DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

New England District Office 1 Montvale Ave, Stoneham, MA 02180 10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12
FEI NUMBER

Tel: (781) 587-7500 Industry Information: www.fda.gov/oc/industry 3003623877

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Barry J. Cadden, Owner

FIRM NAME - STREET ADDRESS
New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 697 Waverly Street
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPEGTED
Framingham, MA 01702 Compounding Pharmacy
mmw%mﬂw&s& DURING THE INSPECTION OF YOUR FACILITY, THEY ARE INSPECTIONAL OBSERVATIONS, AND DO NOT

REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJEGTION REGARDING AN GBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO
IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR AGTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION
OR SUBMITTHIS INFORMATION TO FOA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.
DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:
1. On 10/02/2012, we observed approximately eighty-three (83) vials out of a bin containing 321 vials of methylprednisolone
acetate (preservative free) 80mg/mL from Lot #08102012@51 (shipped to customers between 8/17/12 - 9/25/12 per firm
distribution data), a sterile injectable drug, to contain what appeared to be greenish black foreign matter. Seventeen (17) vials

from the same bin of methylprednisolone acetate (preservative free) 80mg/mL were observed to contain what appeared to be
white filamentous material.

The sterility sample taken by the firm consisting of one Sml vial of bulk formulated methylprednisolone acetate (preservative
free) from lot 08102012@51 resulted in a sterile result (lab analysis started 8/14/12 and reported 8/28/12). However, the FDA
analysis of FDA Sample #693965, consisting of methylprednisolone acetate (preservative free) 80mg/mL, ImL filled vials, from
Lot #08102012@51 collected from the firm, confirmed the presence of viable microbial growth in 50/50 vials tested. One vial
examined microscopically showed fungal morphological features.

2. Although the formula worksheets state the raw materials are sterile, the Pharmacy Director stated that the firm uses non sterile
active pharmaceutical ingredients (APIs) and raw materials, with the exception of sterile water for injection, to formulate
injectable suspensions including but not limited to preservative free methylprednisolone acetate and triamcinolone. During the
inspection, we observed that the labeling for the methylprednisolone API and additional raw materials did not indicate that they
were sterile. Samples were collected for analysis of the non-sterile API and 3 additional raw materials used in the formulation
of methylprednisolone acetate. The firm provided no documentation or evidence to support that the steam autoclave cycle used
to sterilize suspensions formulated using non-sterile API and raw materials is effective.

3. The firm’s environmental monitoring program yielded the following microbial isolates (bacteria and mold) within Clean
Room I and Clean Room 2, used for the production of sterile drug products, between January 2012 and September 2012, Firm
personnel stated that the firm shuts off the air conditioning from 8:00 pm to 5:30 am nightly in the Clean Room.

Table #1: Surface Samples from ISO 6 (Class 1,000) Rooms

Alert: 3 CFU Action: 5+ CFU
Location Result Result Date BLACK LINE
Bacteria Mold ON
Main Clean Room ORIGINAL -
CRBinl (polymyxin under 0 1 216/12 NOT A
station 1) REDACTION
4 FLR (near hood 5) 10* 2¥ 2123/12
2 FLR (near hood 3) 3 | 3/8/12
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER
New England District Office 1 Montvale Ave, Stoneham, MA 02180

DATE(S) OF INSPECTION
10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12

FEI NUMBER
Tel: (781) 587-7500 Industry Information: www.fda.gov/oc/industry 3003623877
NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO:  Barry J. Cadden, Owner
FIRM NAME STREET ADDRESS
New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 697 Waverly Street

CITY, STATE AND ZIP CODE
Framingham, MA 01702

TYPE OF ESTABLISHMENT INSPECTED
Compounding Pharmacy

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY A
REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO
IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION
OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

