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Fagron Sterile Services Statement of Clinical Difference

Fagron Sterile Services (“FSS”) compounds drug products pursuant to Section 503B of the Federal Food, Drug
and Cosmetic Act. As such, pursuant to Section 503B(a)(5) of the Act and current FDA Guidance for Industry
interpreting this provision, a statement of clinical difference made or approved by the practitioner who will
prescribe and/or order the administration of the drug product (hereinafter collectively “prescribing
practitioner”) must accompany each product order.

By signing this document, the signatory hereby attests that he/she has the authority to speak on behalf of
prescribing practitioner(s) who make or approve of this statement of clinical difference. Additionally, by
signing this document, the signatory hereby attests that the compounded preparation to which this statement
of clinical difference applies will only be administered to patients for whom the prescribing practitioner
determines will produce a clinical difference from the comparable approved drug product, as described more
fully in the applicable statement of clinical difference below.

By signing this document, the signatory hereby attests only to the specific preparation(s) that have been
ordered or otherwise obtained from FSS by the signatory (and/or the facility/facilities or prescribing
practitioner(s) represented by the signatory). The signatory (and the facility/facilities or prescribing
practitioner(s) represented by the signatory, if any) does not take a position or otherwise attest in any way to
preparation(s) that have not been ordered or otherwise obtained from FSS.

Prep Type Code Descriptions Used on List of Preparations:

1 Prepared through Sterile Repack of commercially available products.
2 Prepared through In-Process Sterilization of active pharmaceutical ingredients (API).
3 Prepared through dilution, or reconstitution followed by dilution, of a sterile-manufactured product, or

through in-process sterilization of manufactured products.

In my professional judgement: the use of the
compounded Midazolam HCI Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use infusion syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations for
in-patient sedation.

71266- Midazolam Tmg/mL

Critical Care 2001063 9190-06 2 50 mL F!". 50 mL
Syringe
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Critical Care

2001101

71266-
5030-01

Midazolam 1mg/mL
(100mg/100mL)
100mL fill ina100mL
IV Bag

In my professional judgement: the use of the
compounded Midazolam HCI Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use flexible plastic
containers provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient
sedation.

Critical Care

2001135

71266-
5030-02

Midazolam Tmg/mL
(50mg/50mL) 50mL
fillin 100mL IV Bag

In my professional judgement: the use of the
compounded Midazolam HCI Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use flexible plastic
containers provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient
sedation.

Critical Care

2001201

71266-
5020-01

Norepinephrine
Bitartrate 8 mg added
to250mL 0.9%
Sodium Chloride IV
Bag

In my professional judgement: the use of the
compounded Norepinephrine Bitartrate
Injection Solution that is in-process
sterilized, compatible with our specialized
drug administration equipment, and
packaged in labeled, ready-to-use Flexible
Plastic Container provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations.

Critical Care

2001202

71266-
5015-01

Norepinephrine
Bitartrate 4 mg
added to 250mL 0.9%
Sodium Chloride IV
Bag

In my professional judgement: the use of the
compounded Norepinephrine Bitartrate
Injection Solution that is in-process
sterilized, compatible with our specialized
drug administration equipment, and
packaged in labeled, ready-to-use Flexible
Plastic Container provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations.
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Norepinephrine
Bitartrate 16 mg

In my professional judgement: the use of the
compounded Norepinephrine Bitartrate
Injection Solution that is in-process
sterilized, compatible with our specialized

Critical Care | 2001203 | 1266 added to 250mL 0.9% drug administration equipment, and
5025-01 . . packaged in labeled, ready-to-use Flexible
Sodium Chloride IV . . . ..
Plastic Container provides clinical and safety
Bag . .
benefits relative to comparable
manufactured drug vials for patients who
require these formulations.
In my professional judgement: the use of the
compounded Phenylephrine HCI Solution
Phenylephrine HCI that is compatible with our specialized drug
.. 71266- 200mgin 250mL administration equipment and packaged in
HEElIEEe PP L) 5170-01 0.9% NaCl Bag labeled, ready-to-use syringes provides
(200mg/250mL) clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations.
In my professional judgement: the use of the
compounded Phenylephrine HCI solution
that is in-process sterilized and packaged in
71266- Phenylephrine labeled, ready-to-use syringes provides
Critical Care 2001361 0.1mg/mL Solution, clinical and safety benefits relative to
9022-01 . .
50mL syringe comparable manufactured drug vials and
ampules for patients who require these
formulations during surgery or other medical
procedures.
Lidocaine HCI 2%
Critical Care 2001399 9733?_6(.,1 f((>2r(l)r:'j‘3c{ trir:) Lr: rs,:lll:cl;::l_ Shortage specific. No Attestation.
Fill in 50mL Vial
In my professional judgement: the use of the
compounded Phenylephrine HCI Solution
Phenylephrine HCI thatis in-proc':e%:s sterilized, C(?rr:lpatil?le with
- 71266- 50mg added to 'our specialized drug a(EImlnlstratlon
Critical Care 2002522 5250-01 250mL 0.9% NaCl IV equipment, ?nd pack?ged in I?beled, r(.eady-
Bag (50mg/250mL) to-u.se. Flexible Plastic Con'tamer p'rowdes
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations.
In my professional judgement: the use of the
compounded Phenylephrine HCI Solution
Phenylephrine HCI thatis in-proc.:es:.s sterilized, c<?n:|patil?le with
- 71266- 25mg added to .our specialized drug a(.:lm|n|strat|on
Critical Care 2002617 5230-01 250mL 0.9% NaCl IV equipment, a:md pack?ged in I?beled, r(.eady-
Bag (25mg/250mL) to-use Flexible Plastic Container provides

clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations.
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71266-
5000-01

Oxytocin 30 units,
Injection Solution,
added to 500mL
0.9% NaCl IV Bag
Commercial Dilution

In my professional judgement: the use of the
compounded Oxytocin Injection Solution
that is compatible with our specialized drug
administration equipment and packaged in
labeled, ready-to-use flexible plastic
containers provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations.

