-ho\oi\c. (e YES

€

NO

NO

NO
NO

NO

Does the ante-area contam a smk? @

Vi "
: Does the ahte_ area have a lme of demareatlon 11ne that separates ante area frorn buffer area N@ i (Q\ P \0 ol YES
Is the Segregated compoundmg area free of food and drmk‘?

=N

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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Does cleaning occur from cleanest to dirtiest?
. ISO Class 5 —PEC=> buffer Area => ante-area —>gene1a1 supply area

Does cleaning and dlsmfectlng of the PEC occur at appropriate times?
» before each compounding shift

» before each batch is started

» at regular intervals-every 30 minutes

~+ when spills occur or are visibly soiled

i . When contammatlon 1s suspected (procedural breaches)

Is resrdue free drsmfectant “70% IPA allowed to dry before compoundmg starts
When heavy sorhng has occurred is a pre cleaning step completed before dlsmfectmg‘?

‘ Are materials used for cleaning appropriate? wipes, mops, sponges
~» low shedding
» synthetic fibers
~+ dedicated for use in specific compounding area
. -mops may be used in buffer/ciean and ante-areaw1n that order i dlscarded after one use

Are cleamng materrals dlscarded dally in plastrc bags wrth mlnlmal agltatron‘?

“If items are reused are they identified in PnP’s and based on manufacturers recommendatrons that ensure effectlveness after
__r__‘_’fp??‘_'?“’_‘_i use and does not add to bioburden of area being cleaned? Not- Appcadole

Are cleaning agents appropriate and identified in PnP’s? (agents selected for compatibilities, effectiveness and toxic residues)

Are areas cleaned according to schedule below? using approved agents by trained personnel?

f Daily: | Monthly:
| Counters j Ceilings

| Work surfaces Walls
Floors—mopped with cleaning and disinfecting agent once daily J Shelving
W at a time when 1o aseptrc operatlons are in process,

NO






Do PnP’s restrict from ISO Class 5 and 7 areas personnel who have the following?
+ rash =

* sunburn

_* weeping sore

_* conjunctivitis
. actlve resplratory mfectlon

- Do compounding personnel in ISO Class 5 and 7 REMOVE make-up v1s1ble Jewelry (mcludmg nngs) and all outer ES
“clothing? (bandanas, scarves, vests) AND are unpolished nails neat and trimmed?

Is donning completed in the following order? , @ '

~» head covers

'« beard covers in addition to face masks

“+ eye shiclds-optional unless working with hazardous drugs or germicidal disinfectants

» shoe covers or dedicated shoes (1 at a time stepping over LOD)

» hand cleansing—procedure on page 10

-« non-shedding gown with sleeves —snug around wrists and enclosed around neck

. » hand antiseptic using waterless alcohol based surgical hand scrub with persistent activity

* hands allowed to dry
« sterile gloves—Iast item before compounding begins—gloves can be disinfected by wiping or rubbing with sterile
70% IPA 1f they touch any non-stertle su:rface

Are gowns dlscarded if removed from buffer area'? ae 2. V\‘J'Ljot_eu 2 YES
If ‘gowns are reused are the dtscarded after one shn‘.t'? YES
: 1
: Are shoe covers, head covers, face sh1elds and gloves reused'? (answer should be NO) YES

Have sterlle gloves been tested by manufacturer for compatlblhty Wlth alcohol dlsmfectlon‘?
Are gloves inspected for punctures and tears frequently throughout compoundmg?
If gloves need to be replaced, is hand cleansing and garbing repeated?

Are hand cleaning procedures appropriate? procedure on page 10

o

NO

NO

NO

NO
NO
NO

NO

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. T IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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s GARBING FOR _

ARE PERSONNEL CLEANSING AND DONNING PR_OCEDURES BE FOLLOWED FOR COMPOUNDING IN J NO |
AN ISOLATOR? (answer should be yes unless manufacturer provides written documentation that any component are )
not required)

GARBING FOR '

E okl ik e

| Are personnel garbed whﬂe preparmg non-sterlle hazardous mgredl.ents’? /\,/ (7 ] YES NO
Do personnel REGARB pI‘IOI' to entermg ISO Class 7 env1ronment‘7 ‘ ) /‘//76;Z ‘ YES NO

j - Use ant1 or non-antlmlcroblal soap
§- Remove debris from under nails using nail pick under warm water

§e Wash hands to elbows vigorously for 30 seconds with soap (microbial or antimicrobial)

§* hands to elbows—completely dried using non-shedding towels or electronic dryer

§ *use of brushes is not recommended as they canse skin irritation and damage

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797, IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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Does the pharmacy have a comprehensive viable and nonviable Environmental Sampling plan? (required for all risk

Is the equrpment tested when new and repeated after servrcmg‘?

Does testmg oceur every 6 rnonths by a qualrﬁed 111d1v1dua1?

Is 1t cert1ﬁed usmg state- of-the art electromc equ1pment'? -

Are recmds of certlfrcatlon mamtamed and rev1ewed for competency?

Is surface samplmg completed in all ISO areas‘? (PEC antllbuffer room and segregated compoundmg areas)

Does the surface sampling plan call for the the satnplmg of of areas where contamination is likely? (doors, counters,
pass~through boxes)

Is the surface samphng procedu:re approprlate'? (gently touchmg the surfaoe Wlth agar and roilmg plate across surface) @

' Does the surface sampling plan include:

|+ areas to be tested-same each time to show trending

'+ frequency of testing

* volume tested

'+ day and time tested-—should be done at end of compounding shift
* action levels
. 51ze and type of plate (24 3()crn’“2)

Are areas of sampling wiped throughly w1th non—sheddlng wipe soaked in sterlle 70% IPA after sample is taken? (a @

res1due w111 be Ieft by agar)
Are swabs used for 1rregu1a1 sulfaces? (wheels on carts)

ot A pp hencbol 2.

Are results 1eported as cfu per unit of surface area?

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INGLUSIVE

o
NO
e
0
NO
o
NO |
NO |

NO
NO
NO






Is air sampling completed in locations that are prone to contamination? (zones of air backwash, turbulence, doorways) @ NO

SETTLING PLATES ARE NOT RECOMMENDED

Is a1r samplmg completed at all stages 1nclud1ng stagmg, labehng, gownmg, and eleanmg'?

Does air samplmg test 400- 1000 11ters at each ISO Class area?

Is the device used to sample the air callbrated accordmg to manufacturer S reconunendauons‘?

ES) NO

Yo

: Is the air samplmg results documented on Env1ronmental Sampling (ES) form and perlodlcally evaluated for trends?
Are all cfi identified by credited laboratory? [\]0# e 5U e A YES -

Are actlon levels followed‘? Table 4 in USP <797>

Are CFU’s above action levels 1nvest1gated and re- evaluated for the followmg
* source of contamination identified

I+ source eliminated
= affected areas cleaned

. re-sampled

Re-evaluation of
* Personnel work practices
* Cleaning procedures

' Equipment

Filtration HVAC/HEPPA filters

YES NO
YES NO

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797, IT 1S MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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Actions Levels Table 4 USP <797> Surface Sampling and Fingertip Sampling

Classification Surface Sample (contact plate) (cfu Fingertip
: per plate) Sample
§ ISO Class 5 >3 >3

-‘ ISO Class 7 >5

 1SO Class 8 or  >100
] WOTSse

| Procedure for surface sampling.
| Swabs:
I * placed in appropriate diluent
{ ° aliguot is planted on or in specified nutrient agar

| Agar plates:
| Soybean-Casein Digest—bacteria
Malt extract agar or other —fungi—used in HIGH RISK
} additive must be added to neutralize effects of disinfecting agents §

Procedure for air sampling incubation and evaluation:

} TCA (bacterial media)30-35 DEGREES FOR 48-72 HOURS

| Malt Extract Agar or other fungal media—26-30 degrees for 5-7 days
# of Cfu’s/cubic meter

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
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| Expiratmn Date-chemlcal and physrcal stabrlrty of manufactured sterrle products under certain condrtrons—Assrgned by manufacturer

Beyond Use I)ate~used when chemrcals are removed from the manufacturers condlnons——A331gned by compounders

Are BUDs approprrately assrgned using chalt below?

