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Date: October 14, 2005
To: Grace Cheung, Chief Investigator
B Stan J eppeéen, Pharmacist lnvestigator
From: Kelly McLean, Pharmacist Investigator
Re: ' New Wholesalet/Manufacturer Inspection for Bio Med Comm Inc. done

‘September 29, 2005 :

On Sept=mber 29, 2005, Pharmacist [nvestigator Kelly McLean, accompanied by UW extern’
Robert Kahns, conducted a new firm inspection at Bio Med Comm located at 15510 Woodinville
Redmond Road NE, Building # E, located in Woodinville WA 98072, The inspection was based
on Bio Med Comm’s application for Wholesaler/Manufacturer license # FX58412 with the
Department of Health, Washington State Board of Pharmacy.

LUpot inrreduction to the facility, Investigator McLean questioned the CEO of Bio Med Coram,
~r. Barbara Brewitt whether there had been any manufacturing prior to this inspection. Dr.
“rwitienjed that there was any such action.

The inspection process included but was not limited to: a tour of the manufacturing facility,
including a tablet room, a liquid manufacturing room containing a refrigerator with Ever clear
ard librasy chemical components from Dolisos America of Las Vegas; an overview of the
corparate structure; a review of the drug manufacturing process; a review of the process flow
Zizgram,; a review of instructions on designation of lot numbers for manufactured product; and a
review ol a dilution from the library material record.

Tive ingpucsion performed on September 29, 2005 disclosed many Washington State Good
Menufac uring Practice (GMP) deficiencies: _ ' G 0 O 0 85
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1. WAC 246-895-030 (1) It appeared that there were no provisions for documentation of
training which would ensure that the drug has the safety, identity, strength, quantity, and
purity that it purports to possess,

2. WAC 246-895-040 (1) (b) It was observed that there were no provisious for receipt,
storage, and withholding from use of components pending sampling, identification, and
testing prior to release by the quality control unit. There was no log or computer for
tracking these components.

3. WAC 246-895-040 (1) (c) It appeared there was no provision for holding of rejected
components prior to disposition to preclude the possibility of their use in manufacturing
or packaging procedures for which they are unsuitable.

4, WAC 246-895-040 (2) It was noted that the floor in the tablet room was not completely
sealed around the entire perimeter of the room.

5. WAC 246-895-040 (3) It was observed that there were no staff lockers or 4 sink for hand
washing in the facility. Accessible restrooms were available in the adjacent “Elegant
Gourmet” warehouse.

6. - WAC 246-895-040 (4) It was observed that there was no provisious for adequate potable
water supply.

7. WAC 246-895-060 (1) There was no calibration |dcr1t1f' cation sticker on a scale which -
was used in the liquid production room. There also were no policies and procedures in
-i1ce for maintenance and regular calibration of equipment, other than their vertical and
wcrizontal flow hoods which had stickers which documented certification,

&, WAC 246-895-060 (9) It was obsetved there was a lack of policics and procedures for
documentation of batch failure.

. 'WAC 246-895-060 (10) It was noted there was no quarantine area for returned goods.

10. "WAC 246-895-070 (2) There is no provision for sample testing, documentation, and
release to the quality control personnel, or reservation of samples of all active
ingredients.

1. WAC 246-895-100 (8) There was no provisions (such as a log book or a computer with
coftware) for maintaining complete laboratory data related to each batch or to which they
cpply.

12, "NAC 246-895-110 Thete was no observed provisions for testing the stability of finished
t.roduct.

13, "WAC 246-895-130 (d) Labels which were to be used upon licensure and for product to

. te manufactured were not Jimited access, but on a shelf in the lobby of the building.

14. WAC 246-895-150 (1) There is no system in place for which the distribution of each ot
of drug can be readily determined to facilitate its recall if necessary.

15, WAC 246-895-160 There is no policy and procedure for maintaining a corplaint file.

Based on the above observations, Investigator McLean verbalized to Dr. Brewitt, with Jeremy
Adler, technical staff, and Susan, the accountant present that the firm failed inspection and the
zzove deiriencies would have to be rectified and a re-inspection done prior to licensure,

Afterwarls, [Investigator McLean and Robert Kahns made a visit to the corporate office of Bio
Med Comm Inc. located at 6 Nickerson Street, Suite 210, located in Seattle 98109. First,

we met with Marie Brown, Office Assistant, and relayed the above information regarding
inspection failure and the deficiencies noted. Last, Investigator McLean viewed the office space
inclucing an area for Fed Ex shipping which contained several cases of tablets with the names
“Endurane Plus” Natural Menopause Relief” and “Athletic Edge” and a small area which
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contain :d about a dozen amber dropper vials, which Ms, Brown stated “that she left them there
because Dr. Brewitt could identify them and was going to take care of them”.

Zhetly after the inspection and corporate site visit, Investigator McLean received a phone call
from M. Jeremy Adler, technical staff at the facility who stated that Dr. Brewitt had removed
some ccmponents which she did not want me to view and placed them in her car until | had
exited after the inspection took place. She theu replaced the concentrated ptoducts and
product'on materials back in the liquid manufacturing room.