71266-
5103-01

Oxytocin 30 Units,
Injection Solution,
added to 500mL
0.9% NaCl FK
Freeflex IV Bag

In my professional judgement: the use of the
compounded Oxytocin Injection Solution
that is in-process sterilized, compatible with
our specialized drug administration
equipment, and packaged in labeled, ready-
to-use Flexible Plastic Containers provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations.

71266-
9235-01

Fentanyl Citrate
2mcg/mL and
Ropivacaine HCI
0.15% (1.5mg/mL), PF,
50mL Fill in 50mL
Syringe

In my professional judgement: the use of the
compounded Fentanyl Citrate and
Ropivacaine HCI Injection Solution that is in-
process sterilized, compatible with our
specialized drug administration equipment,
and packaged in labeled, ready-to-use
PCA/infusion syringes provides clinical and
safety benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.

71266-
9225-01

Fentanyl Citrate
2mcg/mL and
Bupivacaine HCI
0.0625%, PF, 250mL
Fillin250mL IV Bag

In my professional judgement: the use of the
compounded Fentanyl Citrate and
Bupivacaine HCI Injection Solution that is in-
process sterilized, compatible with our
specialized drug administration equipment,
and packaged in labeled, ready-to-use
flexible plastic container provides clinical
and safety benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.

71266-
9227-01

Fentanyl Citrate
2mcg/mL and
Bupivacaine HCI
0.125%, PF, 250mL
Fillin250mL IV Bag

In my professional judgement: the use of the
compounded Fentanyl Citrate and
Bupivacaine HCI Injection Solution that is in-
process sterilized, compatible with our
specialized drug administration equipment,
and packaged in labeled, ready-to-use
flexible plastic container provides clinical
and safety benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.

®®@® Fagron
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[
Labor & 2001097
Delivery
Labor & 2002597
Delivery
Labor & 2001349
Delivery
Labor & 2001435
Delivery
Labor & 2001437
Delivery
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Labor &
Delivery

2001438

71266-
9228-01

Fentanyl Citrate
2mcg/mL and
Bupivacaine HCI
0.125%, PF, 100mL
Fillin100mL IV Bag

In my professional judgement: the use of the
compounded Fentanyl Citrate and
Bupivacaine HCI Injection Solution that is in-
process sterilized, compatible with our
specialized drug administration equipment,
and packaged in labeled, ready-to-use
flexible plastic container provides clinical
and safety benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.

Ophthalmics

2000066

71266-
6360-01

Lidocaine
1%/Phenylephrine
1.5% BSS Preservative
Free /Sulfite Free
Injection Solution 1
mL Single Use
Syringe

This compounded Lidocaine and
Phenylephrine topical solution is differentin
active ingredients and dosage strengths
compared to comparable commercially
available drug products; in my professional
judgement, this compounded product
provides clinical and safety benefits to
patients who require this formulation.

Ophthalmics

2000073

71266-
8120-01

Epinephrine 1:1000
(Img/mL), Injection
Solution, Preservative
Free/Sulfite Free, 1
mL fillina 3mL
Single-Use Syringe

Compared to comparable commercially
available drug products, this compounded
Epinephrine injection solution is free of the

following ingredients: Sodium Metabisulfite,
Sodium Bisulfite, Sodium Hydroxide,
Chlorobutanol, and Disodium Edetate

(dihydrate); in my professional judgement,
this compounded product that is in-process
sterilized and packaged in labeled, ready-to-
use syringes provides clinical and safety
benefits to patients who require this
formulation.

Ophthalmics

2000076

71266-
8211-05

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 2.5%
Topical Ophthalmic
Solution, 5 mL
Multiple-Dose
Dropper Bottle

This compounded Tropicamide 1%,
Cyclopentolate 1%, and Phenylephrine 2.5%
ophthalmic solution is different in active
ingredients and dosage strengths compared
to comparable commercially available drug
products; in my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.

Ophthalmics

2000077

71266-
8211-01

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 2.5%
Topical Ophthalmic
Solution, 0.5 mL
Single-Use Syringe

This compounded Tropicamide 1%,
Cyclopentolate 1%, and Phenylephrine 2.5%
ophthalmic solution is different in active
ingredients and dosage strengths compared
to comparable commercially available drug
products; in my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.
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Ophthalmics

2000079

71266-
8221-01

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 2.5%
/ ketorolac 0.4%/
proparacaine 0.1%,
Top Oph Soln, 0.5 mL
Syr

This compounded Tropicamide 1%,
Cyclopentolate 1%, Phenylephrine 2.5%,
Ketorolac 0.4%, and Proparacaine 0.1%
ophthalmic solution is different in active
ingredients and dosage strengths compared
to comparable commercially available drug
products; in my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.

