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Section 503A - Exemptions

e 503A describes the conditions under which certain compounded
human drug products are entitled to exemptions from three
sections of the FDCA requiring:

 FDA approval prior to marketing (section 505)

e Compliance with current good manufacturing practice
(CGMP) (section 501(a)(2)(B)); and

e Labeling with adequate directions for use (section 502(f)(1))

 Pharmacies that qualify for the exemptions are still subject to
other Federal requirements, including those regarding
preparing, packing or holding drug products under insanitary
conditions



Section 503A - Conditions

e Conditions that must be met for compounded drug
products to qualify for the exemptions under
section 503A include:

O Receipt of valid prescriptions for individually-identified
patients

O Bulk drug substances (active ingredients) used in
compounding must:

 Comply with applicable monograph standards;
* Be components of approved drugs; or

e Be on a list of bulk drugs developed by FDA of bulk
drug substances acceptable for compounding



Evidence Review

* Prescription log
e Individual prescriptions
e Batch records



LOG OF SCRIPTS commﬂsn PRES.CRIPTIONS Schedula ALL

Prescription Log

1 line report Las Vegas, NV 89102 Ph. (702)220-6073
Printed 3/16/2016 S ; P i
 Page 1 Prescnptmns filled between 12!10:’2015 and 3!16!2016 NCPDP #2907080  BMB8598899
Saorted by: Fill date
. . Pharmacist
R¥ number Date disp. Date written Patient City and Drug Initials Re/Rm Total Tax Cost % profit
00435077 12M0201E 1120EMS 240 GOB GABAPENTIN 10%, CYCLOBEMZAPRINE 6%, MG 0 O %2138.50 3000 B61.6G6 97 12%
00135078 12M02015 11202015 240 FBD FLURBIP, 20%, BACLOFEN 5%, DMS 2%, MEI™ MC 0 0 $2,31049 $0.00 $3470 98.50%
00135078 12102015 11202015 240 GCB GABAPENTIN 10%, CYCLOBEMNZAPRINE 8%, mMc 0 0 $213850 5000 S§81.88 97.12%
00135080  12MO0R01S 11202015 240 FBD FLURBIP. 20%, BACLOFEN 5%, DMS 2%, MEI MG 0 D $2,310.49 5000 $2470 9B.50%
00135081 12102015 112002015 240 GOB GABAPENTIM 10%, CYCLOBENZAPRINE 8%, MC 0 D $2,138.50 $0.00 %6185 7. 12%
OM35082 12MOr201s 112002015 240 FBD FLURBIP. 20%, BACLOFEN 5%, DMS 2%, ME! MC 0 0 $231049 %000 53470 a8 50%
00135083 1211002015 11202015 240 GCA GABAPENTIN 10%, CYCLOBENZAPRIME 8%, MG 0 0 $213850 $00) 96166 a7.12%
00135084 12102015 112002015 240 FBD FLURBIP. 20%, BACLOFEMN 5%, DMS 2%, MEI MG 0 0 %231049 $000 $3470 98 508
00136085 121102015 11202015 240 GCE GABAPEMTIN 10%, CYCGLOBENZAPRINE 6%, MC 0 0 $213850 $000 $6166 87 12%
00135086 121102015 11202015 240 FBD FLURBIP, 20%, BACLOFEN 5%, DMS 2%, ME! - MC O 0 %231049 000 %3470 98.50%
00135087 121102015 1102002015 240 GCB GABAPENTIN 10%, CYCLOBENZAPRINE 6%, MC o 0 F213850 $000 361.66 GT.12%



Prescription Log

= —FProfessional Pharmacy
List of RXs with PHI

Rx rapnber

Dale disp.

