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Sponsor Statement

Currently wholesale companies of drugs and medical devices that are outside the state of Alaska are 
not required to be licensed with the State creating an unfair disadvantage to our local businesses. 
This bill will level the playing field by requiring these out of state wholesalers to be licensed as 
those are in the state. Additionally, with die potential for die counter fitting of products by rogue 
companies, this legislation will help insure Alaskans receive quality products.

It also adds verbiage which would include “pharmacy or pharmacist” as a “provider” under section 
6 (d) which defines those occupations in which unfair discrimination is prohibited against a person 
who provides a service within the scope of the providers occupational license.
This bill would also require the State of Alaska to pay for and/or reimburse compounded 
prescription within the same scope and maimer as manufactured prescriptions.
Pharmacy compounding is the creation of a particular pharmaceutical product to fit the unique need 
of a patient. To do this, compounding pharmacists combine or process appropriate ingredients using 
various tools. This is done for medically necessary reasons, such as to change the form of the 
medication from a solid pill to a liquid, to avoid a non-essential ingredient that the patient is allergic 
to, or to obtain the exact dose(s) needed or deemed best of particular active pharmaceutical 
ingredients).

Currently, a compound prescription that contains at least one legend (RX only) drug is generally 
covered by most insurance plans. However, the compounding pharmacy may only be reimbursed 
for the legend drug(s) in the compounded prescription, not the other ingredients used or for the time 
it took to make the compound. (This may mean that the pharmacy is unable to make up the 
medication per the designed formula and/or unable to dispense the intended product to the patient.) 
This will negatively impact our local businesses, in-fact it could put many out of business.
Alaskans deserve to have coverage of compounded medications for potentially life-saving 
indications as well as for quality of life.

Many of these drugs were previously covered, now the customer must bear the cost anywhere from 
as little as $80.00 to as much as $800.00 depending on the compound.

mailto:Rep.Tammie.Wilson@akleg.gov


State of A laska  

2014 Legislative S e ss io n

Identifier: H B 3 1 9 -D C C E D -D O I-0 3 -1 4 -1 4

Title: D R U G /D E V IC E  D IS T R IB U T O R S ; C O M P O U N D E D

R X

S ponsor: T .W IL S O N

R eq ues ter: H ouse L a b o r and C o m m e rc e

Expenditures/Revenues

Fiscal Note
Bill Version : HB  31 9

Fiscal N ote  Num ber:

() Publish D ate:

D epartm ent: D ep artm en t o f C o m m e rc e , C om m unity and

E conom ic D eve lo p m e n t 

Appropriation: Insurance O pera tions  

A llocation: Insurance O pera tions

O M B  C o m p o n en t N um ber: 35 4

F Y 2 0 1 5
A ppropriation

R eq u es ted

Included in 

G overnor's  
F Y 2 0 1 5  
R equest

O u t-Y e a r C ost Estim ates

OPERATING EXPENDITURES FY 2015 FY 2015 FY 2016 FY 2017 FY 2018 FY 2019 FY 2020
P erson al S ervices  

T  ravel 
S erv ices  

C om m odities  

C ap ita l O u tlay  
G rants  &  Benefits  
M iscellaneous
Total Operating 0.0 0.0 0.0 0.0 0.0 0.0 0.0

Fund Source (Operating Only
N on e
Total 0.0 0.0 0.0 0.0 0.0 0.0 0.0

Positions
Full-tim e
P art-tim e
T e m p o rary

Change in Revenues

Estimated SUPPLEMENTAL (FY2014) cost: 0 .0  (separate supplemental appropriation required)
(discuss reasons and fund source(s) in analysis section)

Estimated CAPITAL (FY2015) cost: 0 .0  (separate capital appropriation required)
(discuss reasons and fund source(s) in analysis section)

ASSOCIATED REGULATIONS
D oes the bill direct, o r w ill th e  bill result in, regu lation changes adopted  by your ag ency?  No
If yes , by w h a t date a re  th e  regu lations to  be ad op ted , am en ded or repealed ?  n/a

Why this fiscal note differs from previous version:________________________________________________
| N o t ap p licab le , initial version.

Prepared By: 
Division: 
Approved By: 
Agency:

Lori Wing-Heier, Division Director
Division of Insurance
Jeanne Mungle, Director

Phone: (907)465-2515
Date: 03/14/2014 11:50 AM

’ Date: 03/14/14
Administrative Services

Printed 3/17/2014 Page 1



F IS C A L  N O T E  A N A LY SIS

Analysis

S T A T E  O F  A L A S K A  B IL L  N O . HB319
2014 L E G IS L A T IV E  S E S S IO N

H B 319 w o u ld  a m e n d  AS 2 1 .3 6 .0 9 0 (d )  to  add "p h arm acy  or ph arm acist"  to  th e  d e fin itio n  o f  th e  te rm  "provid er."

H B 319 w o u ld  also a m e n d  AS 2 1 .5 5 .1 1 0  to  add "co m p o u n d ed  prescriptions, regardless o f w h e th e r  th e  co m p ou nded  

prescrip tio n  co n ta in s  a legend drug" to  th e  list o f m in im u m  benefits  prov ided  u n d e r h e a lth  plans o ffe re d  by th e  Alaska 

C o m p reh en s ive  H ea lth  Insurance A ssociation.

The D ivision o f  In suran ce does n o t an tic ip a te  a fiscal im p a c t fro m  this leg isla tion .
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Sectional Analysis 
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An Act relating to wholesale drug or device distributors; relating to prescription 
benefits under the state health insurance plan...

Section 1: (7) Adds “or device” which would prohibit wholesale device distributors 
from dispensing or distributing directly to a patient.

Section 2: Adds a new section (Sec. 08.80.459) which would require out-of-state 
wholesale distributors of drugs or devices to be licensed with the Board 
and defines the maimer in which the Board can regulate them.

Section 3: Adds “or device” and “or devices” which effectively defines a wholesale 
distributor of devices.

Section 4; Adds “or device” and “or registered” under subsection (BXiii) as an 
exclusion of subsection (a).

Section 5: Adds “or device” and “or registered” under subsection (BXii) to the list 
which this section is excluded.

Section 6: Adds “pharmacy, or pharmacist” to be included in the list of
professionals that may not be discriminated against under this section.

Section 7: Under (13) the verbiage “cost-effective” was cleaned up.
A new subsection was added, line (22) which would require the State to 
pay for compounded prescriptions whether or not they contain a legend 
drug, under the State’s current health insurance plan, as previously 
covered.
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AboulPCCA Product* Services Contact U * Mambaci

Pharmacists Patients

CempountGng Vttoet I* Compounding?

Presenters

SxwZiPaet

Students VetsiPets Compounding Join

Do Compounded Medication* 
Require FCA Approval?

The FDA approval process I* 
intended for mass-produced 
drugs mad* by manufacturer*. 
Becauae compounded 
medi ation* ere peraonalteed for 
Individual patient*, It I* not 
pou fcteloftichfoflnuiition to 
go through the FDA'a drug 
approval proc***, which takes 
years to complete and I* 
prohibttJvety expensive, often 

costing hundreds of mMona of 
do Bars.

About PCCA

PCCA it an indoponcfom 
compounding pharmacy’® 
complete nsoufoi for fin# 
chtmicdt, devices, tQuipmsnl, 
trading & support

What is Compounding?

Compounding is the Art and Science of Creating 
Personalized Medications
Pharmacy compounding i» th# ait and science of proparing 
pwioni it t d mecficetion* for patients. Compounded 
medications am "made from scratch” *  indvidud jnflfsttisnts 
are mixed togctoer in the exact strength and dotage form 
required by the patient This method tffows the compounding 
pharmectst to work with th* paUant end the prescriber to 
customize e medication to meet foe patent* specific needs.

Hnd out more about compounded medications:

■ Specialty Compounding: Compounding I* a useful tool
h varied erees of msdfcfoeisrtt m a a • v
m Altamstiv* Medication Forms: Making mediations more effective and sasier to tax* 
e Compounding Answers: Answers to common compounding questions

A Brief History of Compounding
Al one time, nearly si prescriptions wers compounded. With foe advent of mass drag manufacturing in the 1950* 
and *801, compounding rapidly declined, The pharmacists role as a prepsrer of mtcticationt quickly changed to 
tort of a dispenser of manufactured dosage forme* and most pharmacists no longer were trained to compound 
medications. However, the "one-steO’fittirtr nature of many mass-produced madteations meant tort somo patients* 
needs ware not being met

Innovative Compounding Technology & Techniques Meet 
Patient Needs

Fortunately, compounding hat experienced a resurgence a* 
modem technology and innovative tachniquaa and research 
have alowed mora pharmacists to customize medications to 

meet specific patient needs.

Trained, PCCA member pharmacist* can now 
personalize medicine for patients who need specific:

a Strengths 
a Dosage forms 
a Flavors
■ Ingredients excluded from medications due to energies or 
other sensitivities
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(a) Each pharmacy is of sufficient size to allow for the safe and proper storage of prescription drugs and for the 
safe and proper compounding and/or preparation of prescription drug orders.

(b) There is a minimum of three linear feet by a minimum of 18 inches in depth of counter working space for 
each pharmacist or intern compounding or filling prescriptions at the same time.