JIMMEDIATE LOWRISK |LOWRISK MEDIUM HIGH ' PROPRIETARY BAG
USE WITH 12-BUD  pg18-19 | RISK RISK 'AND VIAL SYSTEMS
pegl7 pg 18-19 | (TPNsare pg22-23 | Add-Vantage®

1 MEDIUM 'Mini Bag Plus®

| | ‘RISK) Add A Vial®

pg20-21 - Add Ease®

ROOM 1 HOUR /12 HOURS 48 HOURS <30 24 HOURS According to manufacturer |
TEMPERATURE ; HOURS .

| REFRIGERATED N/A |12 HOURS \14 DAYS 9 DAYS 3 DAYS  According to manufacturer §
FROZEN N/A | [45 DAYS 45 DAYS r45 DAYS According to manufacturer |

;- Smgle—])ose contamers must be used within 1 hour if opened in worse than ISO Class 5

If opened in < ISO Class | must be completely used within 1 hour of first puncture

Opened in ISO Class 5 must be cornpleteiy used with in 6 hours of first puncture

Ampules ot stored for any perlod of trme

| Multrple—Dose contamers
BUD | 28 days after first puncture (unless manufacturer specifies otherwise)
THIS GHECKLIST 15 NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT I MERELY A TOOL AND MAY NOT BE ALL INGLUSIVE
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Is the temperature logged daily and when product is placed in or removed from area? @ NO

Is Continuous Monitoring verified once daily? YE NO

Is each unit of sterile commercially available products and ready to use containers inspected prior to use?

NO

Is equlpment momtored for proper ﬁmctlon‘7 NO

Is every piece of equipment calibrated after routine maintenance?

Are personnel tramed on the proper use of equlpment‘? NO

NO

Is documentation kept on file for llfe of equipment?

Is a formal, writien QA program in place that includes the following?

-» CSP prep and dispensing

~+ environmental testing & results ;

“» how to report and evaluate info , | i
* delineate by name or title of person responsible for each part of QA program 1

Are ACD’s tested for welght and volume accuracy dally as outhned below‘?

Is the record mamtamed and rev1ewed weekly?

~ THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
15





VOLUME Procedure:
« suitable volume of Sterile Water for Injection that represents typical additive volume
«#40 ml for small volume—1-100 ml
{4300 ml for large volume—100-1000 ml

“+ progtammed into ACD and delivered to volumetric container

WEIGHT Procedure:
-+ balance used in conjunction with ACD
' weights used to verify accuracy
~» Sterile Water for Injection should be weighed (40 ml should weigh 40 grams)

. Does the pharmacy have a fraining program for patients or caregivers?
'Does it include the following? NO
+ hands-on demonstration and practice

. aseptlc and mjectmn technlque‘?

Ts documentation of patient and careglver trammg and understandmg mamtamed"

Do you have a P &P on addressing adverse events claimed to be associated with CSPs?
Does the P & P give instructions on the following? NO

-« Receipt of adverse event reports i
* Recording repotts of adverse events

. Rev1ew1ng and evaluatmg adverse event reports by mpg;gd;ﬂg_mpgmm

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT 1S MERELY ATOOLAND MAY NOT BE ALL |NCLUSIVE
16





- Access to buffer area _ restricted to qualiﬁed personnel with speciﬁc tasks

Storage proper temperature ¢ and segregatlen of hazardous drugs

Supplies - decontaminated in area by removing them from shipping cartons and wiping or

spraying them with non-residue-gencrating disinfecting agent while they are
transferred to elean drsmfected cart for 1ntroduct10n 1nt0 buffer area

those for use in direct compounding areas shall be decontaminaied prior to
1ntr0duct10n into asepne area arranged to decrease elutter and not bloek first air

supphes that are needed frequently can be deeontarmnated and stored in ante-area

after use all are removed with the least amount of movement
- Carts for buffer area can not be rolled beyond line of demarcation unless eleaned and @

: disinfected before returning |

‘Non Essential shedding items shall not be brought into buffer area meludmg peneﬂs cardboald paper towels @

| cotton 1tems (gauze pads)

ﬁssential paperlterns | o shall be put into protectlve plastlc and w1ped down prior to being brought into - YES

| . |bufferarce | M?L/‘J’thawe .
Traffic Flow - 1n and out of buffer area shall be mmlmlzed @

| Persenne-l_” - - must remove all outer garments, cosmetles v1s1b1e Jewelry . - G
S - entermg ante-area must don attlre then perforrn hand Washmg. - g

TH{S CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLAGE USP <797>. T IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE
17
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Buffer arca/ante-area

Cleaning and Disinfecting

PEC

- Traffic
; Gloves

Rubber stoppers and nccks of
Vlals

Labels

- Verification

Compliance with PnPs
Redispensing of CSPs

Education and training

THIS CHECKLIST IS NOT INTENDED TO CONTRADICT OR REPLACE USP <797>. IT IS MERELY A TOOL AND MAY NOT BE ALL INCLUSIVE

no food  gum or drlnks

Cleanlng must be completed at beglnmng of compoundmg sluf’t and thn spllls

~occur with purified water and then Disinfected with non-residue-generating agent
using non-shedding wipe

shall be operated continuously. If turned off it must be turned on 30 minutes prior @
to cleamng and d1smfect1ng before compoundlng can begln

- disinfected frequently with Sterile 70 % IPA allowed to dry
- disinfected with sterile 70% IPA and allowed to dry (10 seconds) before they are @

used to prepare CSPS

contam correct names and amounts or concentratlons of 1ngred1ents total volume
' BUD route of administration, storage conditions, date prepared and any other

mformatlon for safe use

correct 1dent1t1cs purrtres amounts of mgledrents by comparing or1g1na1 order w1th
compoundlng record

| for all aspects of compoundmg, storage, handlrng, transportmg

| faclllty has sole author1ty

18

m desr gnated compoundmg arca shal] be mlmrmzed and controlled

| ﬁll volume is correct and free of part1culates

=
Gid

ES

NO

NO

NO |

NO
NO

NO

NO
NO






After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8" Street. Suite E. Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

v IOWA BOARD OF PHARMACY
Petition for [[_]] Waiver [[X]] Variance

(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK
(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule: a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear. the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X]] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person. i.e. pharmacist in charge)

Name: Allen Memorial Hospital Pharmacy Phone No.: 319-235-3510
License #354 (include area code)
Pharmacist in Charge Timothy Schmidt

Address: 1825 Logan Ave.

City:  Waterloo State: [A Zip Code: 50703
Petition Information R ey .
\ e T‘!.”’r‘:i(‘ 4
1. Chapter Number and Title. APR 13 2015
o /

Chapter 20 COMPOUNDING PRACTICES

o

Rule Number(s) and Title(s).
20.4 Sterile compounding.

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

USP Chapter 797
Hazardous Drugs as CSPs
All hazardous drugs shall be prepared in a BSC placed in an ISO Class 7 area.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.





After filling out form, print. sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E. Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

+The air handling system for the negative pressure buffer room in which the BSC is placed is unable to provide
sufficient HEPA filtered air to maintain an ISO Class 7 area. The buffer room does meet 1SO Class 8. The
BSC meets ISO Class 5.

A variance to allow CSPs to be made in the current BSC and room until construction to allow the room to
meet ISO Class 7 can be completed (estimate July 1. 2018).

5. Describe the relevant facts and reasons that. in your opinion. justify and provide “clear and convincing
evidence™ as to why this petition merits consideration for waiver or variance. In your description. explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Without a variance patients at Allen Hospital would be unable to receive chemotherapy.
6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [X]] No [[_]] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[[]] Yes [X]] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

(L] Yes (] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

[[] Yes (] No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the lowa Board of Pharmacy. | hereby attest to the accuracy and truthfulness of the
information contained herein.





After filling out form, print. sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

S punerly Yol “4/11 /2016

Petitioner’s Signature Date

(9]






After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s aggnda is three weeks prior to Board meeting.