LAEREEY

10/14/2015

0194747

10/114/2015

D201706

10/14/2015

4184248

1142015

CO195892

10414/2015

0198993

1041472016

0200148

104142015

0201709

101442015

0198439

1071442015

97186

1071442015

0201357

1071412015

Patient

201682

101412015

Q180678

101442015

(C0195859

10/14/2015

187115

1041442015

Q193080

1071412015

0201704

10/ 1442015

£0201705

10/ 14/2015

0201684

10142015

(RENNTal=14F§

ANMAAINNLE

Qiy{Drug

| TRI-MIX FAPAVIFHENTOMALPROS 30MG-1MG-20MCG/ML INJECTABLE
8| TRI-MIX FAPAVIPHENTO/ALPROS 30MG-1MG-20MCGML INJECTABLE

8|METHYLCOBAL AMIN (PF) 0.05 ML {SHORT) 25 MG/ML INJECTABLE
1HMETHYLCOBALAMIN (PF) 0.30ML 25 MGML INJECTABLE
10|CHEATESTOSTERGNE (SYR) 20MGID.4MG PER GM CREAM
10|BI-ESTROGEN (80:20) (SYRINGE) 2.0MG/GM CREAM
10{BUPRENORPHINE VET 0.3 MG PER ML SUSPENSIGN
10{METHYLCOEALAMIN [PF) 0.4ML 25 MGIML INJECTABLE
12|METHYLCOBALAMIN (PF) 0.3ML 25 MG/ML INJECTABLE
12[METHYLCOBALAMIN (PF} 0.3ML (SHORT) 25 MGML INJECTABLE
12|HYDROXOCOBALAMIN {PF) (SYRINGES PREFILED 0.20L) {SHORT) 10MG/ML INJECTA|
12 METHYLCOBALAMIN (PF) 0.08 ML (SHORT) 25 MG/ML. INJECTABLE
12[HYALURONIC ACID S0D 5MG SUPPOSITORY
15 ESTRIOUTESTOSTERONE VAGINAL 2MGZMG PER GM CREAM
15/PROGESTERONE 50 MG/ 2CC GEL
15 tAE THYLGCOBALAMIM (FF) 0.03 ML (SHORT) 25 MGML INJECTABLE
16INIPPLE FORMULA 1% 0.05% 2% OINTMENT

15{TRAMADOL (VET) 25 MG/ML SLISPENSION

20| Bl-ESTROGEN (50/50) {SYRINGE) 0.4 MG [ ML CREAM
0] DRDEe ACEAACIMAL BOMAEE S IRDNSITORY




Prescription Log




Individual Prescriptions

:F hannacy Services PLEASE ALLCW 48-72 HOURS TO PROCESS ALL ORDERS

S00L0 TO: Surgery Cenber SHIPTO: Surgery Cantes
i3] Rl
EMAIL:
ORDER S e DATE QRDERED ; 2
.. PACKA i T e g
ENaTHYS - 100 Tl .06 FraTy SRl P

100 £ i 1 Citpeayrnlabe O Fmgdal 2ml Syrinas




Individual Prescriptions

_ e

April 10, 2017
David ¢._JM.D.
| m—

See attached patient information.

Please include 3 vials for emergency use,

Mitomycin 0. 5Smg/mi; 1 mivial. Use as directed for patlents listed above.

It [ 1

Davidc[_——M.D.




Individual Prescriptions

Name: . Birth Date; ll ! EQ‘ Lﬂrf
l
Addiress: - .

City: - State: Zip:
Telephone & Cell &
fiast wiy e et deisingg the day: Gma__

i Testosterons

DRUG: miest (2:2) — Progesterone -
Biest {5:5) _ Thyreld Armour
Estriol {E3) Nature-Throid ___
Estradiol (E2) DHEA Maltrexone
DOSAGE FORDM: Trache Sublingual Drops Waginal Cream
Croam Suppositories Capsules
Iﬁw Many: /4 if2 1 2
1/4 mi (6 drops) 1/2 ml (12 drops] 1 click {1/4 gm)
When: oAM aHs ap BID TiD
ay: 20D Rofits: S

Qther Medication: : C'_fl_u (‘_..LJJ““I &\utbm \Lvh ﬁ[t?;n’;—‘tli"w%j

o awd
g fov \pont sppeIuis to o i;ﬁ
oy fks: Agent:
Dr: = MD Pharmacist:

10



Batch Record

Logged Formula Worksheet (sancar
3/10/2016 9:49:29 AM

Page 1

MAGNESIUM GLYCINATE (37.5 MG ELEMENTAL) 250 MG CAPSULE LOXO

Tall Man:
Flavor:
Description:
Quantity made: 200 EACH

Date made: 3/10/2016
Lot number: 03102016@17
Beyond use date: September 6, 2016

Batch yield: 200.000 L
Qty remaining: 200.000

Schedule: L UFP Active

Formul

Route of admin: ORAL

Pricing calculations from the log

Estimated price $185.20 as of 3/4/2014

Chemical
Purity:

9:43 AM
unding date
Pharmacist: - Ti .
Technician] _ L ime to make: 0
NDC1: 51927286100 \{' J
Packaging: AMBER CONTAINER \
Equipment:
Labeling: ROOM TEMPERATURE
Stability information:
Ingredients Sch. Quantity used QS _(Balance) .
i MAGNESIL;WL’Y INATE (15% ELEMENTAL MAGNESI L 50 GM O . Z S:__ k’BOO:
Lot #: 123679/C Mfg: MEDISCA Exp. date: 3/31/201 Whisr: MEDISCA
Chemical Gdde: Volume: Potency: QS amount: AWP: 53325 g
Purity: ’
Balance: Lare: Rasgl 0.000 g Bar code checke ach EACH contains 0.25 GMor 25%
== e NDC: 38779248508 CheminviD; 10258
3 LOXORAL DER L 337 GM /Era' j
Lot #: 676! Mfg: PCCA Exp. date: 11/10/201 WV
b Chemi : Volume: Patency: QS amount: AWP: $14525
rity;
Balance: TaL:e.'yIResull. 0.000g Bar code checke Each EACH contains 0.169 GM or 16.9%
Percent off: 0%, Result  33.700 g NDC: 51927477400 - — fheminviD: 11181
4 CAPSULES, #1JCLEAR CAP/CLEAR BODY GELATIN - 200 EA : >fb
Lot #: 1511040001 Mfg: FREEDOM Exp. date: 9/28/202
ez U Volume: Polency: QS amount; AWP: £20.00

Balance:

ch EACH contains 1 EA or 100%
ChemlinviD: 11086

Log Instructions & Notes

(Added all GM & GMS: 83.70 All ML: 0.00) .
R e




Batch Record

Formula Worksheet (standard)
12/11/2009 8:49:55 AM | I
Page 1
CHORIONIC GONADOTROPIN, PREMIX 10,0001U/ML(2ML) SOLUTION
CHORIONIC GONADOTROPIN, PREMIX INJECTION
Flavor: | ] Schedule: L active ]
Quantity made: 150 VIAL Class: ANTI-AGING Formula 1D: 77362
Date made: / /
Lot number: Dispensing pack size:
Beyond use date: / I__Time: : Days to exp.210 NDC1:
Pharmacist: Initials:
Technician: Initials:
Description:
Equipment:
Packaging:
Labeling:
Schadule _Ouantity used QS (Actual) Opt. |
CHORIONIC GONADOTROPHIN (HUMAN) POWDERO L F 1500000 UNIT [ w
Mfg: Lot ¥ xp. date: hisr:
Checked: [] Name or Initials.
Each VIAL contains 1E4 UNIT or 1E&% Ing.
2  MANNITOL USP POWDER POWDER 0 126M ] g
Mig: Lot #: Exp. data: hisr:
Checked: [J Name or Initials:
{Each VIAL contains 0.08 GM or 8%) Ing. note:
3 WATER FOR INJECTION 1000ML'S LIQUID 0 L 300 ML i3] . g
Mig: I Lot # Exp. date: hisr:
Checked: [ Name or Initials:
(Each VIAL contains 2 ML or 200%) ing. note:
(Added all GM & GMS: 12.00)
09/30/2009 Time to make:
Daviraa Nuantihs Nint |

12



Questions?
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