(c) The prescription department and all areas where drugs are stored are well lighted, well ventilated, dry, and 
maintained in a clean and orderly condition. Walls, floors, ceilings, and windows are clean and in general 
good repair and order.

(d) Each pharmacy has a sink with hot and cold running water within the pharmacy and maintained in a 
sanitary condition.

(e) There are refrigeration facilities with a thermometer in the prescription department for the proper storage of 
drugs requiring refrigeration. Temperatures in the refrigerator are maintained within United States 
Pharmacopeia standards.

(f) The temperature of the pharmacy is maintained within a range compatible with the proper storage of drugs.

Equipment and Supplies.

(a) All pharmacies have in their possession the equipment and supplies necessary to compound, dispense,
label, administer and distribute drugs and devices. The equipment is in good repair and is available in
sufficient quantity to meet the needs of the practice of pharmacy conducted therein.

(b) All equipment is kept in a clean and orderly manner. Equipment used in the compounding or preparation 
of prescription drug orders (counting, weighing, measuring, mixing, stirring, and molding equipment) is 
clean and in good repair.

Library. A reference library is maintained which includes the following:

(1) A current copy of the Alaska Pharmacy Statutes and Regulations.

(2) At least one cun-ent or updated reference (hard-copy or electronic media) from each of the following
categories:

(A) Patient information -  examples are;

(i) USP Dispensing Information; or

(ii) Patient Drug Facts; or

(iii) reference text or information leaflets which provide patient information.

(B) General information -  examples are;

(i) Facts and Comparisons; or

(ii) USP Dispensing Information, Volume I (Drug Information for the Healthcare Provider); 
or

(iii) Remington’s Pharmaceutical Sciences.

(C) Clinical Information -  examples are;

(i) AHFS Drug Information; or

(ii) Micromedex; or

(iii) Clinical Pharmacology; or

F A C IL IT Y  ST A N D A R D S F O R  P H A R M A C IE S
F e b ru a ry  2008

G e n e ra l R eq u irem en ts .
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(iv) reference material pertinent to the practice setting.

(3) The telephone number of the nearest poison control center is readily available.

This pamphlet is prepared by the Alaska Board of Pharmacy to establish guidelines on facilities, reference materials, 
equipment, supplies and other matters. Professional conduct by a licensee includes adherence to these guidelines. 
See 12 AAC 52.400.



S T E R IL E  P H A R M A C E U T IC A L S
F e b ru a ry  2008

The purpose of this pamphlet is to provide standards for the preparation, labeling, and distribution of sterile products 
by pharmacies, pursuant to or in anticipation of a prescription drug order. These standards are intended to apply to 
all sterile products, notwithstanding the location of the patient (eg. home, hospital, extended care facility, hospice, 
practitioner’s office).

Definitions.

(a) “Biological Safety Cabinet” -  a containment unit suitable for the preparation of low to moderate risk agents 
where there is a need for protection of the product, personnel and environment, according to National 
Sanitation Foundation (NSF) Standard 49.

(b) “Class 100 Environment” -  an atmospheric environment which contains less than 100 particles 0.5 microns 
in diameter per cubic foot o f air, according to Federal Standard 209D.

(c) “Cytotoxic” -  a pharmaceutical that has the capability of killing living cells.

(d) “Parenteral” -  a sterile preparation of drugs for injection through one or more layers of the skin.

(e) “Sterile Pharmaceutical” -  dosage form free from living micro-organisms (aseptic).

Policy and Procedure Manual.

(a) A policy and procedure manual is prepared and maintained for the compounding, dispensing, and delivery
of sterile pharmaceutical drug orders. The manual is reviewed and revised as necessary on an annual basis
by the pharmacist-in-charge and is available for inspection at the pharmacy.

(b) The manual includes policies and procedures, as applicable, for:

Scope and Purpose.

(1) Clinical services;
(2) Sterile product handling, preparation, dating, storage and disposal;
(3) Major and minor spills of cytotoxic agents;
(4) Disposal of unused supplies and medications;
(5) Drug destruction and returns;
(6) Drug dispensing;
(7) Drug labeling;
(8) Duties and qualifications for professional and nonprofessional staff;
(9) Equipment use and maintenance;

(10) Handling of infectious waste pertaining to dmg administration;
(11) Infusion devices and dmg delivery systems;
(12) Training and orientation of professional and non-professional staff commensurate with the services

provided;
(13) Dispensing of investigational medications;
(14) Quality control and quality assurance;
(15) Recall procedures;
(16) Infection control;
(17) Suspected contamination of sterile products;
(18) Orientation o f employees to sterile technique;
(19) Sanitation;
(20) Security; and
(21) Transportation.

Physical Requirements.

(a) The pharmacy designates an area for the preparation of sterile products that is functionally separate from 
areas for the preparation of non-sterile products and is constructed to minimize traffic and airflow 
disturbances. It is used only for the preparation of these specialty products. It is of sufficient size to 
accommodate a laminar airflow hood and to provide for the proper storage of drugs and supplies under 
appropriate conditions of temperature, light, moisture, sanitation, ventilation, and security.



(b) The pharmacy preparing parenteral products has:

(1) Appropriate environmental control devices capable of maintaining at least a Class 100 environment 
condition in the workspace where critical objects are exposed and critical activities are performed; 
furthermore, these devices are capable of maintaining Class 100 environments during normal 
activity;

(2) When cytotoxic drug products are prepared, appropriate environmental control also includes 
appropriate biological safety cabinets;

(3) Sink with hot and cold running water which is convenient to the compounding area for the purpose 
of hand washing prior to compounding;

(4) The designated area shall have hard cleanable surfaces, walls, floors and ceilings;

(5) Appropriate disposal containers for used needles, syringes, etc. and if applicable, for cytotoxic waste 
from the preparation of chemotherapy agents and infectious wastes from patient’s homes;

(6) Refrigerator/freezer with thermometer;

(7) Temperature controlled delivery container, if appropriate;

(8) Infusion devises, if appropriate;

(9) Supplies adequate to maintain an environment suitable for the aseptic preparation of sterile products.

(c) Laminar flow hood certification (or clean room certification, if applicable) are conducted at least every six 
months by an independent contractor according to Federal Standard 209B or National Sanitation 
Foundation 49 for operational efficiency. These reports are maintained for at least two years. In addition, 
prefilters are replaced on a regular basis and the replacement date documented.

(d) The pharmacy has current reference materials related to sterile products. These reference materials will 
contain information on stability, incompatibilities, preparation guidelines, and the handling of 
chemotherapy drug products.

Personnel.

(a) All personnel participating in the preparation and/or dispensing of compounded sterile pharmaceuticals are 
trained in this specialized function, including the principles of aseptic technique. All duties and 
responsibilities of personnel are consistent with their training and experience.

(b) Pharmacies providing parenteral products to non-hospitalized patients have a pharmacist accessible twenty- 
four hours per day to respond to patient’s and other health professional’s questions and needs.

Drug Distribution and Control.

(a) In addition to labeling required for all dispensed prescription drug orders, the labeled container of a sterile 
pharmaceutical bears the expiration date of the preparation based upon published data.

(b) Delivery Service. The pharmacist-in-charge assures the environmental control of all products shipped. 
Therefore, any compounded sterile pharmaceutical is shipped or delivered to a patient in appropriate 
temperature controlled (as defined by United States Pharmacopeia Standards) delivery containers and 
stored appropriately in the patient’s home or outpatient location.

(c) Disposal of Infectious/Hazardous Waste. The pharmacist-in-charge is responsible for assuring there is a 
system for the disposal of cytotoxic waste and infectious waste in a manner so as not to endanger the public 
health.

(d) Emergency Kit. When sterile pharmaceuticals are provided to home care patients, the pharmacy may 
supply the licensed nurse with emergency drugs, if the prescribing practitioner has authorized the use of 
these drugs by a protocol for use in an emergency situation (e.g. anaphylactic shock).



Cytotoxic Drugs.

The following additional requirements are necessary for those pharmacies that prepare cytotoxic drugs to assure the 
protection of the personnel involved:

(a) All cytotoxic drugs are compounded within a vertical flow, Class II, Biological Safety Cabinet Policy and 
procedures are developed for the cleaning of the laminar airflow hood between compounding cytotoxic 
drugs and other parenteral products, if applicable.

(b) Protective apparel is worn by personnel compounding cytotoxic drugs. This includes disposable gloves and 
gowns with tight cuffs.

(c) Appropriate safety and containment techniques for compounding cytotoxic drugs are used in conjunction 
with the aseptic techniques required for preparing sterile products.

(d) Disposal of cytotoxic waste complies with all applicable local, state, and federal requirements.

(e) Written procedures for handling both major and minor spills of cytotoxic agents are developed and 
included in the policy and procedure manual.

(f) Prepared doses of cytotoxic drugs are dispensed, labeled with proper precautions, and shipped in a manner 
to minimize the risk of accidental rupture of the primary container.

Patient Training.

If appropriate, the Pharmacist demonstrates or documents the patient’s training and competency in managing the 
type of therapy provided by the Pharmacist to the patient in the home environment. A pharmacist is involved in the 
patient training process in any area that relates to drug compounding, labeling, storage, stability, or incompatibility. 
The Pharmacist is responsible for seeing the patient’s competency in the above areas is reassessed on an ongoing 
basis.

Quality Control and Quality Assurance Procedures.