. IOWA BOARD OF PHARMACY

Petition for [X]] Waiver [[J] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request  [[J] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Nanette Meeker Phone No.: 319-438-1988
(include area code)

Address: 402 Méin St
PO Box 368

City: Central City ‘ State: la Zip Code: 52214
Petition Information
1. Chapter Number and Title.

Chapter 6/Chapter 8

2. Rule Number(s) and Title(s). anARD OF PHAR.MACV

6.16 - Records
8.9 - Records

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

I have 3 independent pharmacies with adequate storage in only 1 location. I would like a waiver to be able to
store records older than 12 months from Atkins Family Pharmacy and Center Point Family Pharmacy at my
Central City Family Pharmacy location. Records would be available for inspection within 24 hours or nearly
immediately via fax, if required.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

I would like to begin when you approve this waiver and continue for 10 years.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Records beyond 12 months are seldom accessed and, especially inventory invoices, are very bulky. Access to
these records would be only slightly delayed by storeing them in the Central City location.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?
O] Yes [X] No [[J] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?
O] Yes [X] No [J] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

O] Yes [X] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
] Yes ] No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

Petifioner’s Signature Date






After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on j
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [X] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request [[C]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Covenant Family Pharmacy Phone No.: 319-272-5700
(include area code)

Address: 2710 St. Francis Drive, Ste. 101
City:  Waterloo State: Ia. Zip Code: 50702

Petition Information

RECEIVED
MAR 31 2016

1. Chapter Number and Title.

Chapter 20: Compounding g
0 AC
2. Rule Number(s) and Title(s). ‘OWA BOARD CF PHARM

IAC 657 Chapter 20: Compounding
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

IAC 657 Chapter 20: Compounding USP 795 Non sterile compounding





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

4.

Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

After reviewing Compounding procedures we are non-compliant with USP 795. We kept a recipe box with
Master Formulations (minimal data on card), but had not been keeping track of Compunding Record
information as to who prepared, dates, and lot#, Exp of products and Beyond use dates. We are working on a
Master Formulation sheet for better documentation and a Compounding Record with all information included
keeping documentation in one binder. We will have this completed on 4/30/16.

Start 3/30/16 to end 4/30/16

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

I received some information from IPA in an email 3/18/16 and just review this last week. It had information
about the USP compounding standards and after reading USP 795, I have found that we are not 100%
compliant with the rules.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [X] No [[C]] Do not know

If yes, list their names, addresses and phone numbers below.

Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[(]] Yes [X] No [(CJ] Do not know

If yes, list their names, addresses and phone numbers below.

Do you know how the Board of Pharmacy has treated similar situations?
[[(J] Yes [X] No

If yes, describe below how similar situations were handled.

Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[[]] Yes [X] No

If yes, describe below the issue involved and the outcome.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. 1 hereby attest to the accuracy and truthfulness of the
information contained herein.

Jill Stegall

W Phavmnacy MS(‘ _3/282016
Petitlonér’s Signature Date

- Pravmaciot i charge (28t







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [X] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request [[CJ] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Jesup Pharmacy Phone No.: 319-827-6889
(include area code)

Address: 1094 220" Street

City:  Jesup State: Ia. Zip Code: 50648

Petition Information RECE\VED

1. Chapter Number and Title. MAR 31 2016

Chapter 20: Compounding \OWABOAR

2. Rule Number(s) and Title(s).
IAC 657 Chapter 20: Compounding
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

IAC 657 Chapter 20: Compounding USP 795 Non sterile compounding





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

4,

Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

After reviewing Compounding procedures we are non-compliant with USP 795. We kept a recipe box with
Master Formulations (minimal data on card), but had not been keeping track of Compunding Record
information as to who prepared, dates, and lot#, Exp of products and Beyond use dates. We are working on a
Master Formulation sheet for better documentation and a Compounding Record with all information included
keeping documentation in one binder. We will have this completed on 4/30/16.

Start 3/30/16 to end 4/30/16

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

I received some information from IPA in an email 3/18/16 and just review this last week. It had information
about the USP compounding standards and after reading USP 795, 1 have found that we are not 100%
compliant with the rules.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

(1] Yes [X] No [[J] Do not know

If yes, list their names, addresses and phone numbers below.

Would anyone (inside or outside state government) be adversely affected if this petition were granted?
(1] Yes [X] No [[J] Do not know

If yes, list their names, addresses and phone numbers below.

Do you know how the Board of Pharmacy has treated similar situations?
[[]] Yes [X] No

If yes, describe below how similar situations were handled.

Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[[]] Yes [X] No

If yes, describe below the issue involved and the outcome.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. 1 hereby attest to the accuracy and truthfulness of the
information contained herein.

Yed———> il Steqamil _3/28/2016
Petdtion@r s Signature Date

Pharmacy /\A{) ’
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After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [[X]] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [[X]] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Keokuk Area Hospital- Phone No.: 319-526-8782
Beth Davis, RPh- PIC (include area code)

Address: 1600 Morgan St

City:  Keokuk State: 1A Zip Code: 52632

Petition Information

RECEIVED

APR 11 2016
Chapter 20- Compounding Practices APR 1 & cUT0

2. Rule Number(s) and Title(s). IOWA BUARL .

1. Chapter Number and Title.

657-20.4 (124,126,155A)- Sterile Compounding
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

USP <797> states that smoke testing be completed as part of compounding isolator certification. This was not
completed by certification provider. Sterile fingertip testing has not been completed as we are not required to
garb per our isolator manufacturer (Baker). It was understood here that fingertip testing was to check garbing
technique.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy

400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on

Board’s agenda is three weeks prior to Board meeting.
Compounding isolator inspection was completed on 3/10/2016. A smoke test was not performed. We petition
you to ask for a waiver to allow us to have the smoke testing completed in September 2016, which is the time
that our next certification is due. I do not know at this time exactly what day the certification company will
arrive so would ask that we have until September 30" of 2016 to be in compliance.

We have 4 Pharmacy personnel and 22 Nursing House Supervisors that will need to complete sterile fingertip
testing. I would like to request that we receive a waiver to be able to complete all testing by June 15, 2016.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Keokuk Area Hospital is being run by Fitch Healthcare, a turn-around management group, in an effort to
maintain a hospital here in south Lee county. Finances are extremely tight and incurring the expense of re-
certifying our 2 compounding isolators prior to the next regularly scheduled inspection will bring about extra
expenses at this time. Keokuk Area Hospital is a small community hospital with an average daily census of 12
patients. We perform mostly low risk sterile compounding with an occasional medium risk compound.

Scheduling 22 Nursing House Supervisors to come in for training and completion of sterile fingertip testing
when a Pharmacist is present and allowing for time to repeat the testing if someone fails will make it
challenging to be in total compliance by 5/18/16. Pharmacy staff compound at least 90% of all IV

compounding at Keokuk Area Hospital. All Pharmacy staff WILL have sterile fingertip testing completed by
5/18/16.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [(J] No [X]] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[[]] Yes [X]] No [[J] Do not know

If yes, list their names, addresses and phone numbers below.
8. Do you know how the Board of Pharmacy has treated similar situations?
(1] Yes [X]] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?





.

After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8 Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

(L] Yes (&1 No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the lowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

Cor Dowis /2]l

Petitioner’s Signature Date







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [X] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: LaPorte Pharmacy Phone No.: 319-342-3620

(include area code)

Address: 601 Highway 218

City: LaPorte State: Ia. Zip Code: 5065\1{ E D
Petition Information RECE\ "
1. Chapter Number and Title. MAR 31 (A
o PRARMACY
Chapter 20: Compounding \ oW ABO ARD

2. Rule Number(s) and Title(s).
IAC 657 Chapter 20: Compounding
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

IAC 657 Chapter 20: Compounding USP 795 Non sterile compounding





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

4,

Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

After reviewing Compounding procedures we are non-compliant with USP 795. We kept a recipe box with
Master Formulations (minimal data on card), but had not been keeping track of Compunding Record
information as to who prepared, dates, and lot#, Exp of products and Beyond use dates. We are working on a
Master Formulation sheet for better documentation and a Compounding Record with all information included
keeping documentation in one binder. We will have this completed on 4/30/16.