RE INSPECTIONAL OBSERVATIONS, AND DO NOT

Location Result Result Date
Bacteria Mold
4 FLR (near hood 5) 2 2 3/15/12
Table 2 0 | mold (% of plate)* 3/29/12
| FLR (near hood 1) One hair with growth around it 3/29/12
4 FLR (near hood 5) 0G* 0 4/5/12
CRBinl(inside big uline bin 1 1 6/13/12
with omnipaque 240)
3 FLR (near horiz hoods) OG* 6/13/12
3 FLR (near horiz hoods) 1 2 6/28/12
CRBin2 (front of tetracaine 0 OG mold* 715112
Hcl powder container)
Pass thru 0 I small mold 7/26/12
Note: (*) indicates result over action level: OG indicates over growth
Table #2: Surface Samples of ISO 7 (Class 10,000) Rooms
Alert: 5 CFU Action: 7+ CFU BLACK LINE
Location Result Result Date
Bacteria Mold ON
Gown Room ORIGINAL -
(Clean Room 1)
8 FLR 23* 0 2/16/12 NOT A
(GR/near hooks) REDACTION
GRmisc2 (vent arms) 13% 1* 216/12
GRmisc2 (empty plastic bag in 19% 0 2/23/12
empty bin)
GRmiscl (vent arms behind hand 21 0 2/23/12
washer)
7 FLR (gown room/entrance) 2% E]* 2/23/12
8 FLR (gown room/near hooks) 11* 4* 2/23/12
7 FLR (gown room/entrance) 0 1 3112
WallGR2 (windowsill side to MR) 18* 0 /12
8 FLR (gown room/near hooks) 12* 0 /12
GRmisc2 (vent grids) 16% Phi 312
7 FLR (gown room/entrance) 3 2 3/8/12
3 FLR (gown room/near hooks) 3 2 3/8/12
7 FLR (gown room/entrance) 3 3 3/15/12
3 FLR (gown room/near hooks) 0 2 3/15/12
8 FLR (gown room/near hooks) 16* 0 3/29/12
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER
New England District Office 1 Mantvale Ave, Stoneham, MA 02180

DATE(S) OF INSPECTION
10/1-2, 10/4-6, 10/9, 10/15, and 10/26/12

FEI NUMBER

Tel: (781) 587-7500 Industry Information: www.fda.gov/oc/industry 3003623877

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: Barry J. Cadden, Owner

FIRM NAME STREET ADDRESS
New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 697 Waverly Street

CITY, STATE AND ZIP CODE
Framingham, MA 01702

TYPE OF ESTABLISHMENT INSPECTED
Compounding Pharmacy

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FAGILITY, THEY A
IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

RE INSPECTIONAL OBSERVATIONS, AND DO NOT
REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR GOMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO

OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE,

REPRESENTATIVE(S) DURING THE INSPECTION

Location Result Result Date
Bacteria Mold
GRmisc2 (floor under barrel 11* 0 3/29/12
against wall)
8 FLR (gown room/near hooks) 10* 0 4/5/12
7T FLR (gown room/entrance) 0 1 4/5/12
GRmiscl (rubber flap over wheel D% 0 4/12/12
of rack)
WallGR 1 (window sill side to g* 0 412/12
middle room)
GRmiscl (top of rack with |k 0 5/10/12
bouffants)
7 FLR (GR/entrance) 2 1 5/31/12
8 FLR (GR/near hooks) 19* 0 5/ 31/12
8 FLR (GR/near hooks) 0 13* 6/28/12
7 FLR (GR entrance) 3 3 6/28/12
GRmiscl (bottom of bootie bin) % of plate OG* ¥ 7/26/12
GRmisc2 (bottom of mask bin) plate % overgrown* 0 7/26/12
8 FLR (GR/near hooks) 9% 0 7/26/12
GRmisc2 (front of 7-7.7 glove bin) 0OG* | * 8/2/12
GRmisc2 (Ioose bootie bin) 0 Plate ¥4 mold* 8/23/12
Middle Room
(Clean Room 1) BLACK
5 FLR (near crimp bench) 0 1 2/23/12
6 FLR (near sink bench) 0 3 2/23/12 LINES ON
6 FLR (near sink bench) 2% 11* 3/15/12 ORIGINAL -
MRmisc1 (dh20 gallon) I I 5/10/12 NOT A
Gown Room REDACTION
(Clean Room 2)
Gown Room Fir OG* 0 1/26/12
Gown Room FIr 0 1 31712
Gown Room Flr 9¥ 0 8/9/12
Prep Room
(Clean Room 2)
Prep Room Fir 1 | 2/2/12
Misc #2 PR (top of radio) 0 | 21712
Misc: PR (Calcium chloride bin) 1 I 4/4/12
Prep Room Flr 15 2% 6/13/12
Note: (*) indicates result over action level; OG indicates over growth
SEE EMPLOYEE(S) SIGNATUHE EMPLOYEE(S) NAME AND TITLE (Print or Type) DATE ISSUED
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION

New England District Office 1 Montvale Ave, Stoneham, MA 02180 10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12
FEINUMBER