(a) Quality Control. There is a documented, ongoing quality control program that monitors and evaluates 
personnel performance, equipment and facilities. Procedures are in place to assure the pharmacy is capable 
of consistently preparing pharmaceuticals which are sterile and stable. Quality control procedures include, 
but are not limited to, the following:

(1) recall procedures;

(2) storage and dating;

(3) documentation o f appropriate functioning of refrigerator, freezer, and other equipment;

(4) documentation of aseptic environmental control device certification and the regular replacement of 
prefilters;

(5) a process to evaluate and confirm the quality of the prepared pharmaceutical product; and

(6) if bulk compounding of parenteral solutions is performed utilizing non-sterile chemicals, extensive 
end product testing is documented prior to the release of the product from quarantine. This process 
includes appropriate tests for particulate matter and pyrogens.

(b) Quality Assurance.

(1) There is a documented, ongoing quality assurance program for monitoring and evaluating personnel 
performance and patient outcomes to assure efficient drug delivery, patient safety, and positive 
patient outcomes.

(2) There is documentation of quality assurance audits at regular, planned intervals which may include 
infection control, sterile technique, delivery systems/times, order transcription accuracy, drug 
administration systems, adverse drug reactions, and drug therapy appropriateness.

(3) A plan for corrective action of problems identified by quality assurance audits is developed which 
includes procedures for the documentation of identified problems and action taken.
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(4) A periodic evaluation of the effectiveness of the quality assurance activities is completed and 
documented.

This pamphlet is prepared by the Alaska Board of Pharmacy to establish guidelines for a pharmacy or pharmacist 
that prepares or dispenses sterile pharmaceuticals. Professional conduct by a licensee includes adherence to these 
guidelines. See 12 AA(^2.430.

4
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(a)

GOOD COMPOUNDING PRACTICES 
February 2008

A pharmacist may compound drugs in limited quantities before receiving a valid prescription drug order if 
the pharmacist has a historical basis.pfLvalidp rescription dmg.orders.generated.solelvgiinBitflffiTi^gsSBrishR 
relationship between 
^^pOmped 

fponsidered'raanui

o
(b) Compounding includes the preparation

(1) according to a prescription drug order of drugs or devices that are not commercially available;

(2) of commercially available products from bulk when the prescribing practitioner has prescribed the 
compounded product on a per prescription basis and the patient has been made aware that the 
compounded product will be prepared by the pharmacist.

(c) When a compounded product is to be substituted for a commercially available product, both the patient and 
the prescribing practitioner must authorize the use of the compounded product. The pharmacist shall 
document these authorizations on the prescription drug order or in the computerized patient medication 
record. The prescribing practitioner’s authorization is in addition to signing to permit substitution on a 
prescription drug order or advising verbally that substitution is permitted. The reconstitution of 
commercially available products according to the manufacturer’s guidelines is permissible without notice 
to the prescribing practitioner.

(d) A pharmacist may not offer compounded drug products to prescribing practitioners, pharmacists, or 
pharmacies for resale except in the course of professional practice for a prescribing practitioner to 
administer to an individual patient. The distribution of inordinate amounts of compounded products 
without a relationship between the pharmacist and the prescribing practitioner and patient is considered 
manufacturing.

(e) A pharmacist may receive, store, and use drug substances for compounding prescriptions that meet official 
compendia requirements. A pharmacist shall use the pharmacist’s professional judgment to receive, store, 
and use drug substances for compounding prescriptions not found in official compendia.

PERSONNEL

A pharmacist engaging in compounding shall maintain proficiency through current awareness and training. 
Continuing education should include training in the art and science of compounding and the rules and regulations of 
compounding.

COMPOUNDING FACILITIES

(a) A pharmacy engaging in compounding shall have a specifically designated and adequate area for the 
orderly compounding of prescriptions that is maintained in a good state of repair and for the placement of 
materials and equipment. There is a minimum of three linear feet by a minimum of 18 inches in depth of 
counter working space for each pharmacist or intem compounding or filling prescriptions at the same time.

(b) Bulk medications and other chemicals or materials used in the compounding of medications must be stored 
in adequately labeled containers in a clean, dry, and temperature controlled area or, if required, under 
proper refrigeration.

(c) Adequate lighting and ventilation must be provided in all drug compounding areas. Potable water must be 
supplied under continuous positive pressure in a plumbing system free of defects that could contribute 
contamination to any compounded drug product. Adequate washing facilities, easily accessible to the 
compounding area of the pharmacy must be provided. The facilities must include hot and cold water, soap 
or detergent, and air-dri ers or single use towels.

(d) The area used for the compounding of drugs must be maintained in a clean and sanitary condition. It must 
be free of infestation by insects, rodents, and other vermin. Trash must be held and disposed of in a timely 
and sanitary manner. Sewage and other refuse must be disposed of in a safe and sanitary manner.

(e) If drug products with special precautions for contamination, such as penicillin, are involved in a 
compounding procedure, appropriate measures, including either the dedication of equipment or meticulous
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cleaning of contaminated equipment prior to its use for the preparation of other drugs, must be used in 
order to prevent cross-contamination.

RECORDS AND REPORTS
(a) A pharmacist shall keep records of all compounded products for two years. The records must be readily 

available for authorized inspection at the pharmacy.

(b) A pharmacist shall ensure that there are formulas maintained electronically or manually. A formula must 
include ingredients, amounts, methodology and equipment, if needed, and special information regarding 
sterile compounding.

(c) A pharmacy engaging in compounding must have written procedures for the compounding of drugs to 
assure that the finished products have the identity, strength, quality, and purity they are represented to 
possess. The procedures must include a listing of the components, their amounts in weight or volume, the 
order of component mixing, and a description of the compounding process. The procedures must list all 
equipment and utensils and the container or closure system relevant to the sterility and stability of the 
intended use o f the drug. The procedures must be followed in the execution of the drug compounding 
procedure.

(d) A pharmacist shall accurately weigh, measure, or subdivide as appropriate the components for drug product 
compounding. The compounding pharmacist shall check these operations at each stage of the 
compounding process to ensure that each weight or measure is correct as stated in the written compounding 
procedures. If  a component is transferred from the original container to another container, the new 
container must be identified with the component name and the weight or measure.

(e) To assure the reasonable uniformity and integrity of compounded drug products, written procedures must 
be established and followed that describe the tests or examinations to be conducted on the product 
compounded. The control procedures must be established to monitor the output and to validate the 
performance of those compounding processes that include the following when appropriate:

(1) capsule weight variation;

(2) adequacy of mixing to assure uniformity and homogeneity;

(3) clarity, completeness, or pH of solutions;

(f) A pharmacy engaging in compounding shall establish and follow appropriate written procedures designed 
to prevent microbiological contamination of compounded drug products purporting to be sterile. The 
procedures must include validation of any sterilization process.

(g) For the purpose of compounding in quantities larger than required for immediate dispensing by a prescriber 
or for future dispensing upon prescription, a pharmacy shall maintain records that include

(1) the date of preparation;

(2) the lot numbers -  the lot numbers may be the manufacturer’s lot numbers or new numbers
assigned by the pharmacy. If a lot number is assigned by the pharmacy, the pharmacy shall record 
the original manufacturer’s lot numbers and expiration dates, if known. If the original 
manufacturer’s lot numbers and expiration dates are not known, the pharmacy shall record the 
source and acquisition date of the components;

(3) the expiration date of the finished product. This date may not exceed 180 days or the shortest 
expiration date of any component in the finished product unless a longer date is supported by 
stability studies in the same type of packaging as furnished to the prescriber or to be stored in until 
dispensing. Shorter dating than set forth in this subsection may be used if it is deemed appropriate 
in die professional judgment of the responsible pharmacist;

(4) the signature or initials of the pharmacist performing the compounding;

(5) initials of the person preparing each process;

(6) initials of the pharmacist supervising each process;

(7) a formula for the compounded product maintained in a readily retrievable form;
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(8) the name of the manufacturer of the raw materials;

(9) the quantity in units of finished products or grams of raw materials; and

(10) the package size and the number of units prepared.

(h) “Component” means any ingredient intended for use in the compounding of a drug product, including those 
that may not appear in the product.

This pamphlet is prepared by the Alaska Board of Pharmacy to establish guidelines for a pharmacy or pharmacist on 
compounding practices. Professional conduct by a licensee includes adherence to these guidelines.
See 12 AAC 52.440.
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Pharmacists Patients Prescribers Students Vets'Pels Compounding Join
About PCCA PCCAQualty

Quality Control/Quality Assurance

Commitment to Qualify
•the* depend on a Job wet done' For PCCA, f t  not )ut a saying, but the way we approach QuaMy. 
VIMte our members have access to over4,880 active and non-active chomlcat* -  more than any other 
compoundng pharmacy supplier-the eompaSHue advantage we bring our members is the Industry-* 
most comprehensive quality control and assurance program we bring to Arose chemicals avery day.

Here Is how we differ bom the competition:

Every Lot* Not Just the Initial Lot* ts Tested

■ We do not soMy rely upon the USP or manufacturer's label to ensure the quality of the chemical* 
received.

a Every lot received is tested using Fourier Transform Infrared Spectroscopy, u*revtolet-vt»We analysis, meting point, specific gravity, solub*tyand
Iflft n flftrnlinnawnufinCw IQvnilliwmQunii

a Additional testing o( APIs la done using actual formuMon*.