Start 3/30/16 to end 4/30/16

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

I received some information from IPA in an email 3/18/16 and just review this last week. It had information
about the USP compounding standards and after reading USP 795, 1 have found that we are not 100%
compliant with the rules.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [X] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[J] Yes [X] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

Do you know how the Board of Pharmacy has treated similar situations?
[(] Yes [X] No

If yes, describe below how similar situations were handled.

Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[[J] Yes [X] No

If yes, describe below the issue involved and the outcome.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

[p——— YW Sreqal _3/282016

Peti#ioher’s Signature Pharmaoy Mgr Date







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8" Sfreet, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board® agenda is three weeks prior to Board meeting. Rec’d:

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

IOWA BOARD OF PHARMACY

Petition for [x] Waiver [[_]] Variance
(check the appropriate box)

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a

waiver or variance.

Is this petition an initial request or is it a request for renewal?  [x] Initial Request[[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: lowa Lutheran Hospital Pharmacy, Steven Sanders, PIC Phone No.: 515-263-5572

(include area code)

Address: 700 E. University

City:

Des Moines State: 1A Zip Code: 50316

Petition Information

I&

o

Chapter Number and Title.
657.20.4 Sterile Compounding
Rule Number(s) and Title(s).
IOWA BOARD OF PHARMACY
657.20.4 (124, 126, 155A) Sterile Compounding
Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.
The Board of Pharmacy has adopted USP 797 as the final rule to follow for sterile compounding.
Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.
At ILH, our current facilities do not have an outside vented Chemo room. In 2015 we worked with architects.

engineers, and our facilities personnel to design and plan a complete remodel of the pharmacy and a complete
mechanical upgrade to the IV clean, hazardous IV room, and ante room to be compliant with USP 797 and





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board}s agenda is three weeks prior to Board meeting.

USP 800. Construction money was budgeted and construction began on January 18, 2016 and the projected
completion date is by July 31, 2016.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence™ as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Our desire is to have the construction meet the required rules of USP 797 and the new USP 800 rules that are
approved in 2016. We have the money budgeted and the construction has begun, but will not be completed
before the May 2016 adoption of new pharmacy rules.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

(1] Yes [X] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[[]] Yes [X] No [[]] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?
(] Yes [X] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[(]] Yes [X] No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the lowa Board of Pharmacy. | hereby attest to the accuracy and truthfulness of the
information contained herein.

)





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on

Board’s en?; three weeks prior to Board meeting.

~ Pétitionér’s Signature Date

(98]






Al Pella
Regional
Health Center

February 29, 2016

Iowa Board of Pharmacy
400 SW Eighth Street, Suite E
Des Moines, IA 50309-4688

To whom it may concern,

Pella Regional Health Center is requesting approval of a Tech Check Tech Program as
described in 657.40.1-657.40.4 of the State of lowa pharmacy regulations. This program would
allow qualified and trained pharmacy technicians to provide the final check on cart fill
medications and automatic dispensing cabinet fills that are manually picked by another pharmacy
technician. The policy and procedure for this program is attached.

Our Tech-Check-Tech program would allow pharmacists to dedicate more time to clinical
activities and improving patient care. At the same time, safeguards would be in place to ensure
that the accuracy of cart fill medications is not compromised. Prior to becoming validated and
providing the final check on any medications, the pharmacy technicians must demonstrate that
they can check at least 2500 doses with at least 99.8% accuracy. In addition, a pharmacist will
provide the final check on a minimum of 10% of all medications that a validated pharmacy
technician checks. The validated pharmacy technicians will be required to maintain an accuracy
rate of at least 99.8% while checking medications. Finally, another licensed health care
professional will provide a final check on each medication prior to its administration to a patient.

We will provide the board with our variance report every six months. This report will include
information on validated pharmacy technician accuracy rates during both the training period and
throughout the program.

Thank you for your consideration of this request. I would like to request an appearance at the
May 3-4, 2016 Board of Pharmacy meeting to discuss this request. I look forward to meeting
with you and discussing this program further.

Sincerely,

Thod /e i)

Mindi Jorgen on,/P , CDE

Director of Pharmacy

Pella Regional Health Center

641-628-6616 RECE)y ED

mjorgenson@pellahealth.org -
H/‘\? 0«! 2")75

IOWA BOARD oF PHARMACY





PURPOSE

The purpose of the tech check tech program at Pella Regional Hospital is to elevate the role and
standards of pharmacy technicians and allowing pharmacist time to be shifted from distributive
functions to cognitive functions. The tech check tech program cannot be used as a means to

A variance approval must be obtained from the lowa Board of Pharmacy (IBP) prior to
implementing TCT. A full-time lowa licensed pharmacist at the site of practice will be identified
as the TCT program coordinator and will be responsible for assuring compliance with associated
policies and procedures. A complete list of technicians who have completed the TCT program
and are in good standing should be kept by the TCT program coordinator. A quality assurance
program shall be implemented to guarantee continued compliance and accuracy of the
established TCT program at Pella Regional Health Center

RESPONSIBILITIES

Definitions

Automated dispensing cabinet (ADC) —is a computerized drug storage device or cabinet
designed for hospitals (ex. Pyxis, Omnicell, AcuDose, etc.)

Tech-Check-Tech (TCT) — the process by which a technician verifies medications for distribution
that another technician has filled

Validated pharmacy technician (VPT) — a technician who has successfully completed the TCT
training program and has proven they can accurately verify medications picked by other
technicians

VPT candidate — a technician currently completing the TCT training program with the goal of
becoming a VPT

1. Program Setup and Structure
a. State approval
i. ATCT variance is required by the IBP, the site will acquire the variance
approval prior to implementation of the TCT program
ii. All documentation received from the IBP for written approval or variance
approval will be kept in the site’s records
iii. Variance approvals and exemptions shall be reassessed when there is a
change in regulations or a major change in practice at the site
b. Site-specific leadership
i. Each site seeking to initiate a TCT program must designate a coordinator
for the TCT program at that site
1. The designated coordinator should be a lowa licensed pharmacist
2. The designated coordinator should be a full-time employee at
Pella Regional Health Center





At least one trainer for the TCT program will be designated
1. Designated trainers should be a lowa licensed pharmacist or VPT
who is routinely involved in the TCT program
2. Designated trainers should be full-time employees at Pella
Regional Health Center

2. Training Procedures
a. Technician eligibility

In order to be eligible for participation in the Pella Regional Health Center
TCT training program, a pharmacy technician must meet one of the
following criteria be a full time pharmacy technician at Pella Regional
Health Center for at least 2 years.

Each technician selected should have a history of completing tasks with
fine attention to detail

b. Self-learning and practical teaching

3. Validation

Each VPT candidate will complete the VPT Self-training Packet as a first
step towards certification

After completion of all modules, VPT candidates will complete the TCT
Didactic Exam and must pass with a 90% or higher to continue VPT
training

After completion of the TCT Didactic Exam, VPT candidates will complete
one-on-one training with a TCT trainer

1. The TCT trainer will follow the TCT Practical Training/Teaching
Checklist (Appendix A)

2. Trainers will observe and assess the VPT candidates’ ability and
document it on the TCT Validation Competency Assessment
Checklist (Appendix B)

3. A minimum of 24 hours of practical training is required

Upon completion of practical training, VPT candidates will complete a
final assessment

1. Final assessment will be observed by the designated TCT trainer

2. Documentation of assessment will be made on the TCT Validation
Competency Assessment Checklist (Appendix B)

a. Upon successful completion of training, the VPT candidate shall participate in a
final validation period
b. CartFill

A total of 2500 consecutive doses (divided over at least five separate
audits) must be checked with 99.8% accuracy

Validation audits will be conducted by a supervising lowa licensed
pharmacist who will check each dose initially checked by the VPT
candidate to assure accuracy

Any errors found to be due to improper checking will be recorded by the
auditing pharmacist on the Initial Validation Error Log Form (Appendix C)
and discussed with the VPT candidate





Vi.

Vii.