Ophthalmics

2000081

71266-
8240-05

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 2.5%
/ ketorolac 0.5%
Topical Ophthalmic
Solution, 5 mL MDD
Bottle

This compounded Tropicamide 1%,
Cyclopentolate 1%, Phenylephrine 2.5%, and
Ketorolac 0.4% ophthalmic solution is
differentin active ingredients and dosage
strengths compared to comparable
commercially available drug products; in my
professional judgement, this compounded
product provides clinical and safety benefits
to patients who require this formulation.

Ophthalmics

2000082

71266-
8240-01

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 2.5%
/ ketorolac 0.5%
Topical Ophth Soln,
0.5 mL Single-Use
Syringe

This compounded Tropicamide 1%,
Cyclopentolate 1%, Phenylephrine 2.5%, and
Ketorolac 0.4% ophthalmic solution is
differentin active ingredients and dosage
strengths compared to comparable
commercially available drug products; in my
professional judgement, this compounded
product provides clinical and safety benefits
to patients who require this formulation.

Ophthalmics

2000083

71266-
8241-05

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 10% /
ketorolac 0.5%
Topical Ophth Soln, 5
mL Multiple-Dose DB

This compounded Tropicamide 1%,
Cyclopentolate 1%, Phenylephrine 10%, and
Ketorolac 0.5% ophthalmic solution is
different in active ingredients and dosage
strengths compared to comparable
commercially available drug products; in my
professional judgement, this compounded
product provides clinical and safety benefits
to patients who require this formulation.

Ophthalmics

2000084

71266-
8241-01

tropicamide 1% /
cyclopentolate 1% /
PHENYLephrine 10% /
ketorolac 0.5%
Topical Ophthalmic
Soln, 0.5 mL Single-
Use Syr

This compounded Tropicamide 1%,
Cyclopentolate 1%, Phenylephrine 10%, and
Ketorolac 0.5% ophthalmic solution is
differentin active ingredients and dosage
strengths compared to comparable
commercially available drug products; in my
professional judgement, this compounded
product provides clinical and safety benefits
to patients who require this formulation.
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Compared to comparable commercially
available drug products, this compounded
moxifloxacin HCI Moxifloxacin ophthalmic injection solution is
(Avelox®) 0.1% (1 different in route of administration and
. 71266- mg/mL) Ophthalmic dosage strength; in my professional
REREEIIES gogness 8613-01 Injection Solution, judgement, this compounded product that is
0.3mLinaTmL in-process sterilized and packaged in
Single-Use Syringe labeled, ready-to-use syringes provides
clinical and safety benefits to patients who
require this formulation.
moxifloxacin HCI In mY profe§swnal.|udgement: t!1e use' of
. moxifloxacin that is prepared via sterile
(generic for Avelox®) . .
71266- 0.16% (1.6 mg/mL) transfer from commercially available drug
Ophthalmics 2000723 s 9 solution and packaged in single-use, labeled,
8604-01 Oph Injection Sol, 1 . . L
. . ready-to-use syringe provides clinical and
mL in 3 mL Single-Use . .
. safety benefits relative to comparable
Syringe .
manufactured drug containers.
This compounded Tropicamide 1% and
. o . .
Tropicamide 1% / Phenylephrme 256 ophthalmlc solution is
. different in active ingredients and dosage
Phenylephrine 2.5%
. 71266- . . strengths compared to comparable
Ophthalmics 2001094 Ophthalmic Solution, . . .
8310-01 oy commercially available drug products; in my
1mL fill in 3mL . . .
Dropper Bottle professional judgement, this compounded
product provides clinical and safety benefits
to patients who require this formulation.
In my professional judgement: the use of
Avastin Avastin that is prepared via sterile transfer
71266- (Bevacizumab) from commercially available drug solution
Ophthalmics 2001096 Solution for Injection, and packaged in single-use, labeled, ready-
8006-01 . - ..
1.25mg/0.05mL. to-use syringe provides clinical and safety
0.12mLFillCZ benefits relative to comparable
manufactured drug containers.
In my professional judgement: the use of
Povidone-lodine that is prepared via sterile
71266- Povidone-lodine transfer from commercially available drug
Ophthalmics 2001270 (Betadine) 5% Ophth | solution and packaged in single-use, labeled,
6535-03 . . . . .
Soln 1mL Syringe ready-to-use syringes provides clinical and
safety benefits relative to comparable
manufactured drug containers.
This compounded Mitomycin injection
mitoMYcin 0.02% Sf)|f.ltl0n.ls different in route of
(0.2 mg/mL) administration, dosage form, dosage
) 'g . strength, and excipients compared to
Ophthalmics 2001389 71266- Ophthalmic Injection comparable commercially available dru
P 8475-03 Solution, 1mLfillina P Y 9