14 Checks and Analyse* Are Performed on Each Chemical Lot As k Comes In and It Repacked

a Nbro quaRaAve and quantiMve analyses are performed on every incoming chemical lot before II is released for repacking or sale 
a Each lot Is tested aeainst the certificate of analysis (C oT A), Indudkig: USP, EP, NF. FCC, ACS end PCCA standards, 
a After initial testing, all results are reviewed for accuracy by ■ second QC analyst 
a Chemicals era tested only by degreed Chemical Analysts.

Five Validation Checks Are Made During Each Repeck Order, Including: 

a Witten and audited Label Control procedures.
a Production audits performad by the QA department feAcwed by n second kfontAy teat performed by QC department on repacked chemicals 

PCCA Rejects About 180 Chemical Lota Per Year, or Just Over Three Lots Received Par Work Week

h t^ ://www.pccarx.com/about-pcca/pcca-quaHty 2/28/2014
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■ PCCA Is fu#y registered by tfts FOA, DEA and Stat* of Texas as a menufeclurer and faRmw current Good Manufacturing Practice* (cGMP).
■ Only FPA-ragtstsrsd sndOMP-cortffisdmsnufsctursrssfsussd forth* purchase of acHyphsrmecsutlcaHngrstRsnts (APIs).

Dr. Pamela Smith and Dr. John Monaco discuss the quafity of PCCA beats ami chscnlctt*.

Quality Doesn’t Stop With High-Quality Chemicals
Compounding pharmacies complete ft* quality cbcta by luting tMr compounded preparations through an independent lab such at Eagle Analytical 
Service*. Eagle Analytleel help* pharmacists do** th* quality did* by taring preparations on an ongoing bads induing sterility testing, bacterial 
endotoxins, mlerabM detection, beyond-usa date (BUD) determination and acDvaJngradtent potency. They not only lest the preparation, they teat the 
processes behind the preparation, ghriftQ pharmacies topfobottom oonddenca in their products.

a Dedcatad sarvfes, axpartfse, and statroMha-artaquipmtnt 
a Tlmsly onlna access to test results.
a Eagle Analytical coordinate* with PCCA consultants to troubleshoot your problem compounds. 

FindoutmoraaboulEagleAnalytlcarsquaRtyteslngbyvisltlngwwurAagleanaiytIcal.com.

Watch the video below, in which Bill Zolner, PhD, Chief Scientific Officer of Eagle 
Analytical Services, describes process verification.
CRck hare to download more Information from Or. Zolner about quality.

Click here lor mora information about EagJs services.

http://www.pccarx.com /about-pcca/pcca-quality 2/28/2014
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Contact PCCA 
Te«-Fl** 8003313408̂  
Lso*2B1.B3UM3g 
8S01 South VMaiMOrtv* 
Houston, TX 770M

Find a Compounder PCCA Resource* Ws Went to Hear From You
• AnnntoVourCpnpmnmin . About PCCA MsmbenWO . . . . . . . .

g f t t f w ,  ‘ PCCA E vnU  Calendar ^
• ComcamdlnQ 4 Patlfrti e PCCA Products
• TseiteYourPoetonbout , nrrt

Rarer Compounding

AnSSptnc Hunter olX*» In PCCA;

f.. , .___ ... Send Message .
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Pharmacists

About PCCA

Do Compounded Medlcitfoni 
Require FDA Approval?

Tho PDA approval process is 
Intended for mass-produced 
drugs mede by msmjfscturers. 
Because compounded 
medications are personalized for 
indMdual patents. * is not 
possMe for each formuMon to 
go through the PDA’e drug 
approval process, which takes 
years to comptote and is 
prohKMvely expensive, often 
costing hundreds of mUtons of
rlnHarsoonere.

About PCCA

PCCA Is an independant 
compoundtog pharmacy** 
complete resource for line 
chemicals, devices, equipment, 
training & support

About PCCA Products Services Contact Us Members

Renrrh

£n '« Z>fc<nt Go E E B  t i l l  &  t j j

Patients Prescribers Students Vets'Pels Compounding Join

About PCCA

What is PCCA?

History
More than three decades ego, a physician encountered a patient who required an enti-nausee medication thalwes 
no longer commercially eveHebie. The physician challengad e Houston-eree pharmacist to compound tho 
medication, to tha pharmacitt consulted with his peers and procured the chemicals necessary to prepare IL

The prescription was a success, and the pharmedst reetesd Bret other* in his field faced similar demands to help 
patients who require compounded medications. This network of pharmacists, united by e commitment to mast 
patent needs, was the foundation of PCCA (Professional Compoundtag Centers or America), whlcfi was 
incorporated in 1M1.

Today, PCCA ha* become the Independent compounding pharmacist's complete resource for fins chemicals, 
equipment, devices, Itavora, ACPE-accradted training and education, pharmacy sodwank marketing, butines* and 
pharmacy convoking assistance. Our membership Indudet more man 3,800 independent community pharmacists 
In the United States, Canada, Australia, end other countries around the world.

Quality
PCCA offers unparaMed quality control and quaflty assurance.

http://w ww .pccarx.com /about-pcca 2/28/2014
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PCCA’s Quality Control department la exhaustively devoted to assuring the quality of the chemicals received, 
repackaged, end sold to our members. From tha moment a chemical arrives lo the tima A ships to a member, It is 
monitored by Quality Control and Quatty Assurance personnel. Tha dedicated QC lab performs as many a* nine 
quaUatlvs analyses on each chemical lot, and reviews the results and specifications of the Certificate of Analysis.

H the product la compremlaod In any way, Ktatisthe Inspection and Is rejected. Impaction of Incoming materials la 
paramount to the quatty system and eompianee with current Good Manufacturing Practices and Regulations.

Steps Include:

a Obtaining a Certificate of Analysis for all chemicals received
a Verifying the Identity of every bulk chemical recelvod before repackaging and completing a second Identity 
taat afler tepecfcaglng
a Conducting regular teata of ati chemicals in inventory 
a Verifying all unique Identifier numbers prior to stripping.

As a (kstrfbutor and repeefcager of both Active and Non-Active Pharmaceutical Ingredtenta for pharmacy 
compounding, PCCA la registered and inspected by tie PDA and DEA. Tha company la licensed m tire state of 
Texas and all other states whers licensure Is required.

< n

Click hereto find out more about PCCA's quality processes.

Education
PCCA provides the Comprehensive Compounding Course (C3) end Aseptic Technique eompoundkiQ course In our 
lo-house training laboratories. These hands-on courses provide pharmacists and their pharmacy technicians with a

httpyAvww.pccarx.com /about-pcca 2/28/2014
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forum tor teaming the latest Innovations In compounding unique dosage form*. In addition, tha curriculum indudes 
discussion of qualty and safety procedures, legal issues, end marketing technique.

PCCA also conducts Accreditation Counc* for Pharmacy Education (ACPEVeccredited continuing education 
programs In the form ot seminars and symposiums to provide pharmacists and physicians wtih ongoing 
opportunities to earn confirming education credit, practice compoundtog techniques according to USP <795* and 
<797> standards, and learn as effective methods of bulking pedant and practitioner retaUonships. These programs 
also provids invaluabls networking sessions where coOeagus* shsr* what has worked wsl tor thetr compounding 
practices and emphasize the critical Importance of to* triad relationship-tha patient, prescriber and pharmacist

Find out more about PCCA's educational offerings here.

Pharmacy Consulting
When pharmacists Join PCCA, they gam access a staff of mors Bran 30 pharmacist*, PhDs, and chemists who M a 
variety of roles, todtidng consulting for members, R&D, end formulation development, ready to eerve their 
technical support nssds. On average, PCCA's Pharmacy Consulting Department answers mom than 000 
consulting call* a day from member pharmacist* who have technical question* about preparing medtoatlcn* tor 
patients.

Member* and consultants have access to a database of mom than B.000 proprietary formulas tiat have bean pre- 
tested with PCCA's fin* chemicals and am continuously reviewed and updated. PCCA’s staff draws upon a itbrary 
of mom than 000 pharmacy and medical references. AM tN» add* up to the most comprehensive pharmacy 
consulting resource In the profession.

In adrfition to thalr consulting rotes, PCCA's staff pharmacists also participate in ongoing ACPE-accredMed training 
and educational courses, helping to educate prescriber* end patients mgswting the bsnsts  of compounding. 
PCCA abo maintains dose, working relationships with several universities, tn fact. PCCA is a dedicated rotation 
site tor the University of Houston's Cotieo* of Pharmacy.

Our Mission
PCCA's mission Is to strengthen th* ml*, position and skR* of member compoundng pharmacists so they can
meet the unique hsaflhcsre naad* of patients through our exceptional service, highest-quaMy products, shared 
Innovation* and education.

One patient One prescriber. One pharmacist. A triad relationship with a common goal' achieving a positfv* 
therapeutic outcome for the patient And in the midst or tills relationship end this common goal I* PCCA, th* leader 
In pharmacy compounding since 1901.