All audit results will be maintained by the designated TCT program
coordinator (in hard copy form or scanned electronic images) in a quality
assurance file and electronically in the supplied Excel® file (Appendix D).
Artificial errors will be introduced at a frequency of 0.2% and will be
documented in the Artificial Error Log Form (Appendix E)
Examples of potential artificial errors to introduce during the auditing
period are included as an appendix (Appendix F)
If a technician fails in the first attempt to achieve 99.8% checking
accuracy during the validation period
1. During their first attempt
a. They must reread the self-learning packet
b. They must complete an additional 24 hours of one-on-one
practical training
c. Once completed, they may re-attempt the validation
process
2. During their second attempt at validation
a. The technician is no longer eligible to complete TCT
training

c. Automated Dispensing Cabinets (ADCs)

Vi.

Vii.

At least 500 consecutive line items (divided over at least 5 separate
audits) must be checked with 99.8% accuracy
Validation audits will be conducted by a supervising registered
pharmacist who will check each dose initially checked by the VPT
candidate to assure accuracy
Any errors found to be due to improper checking will be recorded by the
auditing pharmacist on the Initial Validation Error Log Form (Appendix C)
and discussed with the VPT candidate
All audit results will be maintained by the designated TCT program
coordinator (in hard copy form or scanned electronic images) in a quality
assurance file and electronically in the supplied Excel® file (Appendix D)
Artificial errors will be introduced at a frequency of 0.2% and will be
documented in the Artificial Error Log Form (Appendix E)
Examples of potential artificial errors to introduce during the auditing
period are included as an appendix (Appendix F and G)
If a technician fails in the first attempt to achieve 99.8% checking
accuracy during the validation period
1. During their first attempt
a. They must reread the self-learning packet
b. They must complete an additional 24 hours of one-on-one
practical training
c. Once completed, they may re-attempt the validation
process
2. During their second attempt at validation





a. The technician is no longer eligible to complete TCT
training

4. Quality Assurance

a.

Upon completion of the Pella Regional Health Center VPT program, individual
VPT accuracy will be audited and recorded every time TCT duties are performed
The auditing pharmacist must check a minimum of 10% of the doses checked by
the VPT
i. The number of pharmacist-checked QA doses must be documented on
the Quality Assurance Error Log (Appendix H)
ii. Any errors that are discovered must also be documented on the log
(Appendix H) and discussed with the VPT
At the end of each month, the QA logs must be turned into the designated TCT
program coordinator for electronic entry in the supplied Excel® file (Appendix I)
i. The hard copies or scanned images should be maintained on file

d. Procedure for VPTs that do not obtain or exceed 99.8% accuracy

e.

i. If the accuracy of the VPT is less than 99.8% over the lesser of a six month
period or for the first 2000 validation doses within a six month period,
the VPT is required to be re-trained (written training, practical
experience) and re-validated (validation of 2500 checked doses with
99.8% accuracy)

ii. If the accuracy of the VPT is less than 99.8% on more than four occasions
in a year, the VPT will be relieved from their VPT checking status for six
months. The VPT may be re-trained (written training, practical
experience) and re-validated (validation of 2500 checked doses with
99.8% accuracy) after the six month period

iii. If the re-validated VPT has less than 99.8% accuracy on any occasion
during the three months following their six-month leave, they are no
longer eligible for VPT status

Inactivity of VPT

i. If aVPT does not perform TCT for more than two months, re-validation
(99.8% accuracy, 2500 doses) should be done with the first check upon
return to TCT duties

ii. Ifthe VPT does not check for four months, they must be re-trained
(written training, practical experience) and re-validated (validation of
2500 checked doses with 99.8% accuracy)





Appendix A: Tech-Check-Tech Practical Teaching/Training Checklist

VPT Candidate Name:

1. The training pharmacist, TCT program coordinator or designated trainer will base the
practical simulated one-on-one training on the provided criteria below

2. Initial and date each box when both the trainee and trainer are certain that each topic
has been adequately covered

3. Upon successful completion of this checklist, the technician will be ready for their initial
validation

TCT Training Tech RPh Date Comments

Technician able to describe local cart fill process

Technician can describe how the ADC restocks are
processed and organized

Technician can describe the different dosage forms (ex:
unit dose tabs, caps, oral solution, injection, packet,
suppository, patches, oral syringes, etc.)

Technician can adequately identify everything on the
medication check sheet (ex: patient name, room
number, MRN, order number, medication, strength,
quantity)

Technician can accurately read and interpret the
medication label on all types of medications (ex: drug,
strength, route, expiration date)

Technician can check all of the medications for the cart
fill thoroughly and in a systematic manner without
skipping any drawers

When the technician identifies an error, they can
resolve the error. This is completed prior to distribution
to patient care areas. (This will be evaluated during
validation period.)

Technician provides feedback and suggestions for
improvement to the dispensing technician on the errors
identified

Checking is completed in a timely manner

Technician understands the importance of notifying the
pharmacist in a timely manner that carts are checked
and ready for auditing

Technician is capable of describing common errors
when checking medications (dosage forms, quantity,
expiration date, etc.)

Comments:

Supervisor Signature Date






Appendix B: Tech-Check-Tech Validation Competency Assessment Checklist

VPT Candidate Name Date

Evaluating Pharmacist Date

This form should be completed during the technician’s validation period. This evaluation will
serve as a guide for the evaluating pharmacist to assess the practical training that the VPT
candidate has received. The evaluating pharmacist should check either “yes” or “no” for each
of the criteria below. The “yes” box should only be checked if the pharmacist auditor, TCT

program coordinator, or designated trainer is certain that each point has been adequately met.

TCT Evaluation Criteria Yes No Evaluating RPh

Date

Technician will be observed for [INSERT SITE SPECIFIC
TIME PERIOD]

All manually filled doses are checked thoroughly and
in a systematic manner without skipping drawers

The technician documents doses checked and
completion of cart fill/ADC restock

Checking is completed in a timely manner (record the
number of minutes)

Errors identified from the cart fill/ADC restock are
resolved prior to distribution to the floors

The technician provides feedback and suggestions for
improvement to the technician filler on the errors
identified

Pharmacist is notified in a timely manner that carts
are checked and ready for auditing

Technician is capable of describing common errors
when checking medications (dosage form, strength,
quantity, expiration date, etc.)

Comments:

Supervisor Signature Date






Appendix C: Initial Validation Error Log Form

VPT Candidate Name:

Validation Type: Cart Fill/Cassettes ADC

¢ An auditing staff pharmacist should complete this form after the VPT candidate has
completed the didactic and simulated practical training successfully.

e Once the VPT candidate finishes, the auditing pharmacist will double-check each
dose/line item for accuracy.

e Any errors found to be due to improper checking by the VPT candidate will be
documented below and discussed with the VPT candidate and filling technician. Each
error discovered should be documented on a separate line even if it is a recurrent
error.

e Once the audit is complete, the pharmacist will file this from in the corresponding
folder for the program coordinator to transcribe into the electronic database and be
properly filed.

e To complete the validation, a technician must check at least 2500 doses (cart fill) or
500 line items (ADC) during at least 5 separate audits while maintaining 99.8%

accuracy.
#D <%
Auditing # Doses Type of Error . oses Artificial Errors % Accuracy
Date A Filied Ived (total # of errors/
RPh Checked Identified Wiong Resolve total & checked doses)

TOTALS

*Type of Error Code

A = Incorrect drug B = Incorrect strength C = Incorrect dosage form

D = Extra/Insufficient Quantity E = Omitted medication F = Other

Supervisor Signature: Date:






Appendix D

Technician Initial Validation Log

Technician name:

Date

Validating
RPh

# Doses
Checked

# of
Incorrect
Doses
Identified

Type of
Errors
Identified *

Percent
Accuracy

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

#DIV/0!

TOTALS

0

0

#DIV/0!

* Type of error code: A = Incorrect drug; B = Incorrect strength; C = Incorrect dosage form;

D = Incorrect quantity of doses; E = Omitted medication; F = Other (please describe)






Appendix E: Artificial Error Log Form

VPT Candidate Name:

Validation Type: Cart Fill/Cassettes ADC

e An auditing staff pharmacist should complete this form after the VPT candidate has
successfully completed the self-learning packet and simulated practical training.

e Once the VPT candidate finishes, the auditing pharmacist will double-check each
dose/line item for accuracy.