3 mL Single-Use
Syringe

products; in my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.
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This compounded Mitomycin injection
mitoMYcin 0.04% solution is different in route of
(0.4 mg/mL) administration, d?s.age form, dosage
71266- Ophthalmic Injection strength, and excipients compared to
Ophthalmics 2001390 8515-03 Solution. 1mL fill ina comparable commercially available drug
3mL S'ingle-Use products; in my professiona! judgement, this
Syringe compounded product provides clinical and
safety benefits to patients who require this
formulation.
In my professional judgement: the use of
rocuronium bromide rocuronium bromide that is prepared via
71266- 50 mg/5 mL (10 sterile transfer from commercially available
OR Syringes 2000289 9005-05 mg/mL) IV Injection drug solution and packaged in single-use,
Solutionina5 mL labeled, ready-to-use syringe provides
Single-Use Syringe clinical and safety benefits relative to
comparable manufactured drug containers.
In my professional judgement: the use of
PHENYLephrine HCI compounded Phc.enylephrine solution t.hat is
) L) prepa.red and diluted from com.mermally
71266- per 10mL) in 10mL available concentrated solution and
OR Syringes 2000290 9010-01 eyt sy packaged in labeled, ready-to-use syringes
Solution (Sterile to provides clinical and safety benefits relative
Sterile Dilution) to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of
glycopyrrolate that is prepared via sterile
71266- Glycopyrrolate transfer from commercially available drug
OR Syringes 2000291 9015-05 0.2mg/mL, 1mg per solution and packaged in single-use, labeled,
5mL ready-to-use syringe provides clinical and
safety benefits relative to comparable
manufactured drug containers.
In my professional judgement: the use of
glycopyrrolate that is prepared via sterile
71266- Glycopyrrolate transfer from commercially available drug
OR Syringes 2000292 9015-03 0.2mg/mL, 0.6mg solution and packaged in single-use, labeled,
per 3mL ready-to-use syringe provides clinical and
safety benefits relative to comparable
manufactured drug containers.
succinylcholine In r'ny profgssional jfjdgeme.nt: the use of.
chloride 100 mg/5 succflnylcholme chloride that |s:. preparc::d via
11266- mL (20 mg/mL) IV sterile transfer from commercially available
OR Syringes 2000305 9684-05 Injection Solution in a drug solution and packaged in single-use,

5 mL Single-Use
Syringe

labeled, ready-to-use syringe provides
clinical and safety benefits relative to
comparable manufactured drug containers.
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In my professional judgement: the use of the
succinylcholine compounded Succinylcholine Chloride
chloride 100 mg/5 mL solution that is in-process sterilized and
. 71266- (20 mg/mL) IV packaged in labeled, ready-to-use syringes
SIS AL 2001-01 Injection Solutionina | provides clinical and safety benefits relative
10 mL Single-Use to comparable manufactured drug vials for
Syringe patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
succinylcholine compounded Succinylcholine Chloride
chloride 200 mg/10 solution that is in-process sterilized and
. 71266- mL (20 mg/mL) IV packaged in labeled, ready-to-use syringes
OR Syringes 2000431 2001-02 Injection Solutionina | provides clinical and safety benefits relative
10 mL Single-Use to comparable manufactured drug vials for
Syringe patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
neostigmine compounded Neostigmine Methylsulfate
methylsulfate 3 mg/3 solution that is in-process sterilized and
. 71266- mL (1mg/mL) IV packaged in labeled, ready-to-use syringes
OR Syringes 22 2003-01 Injection Solutionina | provides clinical and safety benefits relative
5 mL Single-Use to comparable manufactured drug vials for
Syringe patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
. . compounded Rocuronium Bromide injection
rocuronium bromide . . . .
solution that is in-process sterilized and
. 71266- 50 mg/S m!. (19 packaged in labeled, ready-to-use syringes
OR Syringes 2000433 2002-01 mg/ml'.) Iv. Injection provides clinical and safety benefits relative
Solutionina5mL .
. . to comparable manufactured drug vials for
Single-Use Syringe . . .
patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
neostigmine compounded Neostigmine Methylsulfate
methylsulfate 5 mg/5 solution that is in-process sterilized and
. 71266- mL (1 mg/mL) IV packaged in labeled, ready-to-use syringes
OR Syringes AL S 2003-02 Injection Solutionina | provides clinical and safety benefits relative
5 mL Single-Use to comparable manufactured drug vials for
Syringe patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
succinylcholine compounded Succinylcholine Chloride
chloride 140 mg/7 mL solution that is in-process sterilized and
. 71266- (20 mg/mL) IV packaged in labeled, ready-to-use syringes
OR Syringes 2000508 2001-03 Injection Solutionina | provides clinical and safety benefits relative

10 mL Single-Use
Syringe

to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
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71266-
9031-01

PHENYLephrine HCL
0.4 mg per 10 mL (40
mcg per mL)Injection
Solutionin 10 mL
Single-Use Syringe

In my professional judgement: the use of the
compounded Phenylephrine HCI solution
that is in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

71266-
9011-01

PHENYLephrine HCI
100mcg per mL (Img
per 10mL) in 10mL
Syringe Injection
Solution Preservative
Free

In my professional judgement: the use of the
compounded Phenylephrine HCI solution
that is in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials and
ampules for patients who require these
formulations during surgery or other medical
procedures.

71266-
9010-02

PHENYLephrine HCI
0.5 mg per 5 mL (100
mcg per mL) Injection

Solutionina5 mL

Single-Use Syringe

In my professional judgement: the use of the
compounded Phenylephrine HCI solution
that is in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

71266-
9030-01

PHENYLephrine HCI
0.8 mg/10 mL (0.08
mg/mL) Injection
Solutionina10mL
Single-Use Syringe

In my professional judgement: the use of
compounded Phenylephrine solution that is
prepared and diluted from commercially
available concentrated solution and
packaged in labeled, ready-to-use syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

71266-
9032-01

PHENYLephrine
0.04mg/mL PF Inj
Soln 10mL Syringe

In my professional judgement: the use of the
compounded Phenylephrine HCI solution
that is in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials and
ampules for patients who require these
formulations during surgery or other medical
procedures.