St»rtP-«v12346678910N*xtEnd 
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Contact PCCA
ToteFrse 800.331.249*$
L o o t 3819300940$
9801 SouBiVWcrsst Drive 
Houston. TX 77099

©PCCA.
HuiSMT SIX'S in PCCA;

f Send Message

Find a Compounder
• Anamrslo YcwComoounana

tamwnHoaiPnmm Tsftio Your Doctor aboui fiaoas&sFlavor Gotmomdlna

PCCA Resources
• About PCCA Wsnrisnfto

PCCA Products 
PCCA Naas

Wa Want to Htar From You
Ernst)

Sublet

Mroagt
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About PCCA Product* Service* Contact Us Member*

Pharmacists Patients

Pharmacists Compounding Resources for Patients
Prescribers

EnurZlPcoK

Students Vets/Pets Compounding Join

Do Compounded Modlcstfons 
Require FDA Approval?

The FDA approval process is 
intended for matt produced 
drugs made by manufacturers. 
Because compounded 
nwtoBoot in  ptnofufeid for 
IndMduel patients, It Is not 
possible for each formulation to 
go through FDA's drag
approval process, which takes 
yean to cofnpiets and it 
prohMtivaly expensive, often 
costing hundreds of rnlSons of 
dollars.

About PCCA

PCCA Is an Independent 
compoundtog ptarmacy*$ 
complete resource for line 
chemicals, devices, equipment, 
training & support.

Compounding Resources for Patients
Ws hove created a number of onlne resources to hslp 
patients And answers to their most common questions:

a Whst Is compounding? 
a What are tha benefits of compounding? 
a Whst Wnds of prescriptions can be compounded? 
a Whst should I tall my doctor about compounding? 
a What Is PCCA?

Visit the Compounding Resources and Patients sections 
to find more.

Contact PCCA
ToSfns 80&331.24M{g 
Locat2ei833JS4S^ 
BS01 South WtovUDrtvt 
Houston, TX 77000

Ftnd a Compounder
I lo Your Compand no

PCCA Rosourco*
• About PCCA MetnbwilW)

PCCAPnxSuctt 
PCCA Mows

Wt Want to Haar From You

AMFSpam. Numbor oTX*, to PCCA

s. Send
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About PCCA Product* Ssrvtcaa Contact U* Member*

Pharmacists Patients 

Pharmacists Compounctng & Pharmacists
Prescribers

goici code

Students Vets/Pets Compounding Join

Do Compounded Medications 
Require FDA Approval?

Tha FDA approval process is 
intended for mass-produced 
drugs made by manufacturers. 
Bocause compounded 
frufltc attorn >n ptraontfeid ffrr 
Individual patiantt, R is not 
pogpMo for hi eft formutitton to 
go through tho FDA's drug 
approval process, which take* 
years to complete and la 
proWbittvaty expansive, often 
costing hundreds of miRons of 
doter*.

About PCCA

PCCA is an indspandsnt 
compounding pharmacy's 
complsta raaourca for tbw 
chentoit, devices, equipntsnt, 
training & support.

Compounding & Pharmacists
Pharmacists: Are you looking for a new direction?

Many patents experience issue* auch as:

a Stomach upsel when taking oral medication
a Reluctance to take the medication due to its taste
a Issues with tha route of administration, such as difficulty swalowtng pilt
a Allergy, sensitivity, or other aversion to ingredtonts such as Davors or dyes, lactose, sugar, aleohot, gluten, or 
casein.
a Requiring a dHferent dote of medJcafon than that which is avafabto tom a manufacturer 
a Difficulty keeping track of multiple medications
a Patients who need a medication that has been discontinued by the manufacturer 
a PaCents who dont warrt to take mediation at al. especially chkdren or pels

A compounding pharmacist may be able to provide solutions 
for chaflanges such ** these. Working dosety with th* patient 
and tha prescribes, compounding gives the pharmacist tha 
means to customize medication to meet Ihe Individual needs 
of each patient

At one time, all medteations were compounded, Over the 
past few decades, compounding has experienced a 
renaissance a* modem technology end Innovative

Have you over had a patient or a preacribor report that a 
patient had difficutty taking a medication as directed?

Do you wish you had mors ways to us* your pharmacy 
skita, knowledge, and creativity to work with your patiantt
and prescriber* to solve their unique medication
-■ « ------cnonangesy

You're not aionel Pharmacy compounding ha* stowed 
many pharmacists to *nd their niche etmectoalion probiem- 
aotvera. The'ona-aizo-fits-ar nature of many mats* 

manufactured medications means that acme patients' naeds are rat mat by those products.

http://www.pccarx.com /pbarm acists/com pounding-pharm acists 2/28/2014
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tochnlqiiM and raaaarch have allowed more pharmacists 
to eustomho mesfleatJone to moot specific patient needs.

Learn more about what compounding and PCCA membership can do for 
your practice, your patients, and your prescribers!

Contact PCCA Find a Compounder PCCA Resource* Wt Went to Meef From You
ToJFFne 8 0 0 3 3 1 • ftHMft Iff.YWT flMMflB • FEgUtPCCAMmfrtrftilP

'ass*aiaMi i g g g a r 1̂  *«**
•  FtavorCcmowaama

Arvb-Spanr Nuntoer of C *  m PCCA

[ • . SendMotsago
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About PCCA Product* Sendee* Contact Us Members

Pharmacists Patients Prescribers Students Vets/Pets Compounding Join
Compountfing Aitomadvo Medication Form*

Alternative Medication Forms

Unique medication delivery for your unique needs
Compoundtog enables prescribers and pharmacist* to meet the special needs of pHerts. OnoofUs most Important benefit* Is to those patients who have 
difficulties wibi commercially availabta medication. Wth the prescriber'* authorization, pharmacists tan custom-propsro medications in « variety ot unique 
dosage forms. Induing:

■ Ctpurtfti
■ Oral liquids
■ Troches or loflipops 
a Topical preparations
■ Stypoiltorin
a Eya and aar drops 
a Naaalsprays 
a Sttffia Infections

THE RESULT? A WAY TO TAKE MEDICINE THAT HELPS MCREASE PATIENT COMPLIANCE.

Custom Flavoring
Custom flavoring is available for most oral medication forms, and unlqua de*very system* may bo 
ompioyad to help give medication to finicky patients. Many medtoations can ba taken through a 
flavored loMpop. Infants espedaly benefit from attemate delivery davico* such as padflors or baby 
bottle*. These devicas. which are provided In ch8d-proo< packaging, allow parents to dtopense 
prescription medicine easily and accurately*

Capsules
Msdicaticn can ba compounded Into customized capsules, especially in caMawharo on alternate 
strength la required of to omit potential allergen* of Irritants, such as dyes, preservative*. or gluten. To 
lessen the number of doees to be taken, muMpio medication* often can be combined Into a single 
dosage or made Mo susMnotMoloaee capsules. Vegetarian capsule* mad* from csDuias* ere 
available for patients who do not want to take a gelatin capsule.

Oral Liquids
Many medteationa can be eompotaided aa oral liquids tor thosa pell ants who have difficulty 
swallowing tablets and capsules. Some patients may have problems tderallng the taste or a 
commamlaly avatiable liquid, but a compounding pharmacist can make a pises ant-tasting, custom-

http://www.pccarx.com /what-is-com pounding/altem ative-m edication-form s 2/28/2014
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flavored oral aoktflon or tuspenslon which can bo administered easiy and aecumtely. Soma 
meracations may be avalabie a* effervescent powders, which are rrtoad with water to make a fizzy 
drink.

T roches/Lollipops

Troche* and lollpope at* used to kaop drug* in th* mouth whan local action I* needed there. Troche* 
also may be placed under the tongue and allowed to dissolve, which allow* th* medication to enter 
tha bloodstream quickly and eesty Soma troches can be chawed and swallowed by a patient who 
cannot or wa not take a capsule or tablet Thaaa doaag* form* can be enhanced with natural 
sweetener* and ptaaunt-tailing flavors, making them Ideal lor geriatric and pediatric patient*.

Topical Preparations
Topical methods at deRvery alao are widely used becauso they alow th* absorption of medicine 
dlrecty through the DUn, end may help svoid potential tide effects such as stomach upset or 
drowsiness. Topical medications often are prescribed for peln management, Inflammation and 
naueee/vomltng. They are easy to use and are effective delivering th* medteation as needed. Tepieal 
mediation forms Inchfder

a Gels
a Cream* end lotion* 
a Sprays 
a Foam*
e SUck sppilcatom, such as lip belms

Suppositories
Patients who cunnot mecflcaSons ontfy av Ideal caodidetes foe confounded tuppositorifit. 
Available In various shapes dependng on the route of administration, suppositories can be given 
reetaly, vaginaly or urethraly. 8y matting or dtescMng Mo the body cavity, they allow ihe madteeUon 
to pass qdddy into the bloodstream. They can be used for hormone replacement therapy (HRT), to 
light nausea, or to treat local conations such ss hemorrhoids, Infections, or Inflammation.

A compounding pharmacist wortdng closely with you end your physician can prepare 
medication In a dosage form that has been customized to your particular need*.

