
Allison Benz, RPh., M.S. 
Director of Professional Services 
Texas State Board ofPhannacy 
333 Guadalupe Street, Suite 3-600 
Austin, Texas 78701 

Via Facsimile (512) 305-8008 
and Federal Expre3s Delivery 

PCAB Accredited Pharmacy 
Toll f- "'-• 877.l~l.l.t~R6 

Tolll'ow """ ~77.20.11556 

Re: Proposed Amendments to 22 TAC 291.131 and 291.133 

Dear Director Benz: 

Richie's Specialty Pharmacy is a compounding phannacy located in Conroe, Texas. I am writing to submit 
comments on the Texas Board of Phannacy's proposed amendments to 22 TAC §291.131 and §291.133, which 
address pharmacy CQmpounding. 

As proposed. amended seaions §291.131 (d)(7)(1) and §291.131 ( lO)(H) both read as follows: 

A pharmacy may not compound a preparation that contains ingredients appearing on a federal or state agtmcy 
[Feed 888 9Ng :\dmirYSlfBfiea] list of drug products withdrawn or removed from the market for safety 
reasons. 

1 believe that tb.e federal and state agency responsible for publishing such a list should be specifically referenced in the 
rules. The FDA has CU1"t'ently published such a list, and a pharmacy should have th~ right to know which federal and 
state agency regulations need to be to monitored related to such lists. Additionally, failing to state the specific agalC)' 
by name raises concerns about whether critical decjsjons as to which chemicals can or cannot be wed by a pharmacist 
might be made by individuals without appropriate .knowledge or qualifications, and whether there will be sufficient 
guidelines and processes in place for public review and comment regarding tb.e drugs to be included on such a list. 

As proposed, amended sections §29l.J31(gX2) and §291.133(8)(2) both read as follows, respectively: 

The pharmacy shall immediately initiate a recall of any non-sterile preparation compounded by the phannacy 
upon identification of a potential or coo.finned harm to a patient. 

The phannacy shall immediately jnitiate a recall of any sterile prepru:ation compounded by the pharmacy upon 
identification of a potential or confirmed barm to a patient. 
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There are many reasons why a patient could be banned by a medication that are totally unrelated to the compound 
itself, and I do not believe that a phannacy xecaJ.l is appxopriate in such situations. Tneze may have been ao. error in 
administration (e.g., excessive application of a topical dosage fonn by the patient). There may be an adverse effect 
due to a patient allergy or intolerance to an active or inactive ingredient that was previously unknown to the patient, or 
previously undisclosed to the prescriber or phannacis1. Therefore, l recommend adding the phrase "due to the 
potency, sterility, or composition of the compound itself' to the end of each of these proposed sections. As revised, 
these sections would read as follows: 

§291.13t(gX2): 

The pharmacy shall immediately initiate a R:call of any non-sterile preparation compounded by the pharmacy 
upon identification of a potential or confirmed bann to a patient due tp the potency. sterility, or conwosition of 
the compound itself. 

§291.133(g)(2): 

The phannacy shall immediately initiate a recall of any sterile prepru:atioo corn:potmded by the pharmacy upon 
identification of a potential or confirmed harm to a patient due to the potency, sterility, or composition of the 
compowd itself. 

For these same reasons, I believe that proposed section.s §291.131 (gX3) and §291.133(g)(3) should be revised as 
follows: 

If the ph81MM¥ iliMliiee a ~eMiaJ et' ~ h&mt tea patiemln the event of a recall, the pharmacist-in
charge shall ensure that: 

I appreciate both the oppo1'tl.lrrity to submit comments on these proposed rules and your consideration of our suggested 
revision~. Please feel free to contact me directly at (936) 588-5601 or by email at ricJ)ie@!ichie~phannacy.com if you 
have any questions. 

Sincerely, 

'chie Ray 
Registered Pharmacist 
President I CEO 
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