®®® Fagron
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OR Syringes 2000597
OR Syringes 2000598
OR Syringes 2000599
OR Syringes 2000601
OR Syringes 2000607
OR Syringes 2000636

71266-
2010-01

Atropine sulfate
0.8mg per 2ml
(0.4mg per mL),
Injection Solution ina
3mL Syringe

In my professional judgement: the use of
atropine sulfate that is prepared via sterile
transfer from commercially available drug

solution and packaged in single-use, labeled,
ready-to-use syringe provides clinical and
safety benefits relative to comparable
manufactured drug containers.
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OR Syringes

2000826

71266-
9070-02

ketamine HCI 50 mg
per mL ImL Fill in 3mL
Syringe Injection
Solution

In my professional judgement: the use of the
compounded Ketamine HCl solution that is
in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

OR Syringes

2000828

71266-
9080-01

ketamine HCI 10 mg
per mL (20mg per

2mL) in 3mL Syringe
Injection Solution

In my professional judgement: the use of the
compounded Ketamine HCl solution that is
in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

OR Syringes

2000850

71266-
9090-01

lidocaine HCI 2%
(20mg/mL)
(100mg/5mL)
Injection Solution PF
5mL in 5mL Syringe

In my professional judgement: the use of the
compounded Lidocaine HCI solution that is
in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

OR Syringes

2000851

71266-
9100-03

Lidocaine HCI 1%
10mg/mL Sol for Inj
PF10mL in 10mL syr

In my professional judgement: the use of the
compounded Lidocaine HCI solution that is
in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

OR Syringes

2000902

71266-
9180-01

Fentanyl 10mcg/mL,
1mL fill in 3mL syringe

In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized and

packaged in labeled, ready-to-use syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials or
ampules for patients who require these
formulations for in-patient pain control.

OR Syringes

2000905

71266-
9080-02

ketamine HCI
10mg/mL 5mLFill in
5mL Syringe

In my professional judgement: the use of the
compounded Ketamine HCl solution that is
in-process sterilized and packaged in
labeled, ready-to-use syringes provides
clinical and safety benefits relative to
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
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71266-
5055-02

Hydromorphone HCI
Tmg/mL 50mL Fill,
100mL IV Bag

In my professional judgement: the use of the
compounded Hydromorphone HCI Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use flexible plastic
containers provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.

71266-
9010-09

RFID PHENYLephrine
HCI100mcg per mL
(Img per 10mL) in
10mL Syringe
Injection Solution
(Sterile to Sterile
Dilution)

In my professional judgement: the use of
compounded Phenylephrine solution that is
prepared and diluted from commercially
available concentrated solution and
packaged in labeled, ready-to-use syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

71266-
2001-09

RFID succinylcholine
chloride 100 mg/5 mL
(20 mg/mL) IV
Injection Solutionin a
10 mL Single-Use
Syringe

In my professional judgement: the use of the
compounded Succinylcholine Chloride
solution that is in-process sterilized and

packaged in labeled, ready-to-use syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

71266-
2001-08

RFID succinylcholine
chloride 200 mg/10
mL (20 mg/mL) IV
Injection Solutionina
10 mL Single-Use
Syringe

In my professional judgement: the use of the
compounded Succinylcholine Chloride
solution that is in-process sterilized and

packaged in labeled, ready-to-use syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.

®®® Fagron
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Pain 2001192
Management
OR Syringes 2001294
OR Syringes 2001296
OR Syringes 2001297
OR Syringes 2001298

71266-
2002-09

RFID rocuronium
bromide 50 mg/5 mL
(10 mg/mL) IV
Injection Solution in a
5 mL Single-Use
Syringe

In my professional judgement: the use of the
compounded Rocuronium Bromide injection
solution that is in-process sterilized and
packaged in labeled, ready-to-use syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
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In my professional judgement: the use of the
RFID neostigmine compounded Neostigmine Methylsulfate
methylsulfate 5 mg/5 solution that is in-process sterilized and
. 71266- mL (1mg/mL) IV packaged in labeled, ready-to-use syringes
R 20012
OR Syringes 001299 2003-09 Injection Solutionina | provides clinical and safety benefits relative
5 mL Single-Use to comparable manufactured drug vials for
Syringe patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
RFID glycopyrrolate 1 corr.lpounded Glyc.o.pyrrolate solution {hat is
in-process sterilized and packaged in
mg/5 mL (0.2 mg/mL) . .
. 71266- .. , labeled, ready-to-use syringes provides
OR Syringes 2001300 IV Injection Solution . . . .
2004-09 . . clinical and safety benefits relative to
ina 5 mL Single-Use .
Svringe comparable manufactured drug vials for
yring patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
RFID PHENYLephrine cortip.ounded Phenyl.e:phrme HCI solutlorT
that is in-process sterilized and packaged in
HCI100mcg per mL . .
. labeled, ready-to-use syringes provides
. 71266- (Img per 10mL) in . . X .
OR Syringes 2001302 . clinical and safety benefits relative to
9011-09 10mL Syringe .
- . comparable manufactured drug vials and
Injection Solution . .
. ampules for patients who require these
Preservative Free . . .
formulations during surgery or other medical
procedures.
In my professional judgement: the use of the
RFID lidocaine HCI 2% cor'npounded leo'cfame HCI solution tfjat is
in-process sterilized and packaged in
71266- (20mg/mL) labeled, ready-to-use syringes provides
OR Syringes AU 9090-09 . (1(?0mg/5n‘1L) clinical and safety benefits relative to
Injection Solution PF .
. . comparable manufactured drug vials for
5mL in 5mL Syringe . . "
patients who require these formulations
during surgery or other medical procedures.
Compared to comparable commercially
available drug products, this Ephedrine
Sulfate solution that is prepared via sterile
71266- Ephedrine Sulfate transfer from commercially available drug
OR Syringes 2001327 5mg/mL (25mg/5mL) | solution and packaged in single-use, labeled,
9027-01 . . . . . .
5mL in 5mL Syringe ready-to-use syringe provides clinical and
safety benefits relative to comparable
syringes provides clinical and safety benefits
to patients who require this formulation.
In my professional judgement, the use of
RFID ePHEDrine compounded Ephedrine Sulfate solution that
sulfate 50mg/5mL is prepared and diluted from commercially
71266- (10mg/mL) IV available concentrated solution and
OR Syringes 2002605 9035-09 Injection Solutionin a packaged in labeled, ready-to-use syringes