Ask your pharmacist today about alternate dosage forms and compounding.

http://www.pccarx.com /what-is-com pounding/altem ative-m edication-forras 2/28/2014
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Barbara Barnes

From: Monte Lynn Jordan <rnjresourceak@gmail.com>
Monday, February 24,2014 939 PM 
doa.drb.alaskaearejetiree.plan@alaska.gov
sean.pamell@alaska.gov; curtis.thayer@alaska.gov; mike.bamhiB@aiask&gov; Sea Click Bishop; Sen. John Coghill; 
Sea Pete Kelly; Rep. David Guttenberg; Rep. Scott Kawasaki; Rep. Tammie Wilson; Rep. Steve Thompson; Rep. Doug 
Isaacson
Retiree Health Care Plan

Sent:
To:
Cc

S u b jec t

Follow Up Flag: 
Flag S tatus:

Follow up 
Flagged

I am a retired State Employee. I worked for the State of Alaska for over 28 years. I own my home here. All of 
my three children were bom and raised in Alaska - two of them graduated from UAF. 1 live in Alaska, lull time 
and I always vote in borough, state and national elections.

It is my understanding that you are allowing public comments on the plan booklet until February 28,2014. 
There are many significant problems with the Draft Retiree Benefit Book, and the State should allow at least 
an additional 60 days for sufficient review and input This is an extensive document that is difficult to read and 
understand. Instead it should meet to the recommended readability grade level for U.S. Department of Labor 
Summary Plan Descriptions (6th to 8th grade).
To date the Draft has established the following unacceptable changes:

A new dental claim calculations based on Delta Dental standards for Alaska. This has changed the 
reimbursement calculation rates for out-of-network
claims from the 90th percentile to the 80th percentile, causing a much higher copay.

Teeth cleaning visits have been reduced from unlimited to one in every six-month period with limited 
exceptions.

There are many other examples of new limits and exclusions, including certain medications, eyeglass 
frames, lens options, decreased allowances

for travel costs, local anesthesia in surgery centers, etc.

There is a large increase in the number of procedures requiring pre-certification.

The Draft document lacks internal consistency. This makes it difficult to know whether a given 
procedure is allowed or disallowed.

l

mailto:rnjresourceak@gmail.com
mailto:doa.drb.alaskaearejetiree.plan@alaska.gov
mailto:sean.pamell@alaska.gov
mailto:curtis.thayer@alaska.gov


This document does not clearly address how the State will carry out its fiduciary responsibilities for the 
retiree benefit Plan. It seems to delegate

authority for administering and designing the Plan to the third party administrators. Additionally, it 
takes the Division of Retirement & Benefits

completely out of the appeals process.

Clearly to rush this document to finalization will lead to future misunderstandings, problems and reveal a lack 
of concern for the detrimental effects on the benefits that it may have on the retired employees who need and 
count on the health benefits they worked for.

I believe an extension of at least 60 days is a reasonable request

Sincerely,

Monte L. Jordan 
Fairbanks, Alaska
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Protecting, Promoting & Advancing Pharmacy Compounding

What isIACP?

International Academy o f Compounding Pharmacists (IACP)
Tha Intomstlond Academy of Compounding Pharmacists (IACP) la an aaaodadon representing more ttan 3,(500 ptiarmacbt*, technician*. students, and members oI tha 
com pounding comm unity who foeua upon the apodal ty practice of pharmacy compounding. Compounding pharmadtia work directly with prescrtbera including phyaidana, 
nurse pradltlonera end vetodnartans to creels customized medcaAon (dutons for patienta and anknala whosa haalthcare naeda cannot be met by manufadured 
medleaaona. More then 164,000 pallonta and preaalban aiao belong to our organisation via die grossroots advocacy group, P2C2 (Patienta and ProfeMkntde for 
Cuatomttad Cara) tACP'a miatlen of protecting, promoting and advancing persomnzad medlcallon aotutton* la critical for paUant hesttteare. VM wwwJecarx.om to learn 
more and to find a compounding pharmadat near you.

IACP Mission
Tha million of the tntemadonal Academy of Compounding Pharmacists la to protea promote end advance the art and adence of phannacy compounOng.

IACP Vision
Tha tntamatlonal Acadamy of Compounding Phannadata It tha recognized authority for Information, expert}*#, and ptecfoe atandarde wHr regard to pharmacy 
compounding.

More than 164,000 Voices Strong and Growing!
In addWon, IACP repreaenta more than 164,000 padanta and proctttonera Including: phyaidana; veterinarians; and nurse pmdHonara through Its ally grassroots 
organization. Patterns & Prefesatonsls for Customized Care (P2C2). IACP is 00m milted to ensuring the light* el physicians to prescribe, of phsrmadst* to prepare, and of 
patents to take perseraSzed merScatfon solutions tietmaet their unique, Individual health needs.
A* part of tie tee P2C2 membership, pardclpanti receive Custom Cere Times, an electronic newsletter wNch It dMitbuled memhly and covers a number of paUentcemrtc 
topics. Including tha recant 17-P bydioxypmgaatorena, a medication to help prevent pre4erm labor.
Cadthete tor mote tofotmafen about P2C2.

Navigation 

About IACP 

Membership

Contact Us Our Affiliates

Career Center 

IACP Foundation 

Advocacy 
Newsroom

Corporate Headquarters: 4638 Rtversione Blvd.
Missouri City, IX 774S9 

Tel: 261.033.6400̂
Peru 281.48S.060£g

Ojd. Hsadquartsrs: >321 Duke Street Suite 200 
Alexandria VA 22314

Tel: 703.286.0790̂  
Fez: 703200.0788̂  

Email: Iecplnto9iacpn1.org

I PHARMACY 
COMPOUNDING 
ACCtttOtTATrON

board www.pcab.org
W*-Tbon!>ip Manageiturni
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Protecting, Promoting & Advancing Pharmacy Compounding

What is Compounding?
MMcnt of patents ham unique heath naadt M «H m M  nwwMund medications cannot meat For tress patient*, personalized medication aoluloni-  proscribed 
by Iceneed practitioners and prepared by trained. licensed pharmectsts - are ft# only way to batter health.
Wbrklng vritr a physician. a compounding pharmacist can moat Individual needs of cMMren. adults and animals. Whether It's an aUerey to a dye or Ingredient. a need tor a 
dtflarart strengtr, or a preference for a afferent dosage form, compounding pharmacists provide patient* vrlfi volution* to trek medication need*.

CHcfc batow to (start to an Interview with IACP*s Excutlv* Vica President a CEO, David 0. MMar, RPh, to feam mow about pharmacy compounding. 
As Heard on The Exacuthre Raport. US Airways ln4Hght Radio Show

4))
Why Compounding?

Whan needed medleetion are dtaeaMktued by or ganaraly oreveaabta form pharmaceutical companies, often beceuee the medications ate no longer prcTKable to 
manufacture;
When fie pafanlia alergle to certain pneeivMhes, dyeeor blndara In avxlxbt# ofl-the-ihetf mtdcadoni;
When fteattmnl requires tailored dotage stiangfis hr pafenls wtth unique needs (for example, an Intent);
When a pharmacist can combine several medications a pallem Ie taking to Increase complanee;
When a paftenl cannot Ingest Die medication In lie commercially available form and a pharmacist can prspsre the medication in cream, liquid or other form that the 
patient can aatly take; and
Whan medcaf one require never additives to make them more pafatabte hr tame pedants, moat often, children.

How is it Regulated?
At pharmacies and pharmaeMaam leenaed and strictly regulated by Stale Boards of Pharmecy. Compounding Is a core component of pharmacy and always has bean 
regulated by state beams, which am constant* updating their standards and regulations.
m addition, standards eat by the United states Pharmacopeia (USP) am Integrated Into the practice of pharmacy compounding The Pharmacy Compounding Accreditation 
hoard (PCAS) has dsvetaped national standards to acemdH pharmacies fiat perform a dgnltcant amount ot compounding.

Compounding -  The Numbers
1. The compounding industry new makes up an estimated 1 to 3 percent of the U.S. prescription market, which Is $300 MUon overs I
2. A national survey of independent pharmacists showed that 76 percent compound medications tor patients.
3. Virtual* 100percent of hospitals compound medications.
4. Vktud* all home heath special* pharmacies compound
5. Al nuclear pharmacies compound.
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Protecting, Promoting & Advancing Pharmacy Compounding

Frequently Asked Questions About Compounding

What is pharmacy compounding?
Ptuvnwcy cofnpountttiQ li tw cuitonitrod pfopindon of i  imdiciM Bill ii ool oitwvrfw cotwntfckiWy avftffrtrto. flHttt fnttHoffont ot pretttttMHl by t pbytkftto. 
veterinarian, or other prescribing precBlonar. and compounded by a *tets->censad ptannadet. A growing number or people and animate have unique heath need* that off- 
tt>e-ehetf, one-ette-tto-elpreecrtptlontnedtotnee cannot meet For item, curtomtead mottoaBona ate the only way to betar heath.

Who are com pounding pharmacists?
Pharmacy compounding I* aeenturte»-otd, weB-ragulated and common practice. Pharmacy I* one ofthe mo*t respected ant) mated pmfesteons in the Untied State*. In a 
recent survey. pharmacists tanked eecond (only baMnd nutaaa) aa tha most trusted professional* In oar society. Compounding has evolved into a specialty practice wtttht 
tie pharmacy community toOay. New applications to meat today's patent needs require addttienat education, aqutpment and processes tiat not aC phonnaclee possoss.