Tel: (781) 587-7500 Industry Information: www.fda.gov/oc/industry 3003623877

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: Barry J. Cadden, Owner

FIRM NAME

New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 697 Waverly Street

STREET ADDRESS

CITY, STATE AND ZIP CODE
Framingham, MA 01702

TYPE OF ESTABLISHMENT INSPECTED
Compounding Pharmacy

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL OBSERVATIONS, AND DO NOT
REPRESENT A FINAL AGENGY DETERMINATION REGARDING YOUR COMPLIANGE, IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO
IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION
OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS AROVE.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

Table #3: Surface Samples of ISO 8 (Class 100,000) Rooms

Alert: 8 CFU Action: 10+ CFU
Location Result Result Date BLACK LINE
Bacteria Mold ON
Prep Room -
(Clean Room 1) ORIGINAL
Misc. Prep room samples 0 OG with mold* 1/6/12 NOT A
(shopping cart handle) REDACTION
Misc. Prep room samples (metal 1 1 1/26/12
cart)
PR (carriage w/blue handle 3 1 2/2/12
wi/scratch marks)
PR (carriage w/blue handle w/x) 4 1 2/2/12
PR (outside of barrel) 16% 2% /12
9 FLR (PR) (near entrance) | 7 3/8/12
PR (blue tamper evident caps, 4 3 31512
bin)
PRmisc2 (inside plastic caver to oG* 0 4/5/12
clear plastic bags)
9 FLR prep room (near entrance) % plate OG* 0 4/5/12
10 FLR (PR) (under 2™ rack) 3 | 4/12/12
PR MISC 2 (top of lid of white 1 | 5/24/12
container under rack)
10 FLR (PR) (back of room area) 0G* 0 5/24/12
[0 FLR (PR) (back of room area) 0 3 5/31/12
9 FLR (PR) (entrance area) OG* 0 6/15/12
10 _FLR (PR) (back of room area) 20%* 0 6/15/12
10 FLR (PR) (back of room area) 0 6/28/12
9 FLR (PR) entrance area 4* I15% 6/28/12
Note: (*) indicates result over action level; OG indicates over growth
Table #4: Air Sampling of ISO 6 (Class 1,000) Rooms
Location Result Result Date
Bacteria Mold
BLACK LINE ON
Middle Room ORIGINAL -
(Clean Room 2)
Middle room 0 1 big mold 5/29/12 NOT A
- REDACTION
SEE EMPLOYEE(S) SIGNATURE EMPLOYEE(S) NAME AND TITLE (Print or Type) DATE ISSUED
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER

New England District Office

1 Montvale Ave, Stoneham, MA 02180

DATE(S) OF INSPECTION
10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12

FEI NUMBER

Tel: (781) 587-7500 Industry Information: www.fda.gov/oc/industry 3003623877

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: BarryJ. Cadden, Owner

FIRM NAME STREET ADDRESS
New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 697 Waverly Street

CITY, STATE AND ZIP CODE
Framingham, MA 01702

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY A
REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO
IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION
OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

There was no investigation conducted by the firm when levels exceeded their action limits and there was no identification of the
isolates. No documented corrective actions were taken to remove the microbial contamination (bacteria and mold) from the

TYPE OF ESTABLISHMENT INSPECTED
Compounding Pharmacy

RE INSPECTIONAL OBSERVATIONS, AND DO NOT

Table #5: Air Sampling of ISO 7 (Class 10,000) Rooms

Alert: 5 CFU Action: 8+ CFU
Location Result Result Date
Bacteria Mold
Gown Room
(Clean Room 1) BLACK
Gown room 29% 1* 5/31/12
Gown room 11* 1* 6/28/12 LINES ON
Middle Room ORIGINAL -
(Clean Room 1) NOT A
Crimp Station 3 | 2/23/12
Prep Rooi REDACTION
(Clean Room 2)
Prep room 0 1 5/212
Gown Room
(Clean Room 2)
Gown room 7* 3* 8/9/12

Note: (*) indicates result over action level

Table #6: Surface and Air Sampling of ISO 5 (Class 100) Clean Room 2
No Action/Alert Levels specified by firm for ISO 5 (Class 100) areas.

Location Sample Result Result Date
Type Bacteria Mold
Table 1 (near Horiz L. Surface 0 3 1/126/12
& R hoods)
Table 1 (near Horiz L Surface 1 | 512712
& R hoods)
Between Horiz L & Air | | 7/25/12
Horiz R

facility.
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