5mL Single-Use
Syringe (Commercial
Dilution)

provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
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In my professional judgement, the use of
ePHEDrine sulfate compounded Ephedrine Sulfate solution that
50mg/5mL is prepared and diluted from commercially
71266- (10mg/mL) IV available concentrated solution and
OR Syringes 2002606 Injection Solutionina packaged in labeled, ready-to-use syringes
9045-05 . . . X .
5mL Single-Use provides clinical and safety benefits relative
Syringe (Commercial to comparable manufactured drug vials for
Dilution) patients who require these formulations
during surgery or other medical procedures.
This compounded Phenol injection solution is
Phenol in Water differentin active ingredients and dosage
. .. . strengths compared to comparable
Pain 71266- Injection Solution, ) . X
2000065 . commercially available drug products; in my
Management 6519-01 6%, 10-mL Multiple- . . .
. professional judgement, this compounded
Dose Vial . .. ]
product provides clinical and safety benefits
to patients who require this formulation.
In my professional judgement: the use of the
compounded Bupivacaine HCI solution that is
. Bupivacaine HCI in-process sterilized anc.i packagec! in
Pain 71266- ., labeled, ready-to-use syringes provides
2000794 Injection 0.25% .. . .
Management 9160-02 . clinical and safety benefits relative to
(2.5mg/mL) 10mL Fill .
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
compounded Ropivacaine HCI solution that is
. Ropivacaine 0.50% in-process sterilized anc'i packagec! in
Pain 2000825 71266- 20mL fill in 20mL labeled, ready-to-use syringes provides
Management 9130-01 . clinical and safety benefits relative to
Syringe .
comparable manufactured drug vials for
patients who require these formulations
during surgery or other medical procedures.
In my professional judgement: the use of the
compounded Hydromorphone HCl Injection
Solution that is in-process sterilized,
. Hydromorphone HCI c?r'npatl?)le Wltl'! our specialized drug .
Pain 2001053 71266- 0.2mg/mL 30mL Fill administration equipment, and packaged in
Management 9110-04 +£mM9 " | labeled, ready-to-use PCA/infusion syringes

30mL Syringe

provides clinical and safety benefits relative

to comparable manufactured drug vials for

patients who require these formulations for
in-patient pain control.
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Pain
Management

2001054

71266-
9110-03

Hydromorphone HCI
0.2mg/mL 50mLFill,
50mL Syringe

In my professional judgement: the use of the
compounded Hydromorphone HCI Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use PCA/infusion syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations for
in-patient pain control.

Pain
Management

2001055

71266-
9115-01

Hydromorphone HCI
Tmg/mL 30mLFill,
30mL Syringe

In my professional judgement: the use of the
compounded Hydromorphone HCl Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use PCA/infusion syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations for
in-patient pain control.

Pain
Management

2001065

71266-
9170-05

Fentanyl 50mcg/mL
30mL fill, 30 mL
syringe

In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use PCA/infusion syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations for
in-patient pain control.

Pain
Management

2001066

71266-
9170-06

Fentanyl 50mcg/mL
50 mL fill, 50 mL
syringe

In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use PCA/infusion syringes
provides clinical and safety benefits relative
to comparable manufactured drug vials for
patients who require these formulations for
in-patient pain control.