Are com pounded medications safe? How does one know that the compounded medication they are 
taking is safe and effective?
Compounded mediations are aimlar to tie totaled -ofHeber uaa or FDA-approved dtuga. VKhan tha FDA approves a apadle dmg a* safe and effective, tea 
determination applaa only to tha spedlc disease or condition lor which tie drag was tested. But phyddan* and veterinarian* olten praacdbe medlcatfen* tor treatment for 
wltleh they have not boon apecWeaBy approved. Medeal profaselonala tte tMa became. In tltolr Judgment. tie treatment It In tha baat Interest of tha Individual patient 
ShnSatly, medeal profs* rion els otlen preecrtbe compounded medlcalowe became they beffavo a Ie tie beet metical opton for tielrpetlente It Is estimated met one Wh of 
•R prescriplofti wrttan for PDA ipjuowd dnipt no for uitu for wWcfi fitiy wen not yocWoiy jpprovtKf.

There are thousands of FDA-approved drugs on the market for just about any ailm ent Why do we still 
need com pounded medications?
Some valuable medications are evaflable only by compounding. Restricting a doctor's access to compounded medication! would be a ssrious mistake Moreover, because of 
tie economic* of phannaceutcal manufacturing. FDA-approved drugs that eerve a Smiled population are otlen dbeonSnued by manufacturer*. In most or tiesa cases, the 
only option left for doctors end their pettente Ie to have a compounding ptiatmndel make the discontkmed drug tom icrelch using pharmsceutcal grade ingredknl*.

What suppliers seii ingredients to compounding pharmacies? How are these suppliers regulated?
Just Hit big pharmaceirileal manufacturing companiee. compounding pharmeele* get lietr Ingradlenia lor medicalion* from supptlere that are registered and Inspected by the 
FDA. Foreign aupplera am FDA-regMared tecMtoe.

How are com pounding pharmacies and pharmacists regulated? Should there be increased federal 
oversight?
AB pharmacies and pharmacists are learned and atrtctly regulated at the stata lava) Compounding is a core component of pharmacy and heeetrraye been regulated by slate 
boards, which are constantly updadng tie* standard* end regulations In addition. alandarda tat by tit United State* Pharmacopeia (USP) are integrated Mo ttwprectce of 
pharmacy compounding The Pharmacy Compounding Accreditation Board (PCAB) has dtvelopad national «tandard»to aceredh pharmacies that perform a rignWcanl 
amount of compounding-
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D oes the FDA have the expertise and federal power to regulate compounding pharmacies? Why 
shouldn't compounded medications, especially the most commonly used combinations, have to go 
through the FDA's established drug approval process?
Tha modfcal profession. Including Ih* practtcs of pharmacy. hu always been regulated by the states State board* ol pharmacy are In the beat posdlen to Inspect pharmacy 
opera*©™, develop appropriate reguteHoni and mepond to proMetre or vloWion*. The FDA does have an Important role to play in making aura that ingredients used In 
compoundtno ere sale end ere manufactured by FDAregistered end Inspected fecOies but there Is no such tilng es an TDA approved* pharmacy.
The FOA'e dmg approval process takes years and can cost hundreds of mMons el dottars. Requiring this tar MMdualy personalized medication* Rial MU* an Individual 
doctors prescription la bom Impractical and contrary to *» bast interests of patents requiring tmmadtote treatment
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Barbara Barnes
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S u b jec t

From: Sharon Gherman <scgherman@acsalaska.net>
Thursday, February 27,2014 7:41 AM 
doa.drb.alaskacare.retiree.ptar@alaska.gov
seaapamea@ala5ka.gov; curtis.thayer@alatka.gov; mike.bamhOI@alaska.gov; Sea John Coghill; Rep. Tammie Wilson 
Comments on Proposed Changes to AlaskaCare Retiree Coverage

FoRow Up Flag: 
Flag Status:

Follow up 
Flagged

Categories: Green Category

My name is Sharon Chamell Gherman. My address is 677 Eastview Drive, Fairbanks, Alaska 99712 and my 
phone number is 907.452.3677. My email address is scgherman@acsalaska.net I am a PERS retiree with 
AlaskaCare benefits. My spouse, a TRS employee, is covered under my retirement health care plan, and will 
also be covered under his TRS retirement when he retires.

1 have several comments about the proposed draft plan:

1. The comment period needs to be lengthened to allow adequate response from those affected.

2. My biggest concern with the changes proposed in this plan Is that it steers us into a preferred 
provider plan, which I strongly oppose. I believe the greatest advantage of our AlaskaCare coverage as it has 
existed is the freedom to choose our providers and to travel freely to receive treatment. I am absolutely 
opposed to preferred provider plan practices of requiring treatment at the closest facility offering the 
service. If you want to go this way with future employees, fine, but you should not be significantly changing 
existing coverage for current retirees.

As an example of why we need die freedom to choose providers, my husband is a high school assistant principal 
who deals with conflict every day and is consequently pretty hard to anger. When preparing for a recommended 
but non-emergent sinus surgery, the head anesthesiologist at our local outpatient surgery center was so rude and 
arrogant to us that my husband walked out of the center, cancelled the surgery, and refuses for any of his family 
members to be treated there while that provider works there. I am opposed to any change in the plan that 
would take away our freedom to choose our provider.

3. I am opposed to the unrestricted power the proposed plan gives to Aetna to determine what treatment I 
receive or to veto or refuse to pay for die treatment my chosen provider recommends. My doctor should be the 
final authority for what treatment I should receive -  when we give authority to authorize benefit payment, we 
essentially give that non-medical individual die authority to determine what treatment I will receive. Only my 
doctor should have that authority.

4. Having just been through eight years of caring for a parent with dementia, I am opposed to restricting 
family members from being reimbursed for providing borne health care under the policy. Family home health 
care providers fulfill a critical need that more and more of us will require, and they give up much to provide 
care for their loved ones. The least we can do is compensate them the same as a hired caregiver.

mailto:scgherman@acsalaska.net
mailto:doa.drb.alaskacare.retiree.ptar@alaska.gov
mailto:seaapamea@ala5ka.gov
mailto:curtis.thayer@alatka.gov
mailto:mike.bamhOI@alaska.gov
mailto:scgherman@acsalaska.net


5. I am opposed to language that limits screening labs and radiological studies in the absence of “definite 
symptoms”. Family health history or demographic data should be an acceptable reason to cover a screening. As 
an example, I am currently in the process of a surgery for a potentially life-threatening condition that was 
caught through screening - completely without “definite symptoms” Under this plan, my screening would not 
be covered.

6. If you intend to require precertification for so many additional procedures, then you should require die 
information that Aetna representatives provide over the phone to be binding.

7. I am opposed to allowing retroactive dropping of coverage for any reason. If someone is practicing 
fraud, pursue and collect damages from them. If they have earned their medical benefits, they should not be able 
to have them arbitrarily removed.

8. I am opposed to not covering lenses or frames unless the prescription changes. Glasses wear out and get 
scratched. Cover new lenses and frames every two years, period.

9. Massage therapy should be covered. I require far fewer chiropractic treatments when I receive a massage 
first. I know massage to be a very cost-effective treatment

10. I oppose AlaskaCare benefits being secondary to Medicare Part B for Medicare-eligible retirees. Many, 
many physicians are refusing Medicare patients, and it threatens our ability to receive care. We need to stay 
away from anything that requires us to interact with the federal government health care system.

11. Prescription vitamins should be covered, as should compound drugs ordered by our provider. Any 
treatment prescribed by our chosen physician should be covered.

Thank you for the opportunity to comment on the proposed changes. PLEASE don’t take us down the preferred 
provider road. We have had an excellent health care system that I believe will be viewed as a model for others 
down the road if we don't water it down and negotiate away its’ strengths.

Sincerely,

Sharon Chamell Gherman 

Fairbanks, Alaska
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Protecting, Promoting & Advancing Pharmacy Compounding

What is Compounding?
MBtans of patent* have unlqushesflh need* *»toll-th*-«h*lf. manufactured medication* cannot mset For these patents, panonateed medteaSon sahibon* ~ prescribed 
by leansad practitioners and prepared by trained, Bcanaait pharmacists - are tha only way to baltar health.
Wbrldng wit) a physician, a compounding pharmacist can maat MMdual naadt of clttran. adults and annuls. Whetisr If* an ateigy to a dye or Ingredient. a need lot a 
dtflarant strength, or a preference for a dnsrem dosage form. compoundhg pharmacist* ptovfd* patent* with solutions to thalr madteaten naadt.

Click below ta Istan to an Intarvlaw adlb lACPa Excvthre Vlca President ft CEO, David G. Miter, RPh, to team more about pharmacy compounding.
Aa Heart on The Executive Report * US Always tn-ftlght Radio Show

H»)
Why Compounding?

Whan needed madtealon are dteconllnued by or genwalyunavailabie form pharmaceutical companlM.oflen because the meclcsllons are no longer profitable to 
manufacture:
Whanthapatientis atergietoeartainpreservatives dyasorbinder* Inavailableoft-lhe-shelf medications,
When baaenam require* talored dosage strength* tor patent* wWi unlqua needs (hr example, an Ward):
Whan a pharmacist can combine several medications a patent It taking to Increase compliance:
When a patent cannot Ingest foe madteaten In It* commercially avtfabie term and a pharmadst can prepare Ihe madteaten In cream, tquid or other term dial tie 
padenl can assay taka: and
When madteaten* raquke Bavor addktva* to make tiem mora palatable tor some patents, most ollsn, children.