® Any artificial errors introduced in the audit will be documented on this form. This will
be used to ensure the errors are identified and removed before dispensing.

e Once the audit is complete, the pharmacist will file this in the corresponding folder for
the program coordinator to transcribe into the electronic database and be properly
filed.

e Artificial errors need to be introduced in the validation process at a rate of 0.2% (5
errors per 2500 doses for cart fill; 1 error per 500 line items for ADC).

Date Auditing Type of Error Description Was the error caught | Was the error
RPh Introduced* by the VPT removed?
candidate?
TOTALS

*Type of Error Code

A =Incorrect drug B = Incorrect strength C = Incorrect dosage form
D = Extra/Insufficient quantity E = Omitted medication F = Other

Supervisor Signature: Date:






Appendix F: Examples of Artificial Errors to Introduce for Cart Fill

Patient # Name sl
Number

00000001 PATIENT, JOHN

1 dalteparin 5000 unit/0.2 mL injection 31647853

1 famotidine 20 mg/2 mL injection (tablet instead of injection in pocket) 31692827
00000002 PATIENT, SALLY

1 nimodipine 30mg/1 mL oral soln (expired oral soln in pocket) 31689794

2 ondansetron 4 mg/2 mL injection 31679794
00000003 PATIENT, JENNIFER

2 heparin 5000 unit injection (3 injections in pocket) 31706732
00000004 PATIENT, ALAN

1 lidocaine 5% patch 31587390

1 nicotine 21 mg/24 hour patch (14mg/24hr patch in pocket) 31583063
00000005 PATIENT,BRYAN

2 guaiFENesin 200 mg/10 mL oral soln (1 guaifenesin 100mg/5mL in pocket) 31670469

4 ipratropium 0.02% nebulizer solution 31620971

2 metoprolol tartrate 12.5 mg half tablet (succinate dosage form in pocket) 31679391

1 nystatin 500,000 U/5 mL oral susp 31620965
0000006 PATIENT, JAMES

1 dexamethasone 10mg/mL (droperidol 5mg/2 mL injection in pocket) 31654667






Appendix G
Appendix R: Examples of Artificial Errors to Introduce for Automated Dispensing Cabinets

Quantity
Neadad Correct Item per Label Error Type of Error
3 0.9% Sodium Chloride w/20 mEq | 0.45% Sodium Chloride w/20 mEq Product
KCI #3 KCI #3
15 Ondansetron 4 mg/2 mL vials #15 | Ondansetron 4 mg/2 mL vials #14 Count
5 Heparin 1000 units/mL 10 mL vials | Heparin 5000 unit/mL 10mL vials Strength
#7 #7
Acetaminophen 325 mg tablets Acetaminophen 325 mg
2 D f
. #22 suppository #22 ik
8 Furosemide 10 mg/mL 2 mLvials | Furosemide 10 mg/mL 4 mL vials Volume
#8 #8
13 Hydroxyzine 10 mg tabs #13 Hydralazine 10 mg tabs #13 Product
L. Aspirin 81 mg tabs #17 .
E
17 Aspirin 81 mg tabs #17 (expiration date: 12/1/12) xpired
6 Ceftriaxone 1 g vials #6 Cefoxitin 1 g vials #6 Product
10 Phenytoin 50 mg/mL 5 mL vial #10 | Phenytoin 50 mg/mL 5 mL vial #11 Quantity
26 Acetaminophen 500 mg tabs #26 | Acetaminophen 325 mg tabs #26 Strength






Appendix H: Quality Assurance Error Log

VPT Name: Date:

e The VPT should fill out the upper log to track the errors they discovered and corrected.

e A pharmacist must perform a daily quality assurance audit of the medications checked
by the VPT prior to their delivery to the floors. This audit will consist of at least 10% of
all manually picked doses for the total cart fill and/or ADC restock each day.

e All errors observed by the pharmacist conducting the audit will be recorded on the
lower table and discussed with the VPT. This form should be given the TCT program
coordinator for record keeping and database entry.

VPT Checking Log
Cart Fill or # of Doses # of Doses

- * .
ADC? Chscked with Errors Type of Filling Error* | Corrected? (Y/N)

*Type of error code: A = Incorrect drug; B = Incorrect strength; C = Incorrect dosage form
D = Extra/Insufficient quantity of doses; E = Omitted medication; F = Other

Pharmacist Checking Log

Cart Fill o # of Doses # of Doses # of Doses/Line
ADC? Checked by Checked by Items with Type of Filling Error*
’ VPT RPh Errors
VPT Signature: Date:

Pharmacist Signature: Date:






Appendix |
Cart Fill / Replenishment 6 Month Tracking

Technician:
OVERALL TOTALS FOR TECHNICIAN
Total Doses
Doses Double % Tech
Checked by Checked by Checked # Errors Accuracy
Month Tech RPh by RPh Found Rate
January 0 0 #DIv/0! 0 #DIV/0!
February 0 0 #DIV/0! 0 #DIV/0!
March 0 0 #DIV/0! 0 #DIV/0!
April 0 0  #DIV/0! 0 #DIV/0!
May 0 0 #DIV/O! 0 #DIV/0!
June 0 0 #DIV/O! 0 #DIV/0!
July 0 0  #DIV/0! 0 #DIV/0!
August 0 0 #DIv/0! 0 #DIV/0!
September 0 0 #DIV/0O! 0 #DIV/0!
October 0 0 #DIv/O! 0 #DIV/0!
November 0 0  #DIV/0! 0 #DIV/0!
December 0 0 #DIV/0! 0 #DIV/0!
DAILY LOGS
Total Doses
Doses Double % Tech
Checked by Checked by Checked # Errors Accuracy RPh

Month Date Found Rate Checker

Tech _

RPh__ byRPh






#DIV/0!

May #DIV/0!
#DIV/0! #DIV/0!
#DIV/0! #DIV/0!
#DIV/0! #DIV/0!
#DIV/0! #DIV/0!
November #DIV/0! #DIV/0!
#DIV/0! #DIV/0!
#DIV/0! #DIV/0!
#DIV/0! #DIV/0!

_#DIV/0!

#DIV/O)







- Case No. or State ID No.

After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on | Ree’d:
Board’s agenda is three weeks prior to Board meeting.

IOWA BOARD OF PHARMACY

Petition for [ | Waiver [ x| Variance
(check the appropriate box)

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [x] Initial Request [[]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Van Buren County Memorial Hospital; Mathew Porepp, PIC Phone No.: 319-293-3171 ext 1125

Address: 304 Franklin Street

City: Keosauqua State: 1A Zip Code: 52565
Petition Information

1. Chapter Number and Title.

Chapter 20: Compounding Practices

2. Rule Number(s) and Title(s). 10w &
657—20.4 (124,126,155A) Sterile compounding

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

The essence of rule 657—20.4(124,126,155A) Sterile compounding is to reduce risk of patient harm associated
with compounded sterile products (CSPs). USP 797 guidelines offer direction to assure proper conditions and
procedures are met during the compounding process. Observation of these guidelines improves quality of care and
limits potential for adverse events.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time

period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.





.

After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

USP 797 guidelines preclude medium risk products from being compounded as immediate use CSPs. Additionally,
immediate use CSPs are intended only for emergency situations. As Van Buren County Memorial Hospital
(VBCH) does not currently use a primary engineering control, a variance is requested to allow for medium risk
products to be compounded as immediate use CSPs and that immediate use CSPs may be used for non-emergent
situations. The proposed waiver would apply beginning May 18", 2016 and remain in effect for 24 months.
Included in this time frame are planning, funding, construction, and education to assure proper implementation of
guidelines.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Historically, VBCH contracted with a local retail pharmacy to provide hospital pharmacy services. Due to the
nature of the service agreement, pharmacist presence on site was limited. Thus, movement toward compliance with
USP 797 was not aggressively pursued. Beginning in January 2016, VBCH contracted with the University of lowa
Hospitals and Clinics (UIHC) and has been working to bring the pharmacy into compliance with all lowa Board of
Pharmacy rules. Due to the short time frame since UIHC partnering, the wide scope of this complex project, staff
education and required culture change, the need for proper budget allocations for equipment/remodel, and to
conduct a thorough review of pharmacy physical space, additional time is required to safely develop plans for full
compliance with 657—20.4 (124,126,155A) Sterile compounding. An interim plan will be enacted to minimize
patient risk during VBCH’s system and structure modifications. Notably, the pharmacy contains a laminar airflow
workbench. After recertification, this device will be used for all CSP preparation and an immediate use expiration
date will be used for all products. Additionally, staff will be reeducated on proper aseptic technique to further
minimize patient risk. Nurses will undergo media fill and fingertip testing to assure proper adherence to best
practices. Reeducation and testing of staff will be targeted for completion within 6 months. Increased use of
alternative products such as Vial-Mate and other ready-to-use commercially available products will be implemented
immediately to minimize need for preparation of CSPs. If VBCH were not able to prepare medium risk CSPs or
non-emergent CSPs, patient care would be significantly compromised resulting in increased morbidity and
mortality.