Per M. Adler’s request, Investigator McLean made a Woodinville site visit on the moming of
Septarnber 30, 2005. She left a copy of “Chapter 246-895 WAC Good Manufacturing Practice
i i iniched Pharmeceuticals” for Dr. Brewitt to review. During Investigator McLean’s visit, it
vvas obs:rved that he was in the process of manufacturing a dilution of a product for release. [
was una’le to see any identification of the concentrate from which this liquid dilution was
derived, which if this was a licensed manufacturer, is a violation of WAC 246-895-060 (2).
Also, [ vsas not able to identify the unlabeled amber dropper vials which had been produced by
Jeremy prior to my visit. In the refrigerator, | observed several amber bottles which were absent
the day. before during my inspection.. These products included insulin, fibrinogen, and growth
hormone liquids. | took photos of these items with my palm pilot for future use.

On Septerber 30, 2005, based on the foregoing, luvestigator McLean Kelly McLean phoned

Lisa Salmi and filed a complaint for investigation on this unlicensed Wholesaler/Manufacturer
.
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P.O. Box 47863 « Olympia, Washington 98504-7863
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MEMORANDUM
Date: December 16, 2005
To: Grace Cheung, Chief Investigator
€Ci Stan Jeppesen, Investigator
' Darlene Tiffany, Pharmacy Firms Licensing
From: Kelly MoLean, Investigator K\N\\\’\
Re: -I New Export WholesalerfManufﬁ;:turer Applicant re-inspections for Bio Med

Comm Ine. (FX 58412)

On November 28, 2005, Pharmacist lnvestigator Kelly McLean conducted a re-inspection of
applicant Bio Med Comm. The inspection took place at the manufacturing suite located at 1550
.Woodinville Redmond Road #E in Woodinville 98072. Dr. Barbara Brewitt accompanied me
during the inspection process. Also present was a consultant named Linda Mickelson.

The inspectioun process included but was not limited to: a tour of the manufacturing facility,
including a tablet room, a liquid manufacturing room containing a refrigerator with Ever clear
and library chemical components from Dolisos America of Las Vegas; an overview of the
corporate structure; a review of the drug manufacturing process; a review of the process flow

diagram; a review of instructions on designation of lot numbers for manufactured product; and a
review of a dilution from the library material record.

The inspection performed on November 28, 2005 disclosed many additional deficiencies (please
see Memo from September 28, 2005 Inspection)

1. WAC 246-895-030 (1) 1t appea,réd that there were no provisions for documentation of

training which would ensure that the drug has the safety, identity, strength, quantity, and
purity that it purports to possess.
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2. WAC 246-895-040 (1) (b) It was observed that there were provisions for receipt, storage,
and withholding from use of components pending sampling, identification, and testing
prior to release by the quality control unit. However, there was no provisions for
documentation of quantity, name of supplier, suppliers lot number, or disposition of

‘rejected items (if applicable) on the log book presented.

3. WAC 246-895-040(2) The provisions for temperature and humidity control were not
maintained as the adjacent suite (Elegant Gourmet) had shut off the heat during the
previous week for Thanksgiving holiday, and the temperature was extremely cold. There
was no thermometer or humidity control in any part of the suite.

4, WAC 246-895-060 (1) There was no calibration identification sticker on a scale which
was used in the liquid production room, There was a policy and procedure in place for
maintenance and regular calibration of equipment; however the form presented for
calibration of equipment and documentation of such for equipment on site was not
completed, including certificates of calibration from a company who performs such
services.

5. WAC 246-895-060 (9) It was observed there was a lack of policies and procedures for
documentation of batoh failure. )

6. WAC 246-895-140 There was no provisions (such as a log book or a computer with

. software) for maintaining complete laboratory data related to each batch or to which they
apply. There was one example of a Master Batch Record for the product CSE1 only.
(See Attachment 1-1), When asked for an example of other product batch records, Dr.
Brewitt commented that the rest of the Batch Records were on her computer at the
corporate office in Seattle. '

7. WAC 246-895-150 (1) There is no system in place for which the distribution of each lot
of drug can be readily determined to facilitate its recall if necessary. There was no
policy and prooedure that was in the operations manual presented to me which outlined
this process. Dr. Brewitt was told that on the invoices sent to customers, a lot number
needed to be aftached to each line item of products sent

Based on the above observations, Investigator McLean had a discussion with Dr. Brewitt
regarding the above deficiencies which needed to be rectified prior to re-inspection and
licensure. In reference to the September *12, 2005 deficiencies, Bio Med Comm did meet
compliance with the quarantine area and security of product label rolls in a locked cabinet. At
the requested of Dr. Brewitt, she thought she could be within compliance later in the week, and a
re-inspection was scheduled for December 1, 2005

December 13, 2005 Re-Inspection

Due to unforeseen circumstances, Investigator McLean had to re-schedule the subsequent
inspection on December 13, 2005, The first portion of the visit was made to the corporate office
of Bio Med Comm Inc. located at 6 Nickerson Street, Suite 210, located in Seattle 98109. Marie
Brown, Office Assistant was present during the inspection,

First, an observation of the outgoing customer shipping invoices was done. The invoices which
were viewed were from the first of Deoember to this date. It was noted that some invoices
contained no Jot numbers for tracking, while others had some items with a lot number and others
were not listed for tracking. Next, Investigator McLean viewed the policy and procedure for
shipment of customer product, and it did not include provisions for assigning lot numbers for
tracking of product, should there be a reason to recall the product. Copies of two invoices for
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