Pain
Management

2001098

71266-
5005-01

Fentanyl Citrate
50mcg/mL
(2500mcg/50mL)
50mL fillin 100mL IV
Bag

In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
compatible with our specialized drug
administration equipment, and packaged in
labeled, ready-to-use Flexible Plastic
Container provides clinical and safety
benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.
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In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
Fentanyl Citrate compatible with our specialized drug
Pain 71266- 10mcg/mL administration equipment, and packaged in
Management 2001099 5010-01 (2,500mcg/250mL) labeled, ready-to-use Flexible Plastic
250mL fill ina250mL Container provides clinical and safety
IV Bag benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.
In my professional judgement: the use of the
compounded Hydromorphone HCl Injection
Solution that is in-process sterilized,
Hydromorphone HCL compatible with our specialized drug
Pain 71266- 0.2 mg/mL administration equipment, and packaged in
YT T 2001100 5035-01 (20mg/100mL) labeled, ready-to-use flexible plastic
100mL fill ina 100mL containers provides clinical and safety
IV Bag benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.
In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
Fentanyl Citrate compatible with our specialized drug
Pain 71266- 20mcg/mL administration equipment, and packaged in
Management 2001124 5040-01 (2,000mcg/100mL) labeled, ready-to-use Flexible Plastic
100mL fillina100mL Container provides clinical and safety
IV Bag benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.
In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
Fentanyl Citrate compatible with our specialized drug
Pain 71266- 10mcg/mL administration equipment, anfj packag.ed in
e 2001125 5050-01 (1000mcg/100mL) labeled, ready-to-use Flexible Plastic
100mL fill ina100mL Container provides clinical and safety
IV Bag benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.
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In my professional judgement: the use of the
compounded Fentanyl Citrate Injection
Solution that is in-process sterilized,
Fentanyl Citrate compatible with our specialized drug
Pain 71266- 16mcg/mL administration equipment, and packaged in
Management 2001157 5060-01 (1600mcg/100mL) labeled, ready-to-use Flexible Plastic
9 100mL fill ina100mL Container provides clinical and safety
IV Bag benefits relative to comparable
manufactured drug vials for patients who
require these formulations for in-patient pain
control.
In my professional judgement: the use of the
compounded Ketamine HCl solution that is
Ketamine HCI in-process sterilized and packaged in
Pain 2001218 71266- 1000mg/100mL labeled, ready-to-use bags provides clinical
Management 9081-01 (10mg/mL) in 100mL and safety benefits relative to comparable
IV Bag manufactured drug vials for patients who
require these formulations during surgery or
other medical procedures.
This compounded Betamethasone Sodium
Phosphate injection solution is free of the
BETAmethasone active ingredient Betamtethasone Acet.ate
. and free of the preservative Benzalkonium
sodium phosphate 6 .
- Chloride compared to comparable
. 71266- mg/mL, Injection . . .
Specialty 2000051 . . commercially available drug products; in my
1025-01 Solution, Preservative . . .
. professional judgement, this compounded
Free, 1 mL Single- . . . .
. product provides clinical and safety benefits
Dose Vial . . . .
to patients who require this formulation,
including patients who are sensitive or
allergic to Benzalkonium Chloride.
This compounded Betamethasone Sodium
Phosphate injection solution is free of the
BETAmethasone active ingredient Betamt-athasone Acet-ate
. and free of the preservative Benzalkonium
sodium phosphate 6 .
.. Chloride compared to comparable
Special 2000052 ULy L (S commercially available drug products; in m
P ty 1025-02 Solution, Preservative . y' g P ! Y
. professional judgement, this compounded
Free, 2 mL Single- . . . A
. product provides clinical and safety benefits
Dose Vial . . X .
to patients who require this formulation,
including patients who are sensitive or
allergic to Benzalkonium Chloride.
This compounded Dexamethasone Sodium
Phosphate injection solution is free of the
DEXAmethasone preservative Benzalkonium Chloride
sodium phosphate 10 compared to comparable commercially
. 71266- mg/mL, Injection available drug products; in my professional
Specialty 2000053 1041-02 Solution, Preservative judgement, this compounded product
Free, 2 mL Single- provides clinical and safety benefits to
Dose Vial patients who require this formulation,
including patients who are sensitive or
allergic to Benzalkonium Chloride.
V2024-03 Agent
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71266-
1051-02

DEXAmethasone
sodium phosphate 4
mg/mL, Injection
Solution, Preservative
Free, 2 mL Single-
Dose Vial

This compounded Dexamethasone Sodium
Phosphate injection solution is free of the
preservative Benzalkonium Chloride
compared to comparable commercially
available drug products; in my professional
judgement, this compounded product
provides clinical and safety benefits to
patients who require this formulation,
including patients who are sensitive or
allergic to Benzalkonium Chloride.

71266-
1075-01

methylPREDNISolone
acetate 80 mg/mL,

Injection Suspension,
Preservative Free, 1
mL Single-Dose Vial

This compounded Methylprednisolone
Acetate injectable suspensionis free of the
inactive ingredients Polysorbate 80 and
Benzyl Alcohol compared to comparable
commercially available drug products; in my
professional judgement, this compounded
product provides clinical and safety benefits
to patients who require this formulation.

71266-
1080-01

TRIAMcinolone
acetonide 40 mg/mL,
Injection Suspension,

Preservative Free, 1
mL Single-Dose Vial

Compared to comparable commercially
available drug products, this compounded
Triamcinolone Acetonide injectable
suspension is free of the following
ingredients: Potassium Chloride, Calcium
Chloride (dihydrate), Magnesium Chloride
(hexahydrate), Sodium Acetate (trihydrate),
Sodium Citrate (dihydrate) and Benzyl
Alcohol; in my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.
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Specialty 2000054
Specialty 2000055
Specialty 2000056
Specialty 2000057

71266-
1080-02

TRIAMcinolone
acetonide 40 mg/mL,
Injection Suspension,

Preservative Free, 2
mL Single-Dose Vial

Compared to comparable commercially
available drug products, this compounded
Triamcinolone Acetonide injectable
suspension is free of the following
ingredients: Potassium Chloride, Calcium
Chloride (dihydrate), Magnesium Chloride
(hexahydrate), Sodium Acetate (trihydrate),
Sodium Citrate (dihydrate) and Benzyl
Alcohol; in my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.
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Specialty

2000058

71266-
6641-01

sodium CliTrate 4%
Injection Solution 30
mL Multiple-Dose Vial

This compounded Sodium Citrate injection
solution is different in ingredients and
dosage volume compared to comparable
commercially available drug products. The
compounded presentation contains benzyl
alcohol preservative and is intended for
multiple dose use. In my professional
judgement, this compounded product
provides clinical and safety benefits to
patients who require this formulation.

