
Compounding Task Force Meeting     August 16th, 2016 

DOPL Building Room 474 at 7 am 

Agenda: 

I. FDA Guidance documents on compounded drug products that are essentially copies of a 

commercially available drug product under section 503a and 503b of the FDCA. 

II. USP 797 update 

III. USP 800 update (USP now vs. 07/01/18) 

IV. Clarify items: 

Labeling 

Checking worksheets (CR and MFR) 

Duplicate labels-bring sample labels if you would like 

Training 

V. DOPL Inspection Update 

VI. Dean Jolley update on recent meeting with Utah Congressional leaders 

VII. Brainstorming – better ways to communicate with fellow compounders 

 

 

 

 

 

 

 

 

 

**Next scheduled meeting will be November 8th, 2016** 

 



Compounding Task Force Meeting     August 16th, 2016 

DOPL Building Room 474 at 7 am 

Minutes: 

I. FDA Guidance documents on compounded drug products that are essentially copies of a 

commercially available drug product under section 503a and 503b of the FDCA. 

 

Comment period is thru October 1, 2016.  Documentation of why compounding is being 

done is essential.  This information can be documented on the prescription itself.  503B 

outsourcers have expanded guidelines.  Compounded doses must be greater than 10% 

different than commercially available products.  Kits (simple compounding kit such as 

Epaned) were discussed as to how they fit in this legislation.  DOPL is currently considering 

these kits as a manufactured product and not as a convenience kit.  The Board of Pharmacy 

had previously discussed these kits two or three years ago and grouped them as just 

another option the prescriber may choose from.  This will be further discussed by board of 

pharmacy.  

  

II. USP 797 update 

 

Comment period is completed.  Over 8,000 comments were received from over 2,500 

stakeholders.   USP 797 committee met April 7th, 2016.  No anticipated release date but it is 

likely another revision will be released and a comment period will be available.  USP has a link 

that is free of charge for practitioner updates for chapter 797 at http://www.usp.org/HQS-Signup-Form. 

 

  

III. USP 800 update (USP now vs. 07/01/18) 

 

IJHP has a good review document or gap analysis on USP 800.   The modification of facilities 

will be a challenge for most sites.   A USP 800 training for Utah pharmacy employees is 

needed.  State Board is considering adopting USP 800 in to pharmacy practice act. Koby 

Taylor recently attended some ACHC training on USP 800 compliance and there are still 

many questions on how to be compliant.  He will provide information to the group at our 

November meeting.  A USP 800 webinar link will also be shared at our November meeting.  

Some states (California) are selecting portions of USP 800 to adopt and will be enforcing this 

by Jan. 1, 2017.  November taskforce meeting to focus on USP 800.  

   

IV. Clarify items: 

Labeling 

http://www.usp.org/HQS-Signup-Form


Checking worksheets (CR and MFR) 

Duplicate labels-bring sample labels if you would like 

Training 

Practice act was changed in April and is in effect.  Each site needs to do a GAP analysis to 

make sure they comply with the new labeling, etc. requirements.  Make a list of items on 

the MFR and CR) that are needed and make sure your facility has all of these on your 

worksheets).  Software solutions are being looked at to help with compliance to USP 795 

and duplicate label requirements.  Many sites are using the PK software with some 

programming changes and also using a separate retail prescription processing software 

solution.  Importance of being able to reproduce the duplicate label in original format was 

stressed.  As far as training, be able to show initial and on-going training logs for both a new 

employee and an old employee.  You want to have a training log for everyone that 

participates in compounding. 

V. DOPL Inspection Update 

 

DOPL inspectors will be attending the Critical Point training in October and will receive NABP 

certified.  Initial fingertip sampling has been a frequent deficiency.  Document all training 

that the employee has received. DOPL will check training logs for newest and oldest 

employees.  Media fill testing has had less deficiencies.  Cleaning of sterile compounding 

spaces and training for this cleaning is expected.  Following SOPs in daily practice is very 

important and is often a deficiency.   Facilities should follow and know their SOP’s.  

Employees that participate in compounding should be reading USP chapters and this should 

be documented.  Smoke testing under dynamic conditions is required.  Sterile products 

prepared during these dynamic smoke studies do not have to be a real prescription.  Your 

facility can grab a Normal Saline bag and perform the test, but your facility must be actually 

performing a sterile operation during the smoke study.  Most recent updates to sterile and 

non-sterile compounding inspection forms were in April 2016 (attached). 

 

VI. Dean Jolley update on recent meeting with Utah Congressional leaders 

 

Dean met with local Congressional leaders and was able to have them sign the FDA “for 

office use compounding” feedback document.  Chris Stewart was especially helpful.  

National organizations are encouraging members to submit feedback to legislators 

regarding “for office use compounding.” 

 

VII. Brainstorming – better ways to communicate with fellow compounders 

 

NABP newsletter was very informative in the past and will begin to be sent out starting this 

month.  Board will also put out a newsletter.  Trip asked for someone to help with next 

newsletter section.  Establish an email list of compounding pharmacies to better 



disseminate information to compounders.  Also, sending out minutes of the Compounding 

Task Force meetings via the email group will also be helpful.  Including the inspection forms 

in communications is also needed.  Could also use social media (e.g. Facebook, etc.) to 

better communicate information to compounding pharmacies. 

 

 

**Next scheduled meeting will be November 8th, 2016** 
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