6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?
[[J] Yes [(J] No [x] Do not know

If yes, list their names, addresses and phone numbers below.
7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[[J] Yes [[J] No [x] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?





-

After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

[LJ] Yes [x] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
(] Yes [x] No

If yes, describe below the issue involved and the outcome.

[ authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.

, .
N /‘/ r ‘:/4{//

: & ( (1,‘,;) ‘/—//’/C?
Petitioner’s Signafufe Date







After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8% Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [X]] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK
(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration fora
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [[X]] Initial Request  [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: Mercy Medical Center North [A/David B. Blaha, Pharm.D. Phone No.: 641-428-6874
(include area code)

Address: 1000 4" Street SW

City: Mason City State: 1A Zip Code: 50401

Petition Information

1. Chapter Number and Title.
657 — Pharmacy Board
2. Rule Number(s) and Title(s).
7.8 (8) — Drug Distribution and Control
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

Samples. The use of drug samples within the institution shall be eliminated to the extent

possible. Sample use is prohibited for hospital inpatient use. If the use of drug samples is permitted for
hospital outpatients, that use of samples shall be controlled and the samples shall be distributed through
the pharmacy or through a process developed in cooperation with the pharmacy and the institution’s
appropriate patient care committee, subject to oversight by the pharmacy.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

Requesting to be allowed to administer "initiation doses" of long-acting antipsychotic medications (ie. Invega
Sustenna, Abilify Maintenna, etc) as part of the manufacturer's inpatient hospital pharmacy initiation trial
programs for a period of 3 years.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Psychiatric illness is a major public health/safety issue that needs to be addressed. These patients are
commonly uninsured or are on Medicaid, and do not attend scheduled appointments. The ability to treat them
with a long-acting antipsychotic medication while captive as an inpatient has benefits to the patients and the
public. These medications are very expensive and are not reimbursed in the inpatient arena, so a few
manufacturers have developed "inpatient hospital trial programs." These trial programs are being used
throughout the state, but the medications could be considered samples, which is in violation of the above
Board rule.
6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[1] Yes 1] No [[X1] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[[1] Yes X1 No [[_]] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?

[L1] Yes (21 No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

(X] Yes (L1 No
If yes, describe below the issue involved and the outcome.

I have contacted and discussed with our Compliance Officer, Jennifer O'Toole.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy

400 SW 8™ Street, Suite E, Des Moines, Iowa 50309-4688. Deadline for inclusion on

Board’s agenda is three weeks prior to Board meeting.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the lowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the

information contained herein. ,
. /11 /16
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After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State ID No.
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
,Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [X] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK

(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request [[_]] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: JEFFERSON COUNTY HEALTH CENTER PHARMACY Phone No.: 641-469-4359
(include area code)

Address: 2000 S. MAIN ST.

City: FAIRFIELD State: 1A Zip Code: Q i s

L ]
L\ \5{"' "’ZJ

| =

Petition Information VAD 1
1. Chapter Number and Title.
CHAPTER 20 COMPOUNDING PRACTICES
2. Rule Number(s) and Title(s).
657-20.5(126,155A) DELAYED COMPLIANCE
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

Since this hospital is unable to meet the requirements for USP 797 by May 18, 2016, we must file a waiver
with the lowa Board of Pharmacy to cover us until we attain compliance.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

This petition would apply from May 18, 2016 until approximately May 2017, the anticipated completion of
contruction work.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 Sw 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
, Board’s agenda is three weeks prior to Board meeting.

5. Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

We have many patients who rely on our sterile compounded medications, including oncology patients.
Outsourcing would create a burden on our patients because of increased wait time. Currently our biosafety
cabinet is located inside of a positive pressure cleanroom. The new construction includes a negative pressure
room off the positive pressure anteroom. We will also place a refrigerator inside the negative pressure
cleanroom to store refrigerated hazardous medications. One last part of our construction will be the placement
of a sink inside the anteroom.
6. Does anyone else (inside or outside state government) possess knowledge relevant to this petition?
[[]] Yes [X] No [[_]] Do not know

If yes, list their names, addresses and phone numbers below.

7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[[J] Yes [X] No [[J] Do not know

If yes, list their names, addresses and phone numbers below.

8. Do you know how the Board of Pharmacy has treated similar situations?
[(J] Yes [X] No

If yes, describe below how similar situations were handled.

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[]] Yes [X] No

If yes, describe below the issue involved and the outcome.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the lowa Board of Pharmacy. I hereby attest to the accuracy and truthfulness of the
information contained herein.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
, Board’s agenda is th@ weeks prior to Board meeting.

(2 wUI\M/ 3-[5-14,

Petitioner s Signature Date






1002 6™ Street
Nevada, |IA 50201

UCE[@S (p) 515-382-2485

() 515-382-3473

March 4, 2016

Andrew Funk, PharmD
Executive Director

lowa Board of Pharmacy
400 SW Eigth Street, Suite E
Des Moines, 1A 50309-4688

Dear Dr. Funk;

Please find attached our pilot project and waiver petition renewal request for Zearing
Telepharmacy Pilot Project and the AMDS requirement of the telepharmacy rules. We
have been very pleased with the results of the pilot thus far and look forward to building
upon the success to further serve our patients in Zearing. We also look forward to
continued dialogue as we work towards a permanent telepharmacy approval process over
the coming months.

As you may recall, we began operation in a temporary location within Story Medical
Clinic — Zearing and moved to our newly remodeled permanent location on Zearing’s
Main Street in July of 2013. In 2014, Story Medical Clinic added a second nurse
practitioner to their team in Zearing due to the increased clinic volume they have seen
since our opening. Story Medical administration feels that without our partnership, this
would not have been possible.

In the 2015 calendar year, we filled 9640 prescriptions with 5249 prescriptions being new
and 5249 being refills. We are pleased to report that we had no errors reach the patient.

We look forward to answering any questions or concerns that you and the Board may
have.

Sincerely,

Brett H. Barker
Vice President of Operations

“Passionately Committed”
www.nhucara.com





After filling out form, print, sign, and mail to: lowa Board of Pharmacy Case No. or State 1D No.
400 SW 8" Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting. Rec’d:

IOWA BOARD OF PHARMACY

Petition for [X] Waiver [[_]] Variance
(check the appropriate box)

PLEASE PRINT OR TYPE ALL INFORMATION IN INK
(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal? [ ] Initial Request [X] Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

Name: NuCara Pharmacy #9 (Brett Barker — VP Operations) Phone No.: 515-382-2485
(include area code)
Address: 1002 6" Street

City: Nevada State: 1A Zip Code: 50201

Petition Information

1. Chapter Number and Title.

Chapter 9 AUTOMATED MEDICATION DISTRIBUTION SYSTEMS AND TELEPHARMACY SERVICES
2. Rule Number(s) and Title(s).

9.3(2) Telepharmacy
3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

NuCara Pharmacy #9 requests a waiver renewal of the AMDS requirement in order to maintain a remote
telepharmacy service in Zearing, IA.

4. Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

NuCara Pharmacy will maintain a limited use pharmacy license for a telepharmacy in Zearing, 1A. The
managing pharmacy will be NuCara Pharmacy #9 in Nevada, IA. The request for waiver only includes the





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

AMDS requirement for telepharmacy and all other telepharmacy rules will be in effect. The request is for one
year beginning June 1, 2014. Previous request was for 18 months beginning December 1, 2014.

