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To:  Board Members 
 
Subject:  Agenda Item IX - Pending Compounding Regulations, Title 16 California Code of 

Regulations, 1735 et seq., and 1751 et seq.; Status Update and Discussion and 
Consideration of Next Steps, if Necessary  

 
 
           Attachment 1 
 
Background: 
On September 14, the Office of Administrative Law approved the board’s compounding 
regulations.  These regulations commanded considerable board effort over the last few years, 
and are scheduled to take effect January 1, 2017. 
 
A subscriber alert was released on September 15 to alert licensees about the completed 
adoption of the regulation.  This alert is provided as an attachment to this memorandum.   
 
The compounding regulations contain provisions that will require construction be undertaken 
in some pharmacies.  Such construction may require a temporary time waiver to permit a 
pharmacy to do the structural modifications required.   A process has been developed to do this 
which will be completed shortly.   
 
This section contains a PowerPoint presentation made at the Enforcement and Compounding 
Committee Meeting providing the general process for submitting waivers in Attachment 1.  
 



 
 

Attachment 1 





Making a Request for a 
Construction Waiver to Comply 

with CA’s Compounding Regs 

 
Draft Procedures 



16 CA Code of Regulations  

As proposed in the regulation (as subdivision 
1735.6(f) and in 1751.4(l)), the waiver request 
shall: 
1. be made in writing; 
2.  identify the provision(s) requiring physical 
construction, alteration, or improvement; and 
3. contain a timeline for any such change. 

 



Additional Requirements 

• The board or its designee may grant the waiver for 
construction when, in its discretion, good cause is 
demonstrated for the waiver. 

  
• The waiver provision is not an exemption from 

compliance with the compounding structural 
requirements, but a delay in required compliance. 

  
  
  

 



Status of the Compounding Regulation 
Provisions 

Once the compounding regulations have been 
approved (the expected decision date is about 
September 13), the board will begin accepting 
waiver requests.  Information will be added to the 
website announcing the option and how to submit 
a waiver request.   
However, if the regulation is not approved by the 
Office of Administrative Law and returned to the 
board for correction and future resubmittal, waiver 
requests will not be accepted until the regulation is 
approved.      
 



Regulation Status 

However, if the regulation is not approved by 
the Office of Administrative Law and returned to 
the board for correction and future resubmittal, 
waiver requests will not be accepted until the 
regulation is approved.      
 



Process 

The board expects to see in the pharmacy’s or facility’s 
written request for a waiver to permit construction the 
following items: 
1. The name of the pharmacy, name of the individual 

submitting the request, title and contact information 
(address, email and phone number),  

2. The reason for submitting the request, including the 
specific sections of California’s compounding 
requirements requiring physical construction, 
alteration or improvement that are the reason for the 
waiver request, 

 



Process 
 

3. A description of the status of the construction 
process in the pharmacy: 
– Is there an architect, if so who? 
– Is this a structural modification, describe  
– Have building plans been developed? 
– Has a building permit been secured? 
– Time frame for completion of construction. 

 
 



Remaining Components 

4. If review by OSHPD is required, provide a 
copy of “Project Completion  Timeline” and 
the “General OSHPD Project Number.”  

 
5. A written description of how the pharmacy 

will perform compounding while the 
construction waiver is in effect. 