Specialty

2000059

71266-
6670-01

sodium citrate 4%
containing
GENTamicin
320mcg/mL Injection
Solution 30mL
Multiple-Dose Vial

This compounded Sodium Citrate and
Gentamicin injection solution is different in
active ingredients, dosage volume, and
intended use compared to comparable
commercially available drug products. The
compounded presentation contains
gentamicin antibiotic and benzyl alcohol
preservative and is intended for multiple
dose use. In my professional judgement, this
compounded product provides clinical and
safety benefits to patients who require this
formulation.

Specialty

2000061

71266-
6286-03

LIDOcaine
4%/Epinephrine
0.05%/TETRAcaine
0.5% Sterile Topical
Solution 3 mLfillina
5 mL Single-Use
Syringe

This compounded Lidocaine and Epinephrine
and Tetracaine topical solution is different in
active ingredients and dosage strengths
compared to comparable commercially
available drug products; in my professional
judgement, this compounded product
provides clinical and safety benefits to
patients who require this formulation.

Specialty

2000063

71266-
6487-05

Omnipaque 240
mgl/mL Injectable 5
mL Single-Use Vial

In my professional judgement: the use of
Omnipaque that is prepared via sterile
transfer from commercially available drug
solution and packaged in single-use, labeled,
ready-to-use vial provides clinical and safety
benefits relative to comparable
manufactured drug containers.

Specialty

2000064

71266-
6488-03

Omnipaque 300
mgl/mL Injectable 3
mL Single-Use Vial

In my professional judgement: the use of
Omnipaque that is prepared via sterile
transfer from commercially available drug
solution and packaged in single-use, labeled,
ready-to-use vial provides clinical and safety
benefits relative to comparable
manufactured drug containers.
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This compounded Sodium Citrate and
Gentamicin injection solution is different in
sodium citrate 4% active ingredients, dosage volume, and
containing intended use compared to comparable
GENTamicin 320 commercially available drug products. The
. 71266- L : .
Specialty 2000456 6670-03 mcg/mL Injection compounded presentation contains
Solution, 3mLfillina gentamicin antibiotic and benzyl alcohol
5 mL Single-Use preservative. In my professional judgement,
Syringe this compounded product provides clinical
and safety benefits to patients who require
this formulation.
This compounded Sodium Citrate and
Gentamicin injection solution is different in
sodium citrate 4% active ingredients, dosage volume, and
containing intended use compared to comparable
GENTamicin 320 commercially available drug products. The
. 71266- .. . .
Specialty 2000458 6670-04 mcg/mL Injection compounded presentation contains
Solution, 5 mLfillina gentamicin antibiotic and benzyl alcohol
5 mL Single-Use preservative. In my professional judgement,
Syringe this compounded product provides clinical
and safety benefits to patients who require
this formulation.
This compounded Lidocaine and Epinephrine
. . and Tetracaine topical gel is different in
Lidocaine, . .
. . active ingredients and dosage strengths
71266- Epinephrine, compared to comparable commercially
Specialty 2000997 Tetracaine Gel 3ml . . .
6290-01 Syringe (LET Gel) available drug products; in my professional
. . judgement, this compounded product
Sterile Topical Gel . . .
provides clinical and safety benefits to
patients who require this formulation.
In my professional judgement, the use of this
product is clinically necessary for patients
. 72682- Ascorbic Acid (PF- who have reactions or sensitivity to Ascorbic
Specialty PR 2726-03 Non Corn) Injection Acid that is synthetic or sourced from corn
similar to the commercially available
product.
In my professional judgement: the use of
compounded AminoProtect preparation that
AminoProtect (L- has one or more variations in: active
. 71266- Lysine HCI2.5%, L- ingredient(s), route of administration, dosage
Specialty 2001258 8020-01 Arginine HCI 2.5%) form, dosage strength, and excipient(s) from
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1000ml IV Bag

comparable manufactured drug products
provides clinical and safety benefits for
patients who require these formulations.
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This compounded Mitomycin Bladder
mitoMYcin 20 mg/40 Instllla.tl?n |rr!gant is different in route of
mL (0.5 mg/mL) administration, dosage form, dosage
. ! strength, and excipients compared to
Specialty 2001388 Gi28s; 2 SR R LT comparable commercially available drug
6412-03 Instillation, 2 x 40 mL . ., A .
. . products; in my professional judgement, this
Single-Use Syringes . . .
er Dose compounded product provides clinical and
P safety benefits to patients who require this
formulation.

Please complete and sign below as acknowledgment and confirmation of the applicable statement of clinical
difference corresponding to the above preparations.

D'm signing this statement of clinical difference on behalf of one facility, listed below.

,:I I'm signing this statement of clinical difference on behalf of multiple facilities, please reference
attached list for facilities this statement of clinical difference covers. (List of facilities must be
attached.)

Facility Name:

Name:

Title:

Signature: Date:

Please return all pages (1-21) and list of facilities (if more than one) upon completion.
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