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Zearing, lowa (population 555) is 17 miles from the next closest pharmacy services that are provided by
NuCara Pharmacy in Story City and Nevada, IA. Zearing has an underserved population of rural lowans and
seniors that have a great need for accessible pharmacy services. However, there is not a big enough population
in the area to support a traditional community pharmacy or a telepharmacy that utilizes an AMDS machine. It
would be not financially possible to install an AMDS in Zearing. Without a waiver of this requirement, the
residents of Zearing will resume travelling over 45 minutes round trip to access pharmacy services. Current
technology allows operation of a remote telepharmacy that would ensure public health and safety without the
use of an AMDS. Proposed Operational Policies and Procedures are attached.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[[]] Yes [X] No [[_]] Do not know

If yes, list their names, addresses and phone numbers below.

Would anyone (inside or outside state government) be adversely affected if this petition were granted?
[[1] Yes [X] No [[]] Do not know

If yes, list their names, addresses and phone humbers below.

Do you know how the Board of Pharmacy has treated similar situations?
[X] Yes [[]] No
If yes, describe below how similar situations were handled.

The AMDS requirement has been waived for four telepharmacy pilot projects including the Zearing
project.

Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?
[[1] Yes [X] No

If yes, describe below the issue involved and the outcome.





After filling out form, print, sign, and mail to: lowa Board of Pharmacy
400 SW 8™ Street, Suite E, Des Moines, lowa 50309-4688. Deadline for inclusion on
Board’s agenda is three weeks prior to Board meeting.

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any

pertinent information to the lowa Board of Pharmacy. | hereby attest to the accuracy and truthfulness of the
information contained herein.

Brett Barker 3/4/16

Petitioner’s Signature Date
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		Zearing Cover Letter 20160304

		Zearing Waiver Petition 2016

		Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)

		Petition Information

		I authorize any person with knowledge of the relevant or important facts relating to this petition to release any pertinent information to the Iowa Board of Pharmacy.  I hereby attest to the accuracy and truthfulness of the information contained herein.





		Zearing 2015 Rx by DOW




Case No. or State ID No.

Rec’d:
IOWA BOARD OF PHARMACY
Petition for [X] Waiver [ | Variance

PLEASE PRINT OR TYPE ALL INFORMATION IN INK
(FOR PHARMACY BOARD USE ONLY)

A waiver excuses the petitioner from the requirements of a rule in its entirety or from a part of a rule; a variance
does not. Instead, a variance is a modification to the requirements of a rule or a part of a rule. Example: A rule
requires the fencing of certain property and further requires that the fence be at least 6 feet in height. A waiver of
that rule would excuse the petitioner from the requirement for fencing the property. A variance would require the
property be fenced but would allow the petitioner to maintain the current fencing configuration of 5 feet in height
(perhaps the fence was constructed prior to the height requirement). When replacement of the current fence
becomes necessary as a consequence of normal wear and tear, the variance would terminate and the petitioner
would be required to comply with the 6-foot height requirement.

Note: Statutory requirements that have been repeated in administrative rules are not subject to consideration for a
waiver or variance.

Is this petition an initial request or is it a request for renewal?  [X] Initial Request [ 1 Request for Renewal
If a request for renewal, explain below why the renewal is necessary.

Petitioner Information (include licensee/registrant name and name of contact person, i.e. pharmacist in charge)
Name: Grundy County Memorial Hospital - UnityPoint Health Phone No.: 319-824-4135
Pharmacy License #55
Barry Westbrook, RPh - Pharmacist in Charge
Address: 201 East J Ave
City:  Grundy Center State: 1A Zip Code: 50638
Petition Information

1. Chapter Number and Title.

657 - Chapter 20 - Compounding Practices
USP39-NF34 General Chapter <797> Pharmaceutical Compounding - Sterile Preparations

2. Rule Number(s) and Title(s).

657—20.4(124,126,155A) Sterile compounding. lowa-licensed pharmacies that compound sterile
preparations for ultimate users in the state of lowa shall follow the current revision of USP Chapter
797 standards. Additional USP chapters incorporated by reference into USP Chapter 797 shall also be
followed.

[ARC 2194C, IAB 10/14/15, effective 11/18/15]

3. Describe in your own words the essence of each Rule Number(s) and Title(s) that pertains to this petition.

Routine sterile compounding may occur only if standards are met under USP <797> which include preparing
sterile compounds in an ISO 5 or better environment. e =1 Y 25

I\

&





Describe the specific nature and scope of your petition. In your description, include the anticipated time
period (beginning and ending) for which the petition would apply. A waiver or variance may not be requested
or granted on a permanent basis; the petition must identify an end date.

Grundy County Memorial Hospital (GCMH) pharmacy department currently does not have a primary
engineering control that maintains an ISO class 5 environment for preparing sterile compounds. Grundy County
Memorial Hospital is petitioning for a waiver to begin on May 18, 2016. The waiver is being asked to be in place
until GCMH completes renovation of the pharmacy department to meet USP <797> standards. Renovation of the
pharmacy department is anticipated to be completed by December 31, 2017.

Describe the relevant facts and reasons that, in your opinion, justify and provide “clear and convincing
evidence” as to why this petition merits consideration for waiver or variance. In your description, explain why
the rule(s) poses an undue hardship. If there is a public health, safety and welfare issue associated with this
rule(s), or if this rule(s) addresses security or confidentiality issues, also explain how equal protection will be
maintained if this petition were granted.

Current practice at GCMH is that nursing will compound sterile preparations just prior to administration to the
patient. This is due to pharmacy lacking equipment and environmental controls to prepare doses in advance for
patient use. Nursing is only allowed to prepare low risk sterile compounds. In order to deliver better patient care,
and advanced patient care, GCMH pharmacy department will undergo a renovation. The pharmacy department
renovation includes creation of a ISO Class 7 buffer room with an attached ISO class 8 ante room. The primary
engineering control to maintain ISO Class 5 environment will be a laminar air flow workbench placed within the
buffer room. Creating the needed ISO classified environments will enhance patient care and make GCMH
pharmacy department compliant with current state and USP standards. Renovation is planned to also meet
proposed changes to USP <797> making GCMH compliant for the future. Until GCMH has completed its
renovation project, we are petitioning the lowa Board of Pharmacy for a waiver exempting compliance with Rule
20.4 - Sterile Compounding and allowing current sterile compounding practice to continue. GCMH will utilize
premixed sterile preparations, proprietary bag and vial systems to our fullest extent possible to limit sterile
compounding by nursing.

Does anyone else (inside or outside state government) possess knowledge relevant to this petition?

[X] Yes [ 1No [ 1 Do not know
If yes, list their names, addresses and phone numbers below.

Jennifer O'Toole

Pharmacist, Compliance Officer
Iowa Board of Pharmacy

400 SW 8th St, Suite E

Des Moines, IA 50309
jennifer.otoole@iowa.gov

Phone 515.729.2465

Sharen Meyer, PharmD, MS

Director of Pharmacy Management
UnityPoint Health Consolidated Services
4488 112th Street

Urbandale, Iowa 50322

Office: 515-252-2647

Sharon.Meyer@unitypoint.org

Jennifer Havens

Chief Executive Officer

Director of Nursing

Grundy County Memorial Hospital - UnityPoint Health
201 East J Avenue

Grundy Center, 1A 50638

(319) 824-5080 - office

jennifer.havens @unityvpoint.org






7. Would anyone (inside or outside state government) be adversely affected if this petition were granted?

[ ]Yes [X] No [ 1 Do not know

8. Do you know how the Board of Pharmacy has treated similar situations?

[ 1Yes [X] No

9. Have you had any past interaction with the Board of Pharmacy that might impact or relate to this petition?

[ ]1Yes [X] No

I authorize any person with knowledge of the relevant or important facts relating to this petition to release any
pertinent information to the Iowa Board of Pharmacy. [ hereby attest to the accuracy and truthfulness of the
information contained herein.

Baw, L) sthwAd Ari, -1k - )b

Petitioner’ﬂSignature Date
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