How is it Regulated?
Al pharmacies and pharmacist* are teeneed and strictly regulated by State Boaid* ol Pharmacy Compounding Is a cere component of pharmacy aid always has bean 
ragutatad by stale boards, which am eonsfonly updating Ihalr standanls and regulations
In addten. standards sal by the UnkedStalee Pharmacopeia (USP) are Integrated Into tha practice of pharmacy compounding Tha Pharmacy Compounding AccradtaUon 
Board (PCAB) has developad national standards to accredit pharmacies that perform a sfgnMcant amount of compounding

Compounding -  The Numbers
1. Tho compounding industry not* makoa up an estimated 1 to 3 parcorriol llta US. prescription market, which Is $300 btekmovoral.
2. A nation* survey of Independent pharmacists showed dial 78 psreant compound mtdteatens lor patent*.
3. VktusSy too percent of hospitals compound medicalion*
4. VktuaUy al home health specialty pharmadat compound 
S Alnudear pharmacies compound.
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Barbara Barnes

S u b jec t
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C e
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Wednesday, Febniary 05,20141:16 PM 
Mary Calmes
Rep. Scott Kawasaki; Sea John Coghill; Sen. Pete Kelly; Sea Click Bishop; Rep. Steve Thompson; Rep. David 
Guttenberg; Rep. Tammie Wilson 
Issues of concern

FoKowUp Flag: 
Flag S ta tu e

Follow up 
Flagged

C ategories: Green Category

Greetings Representatives and Senators from the Interior.

There are a few issues that have been of concern to me of late.
One issue is the governor’s proposal to use public monies to support private schools.
Iam opposed to this on every level I am NOT in any way associated with NEA, in fact I am 
a woman who opted to homeschool my sons. I also have no affiliation with religious institutions and 
hold firmly to separation of church and state. There is no reason in my mind why public monies should 
be provided to private schools.

Secondly, I  support the state *s proposal to give the Fairbanks North Star Borough the power to monitor 
and enforce state regulations on air quality. These are issues that are most effectively dealt with on the 
local level. We heat with wood and are more than willing to make the adjustments necessary to ameliorate 
our contribution to air pollution. We have found the borough’s programs to encourage residents to make 
changes both compelling and generous. We value air quality and understand that we all need to be part of 
the solution.

As a retiree who is part of the State Health Care program, 1 am concerned about the changes that have been 
made
to the retiree health package. The change to Aetna came with no announcement to those affected that a 
change was
in the offing nor were the options being considered brought to light before decisions were made. Suddenly we 
are
faced with choosing from a list of netwoik providers, having to obtain permission for medical procedures, and 
with
clear changes in approved medications. Health care coverage is complex and I am concerned that problems with 
the
new coverage will only manifest themselves when folks have need for the care. We need to be provided with a 
clear
understanding of how the change from HealthSmart to Aetna has affected our coverage. The state should be 
responsible
for providing that information.

Thank you for your service to the people of the State of Alaska and in particular to those of us in the Interior. 

Mary A Calmes

mailto:yetna2@gmail.com


Mary & Tim 
Fairbanks, AK

It has been said that man is a rational animal. All my life I have been searching for evidence which could 
support this.
•Bertrand Russel
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A laskaD  ispatch
News and voices from the Last Frontier I
Published on Alaska Dispatch (http://www.alaskadispatch.com)

Noma > Stata retirees angered, confused by health insurance changes

Laurel Andrews m 
February 28,2014

Since the implementation of a new state health insurance plan on Jan. 1, Alaska has been 
battling with a retirees’ group over changes in the new plan. Retired Public Employees of 
Alaska argues that the new plan, with details cloaked in confusing language, is reducing 
benefits, while the state contends that the changes don’t reduce benefits and the old plan 
was in dire need of updating.

The plan hadn’t been revised since 2003 and was "woefully in need of an update,” said 
Department of Administration Deputy Commissioner Mike Barnhill. For the first time in 
more than a decade, a new draft document h was written up and presented to public 
employees.

The new plan has been called confusing by plan members who struggle to understand the 
changes. In the month of January, 50,000 phone calls were made to Aetna, Moda Health, 
and the Division of Retirement and Benefits call center combined, Barnhill said.

The state was hoping for more clarity, not less, Barnhill said. The state wrote in an FAQ 
for retirees that the 2003 plan “has been criticized for its lack of precision and clarity on a 
variety of issues. Many of the changes are intended to address this... The Division will 
explore ways to provide explanatory documents that are more readable.”

On Wednesday, following requests by RPEA, the state extended its comment period until 
April 30, two months after the comment period was to close originally.

The state is seif-insured but contracts with a third-party to process its claims. Every five 
years, the state of Alaska opens that contract up, switching over the years between 
various third-party vendors. In January, it switched to Aetna.

Around 84,000 members -  roughly 68,000 of whom are retirees and their dependents -  
are covered under state insurance, with 30,000 claims processed every week, Barnhill 
said.

The switch to Aetna has been marred by transitional issues that will be smoothed out in 
months to come, leading to the delay and re-sendina of identification cards m and issues 
surrounding prescriptions. But those issues will be sorted out in time, RPEA president Jay 
Dunlay said. “It’s the meat of the changes that the retirees are really concerned” about, he 
said.

http://www.alaskadispatch.com /print/article/20140228/state-retirees-angei,ed-conftised-healt... 3/1/2014
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RPEA hired consultant Freida Miller, who compared the old plan and new draft documents 
(«]. RPEA president Jay Dulany said that the union walked away with the perception of 
“significant reductions to (its) benefits coverage.”

Most contentious are changes to the dental plan, which had not been administered by a 
third-party administrator before. The plan puts some caps on dental cleanings and 
determines both in- and out-of-network dentists. Folks who have in-network dentists ~ 
roughly 60 percent -  likely received reduced bills, Barnhill said. Those with out-of- 

network dentists probably did see increased costs, Barnhill said.

Dental plans are fully funded by retirees, unlike medical plans, which are funded by the 
state. Barnhill said that the changes are intended to save the retirees money. Caps on 
dental cleanings were due to roughly 250 retirees who were getting between five and nine 
dental cleanings a year without examples of medical necessity, which hiked costs for the 
rest of members.

In its FAQ, the state writes that most of the changes in the new document were wording 
changes intended to eliminate ambiguity. Basic coverage, including deductible costs, 
pharmacy co-pay and medical coverages, haven’t changed, the state said.

“There wasn't any intention to be any reduction in benefits,” Barnhill said.

Retirees also worry about the new appeals process, which has been streamlined from four 
levels of appeal to three. The Division of Retirement and Benefits is no longer a party to 
appeals, and retirees wonder why. Barnhill said the new process will be more efficient and 
involves an independent medical review organization that will be an impartial party to 
appeal.

Dulany said he believes that the state is trying to decrease costs. The state is struggling 
with questions of unfunded liability of $12 billion in in its state retirement system, roughly 
$3.8 billion of which is health care costs.

“It certainly makes sense to try to reduce costs, but it doesn’t make sense to do it on the 
backs of the retirees,” Dulany said.

He added that the union will “try to enlist the entire retiree population” to put pressure on 
politicians to address the health insurance issue hand-in-hand with the unfunded liability 
issue.

Besides that, “the only other avenue that we have would be a legal (case)” Dulany said. 
That something they want to avoid, as “nobody wins” in that situation -  even if they 
win, attorneys’ fees are taken out of the retirement fund. Still, it’s not unprecedented for 
RPEA to pursue legal action. “We've done it in the past and we're not afraid to do it,” 
Dulany said.

Meanwhile, the state is “trying as best we can to be responsive,” Barnhill said.
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Once again with the change of insurance provider from Health Smart to Etna the Department of Administration is allowing 
Etna to interpret the benefits. The State has contracted with Etna to administer the insurance benefits it is the State's job 
to interpret what the benefits are.

For the past 4  (possible 5) years my wife has been using a  compounded prescription that was prescribed by a health care 
provider. These specific compounded prescription was provided because of the side effects of over the counter 
medicines. Today w e were told by North Pole Prescription Laboratory (an approved pharmacy under both Blue Cross and 
Health Smart), that the prescription benefit a s administered by Etna would no longer cover these prescriptions. When I 
called the Etna health line they confirmed that these prescriptions were not covered. I w as told that the only recourse was 
to file an appeal, a  phone call is not sufficient, they would have to send me an appeals form in the mail. It seem s that 
Etna does not have toe ability to do conference calls with toe Department of Administration so  nothing can be resolved on 
the phone. So  1 called the Dept of Administration Division of retirement and benefits. Roman Castro advised me that toe 
problem was caused by toe way Etna is interpreting the benefits and that I w as not the only one having a problem with the 
interpretation Etna is using. Mr. Castro said that they had been instructed to tell people that had complaints to either 
email or write to Emil Mackey. That is what I am doing. Since for the past four years these prescription have been 
covered by our Health Insurance Prescription Policy; has the State reduced the insurance benefits provided to Tier 
1 retirees receive or is Etna now controlling what benefits Tier 1 retirees can have?

The way I understand it is that toe State of Alaska has contracted with Etna to administer the insurance benefits for toe 
retired employees. Etna is paid to administer not interpret It should not be Etna's job to determine what benefits the 
members g e t  Etna's job is to administer the payment of the benefits toe State of Alaska has determined to be in 
affect There has already been one attempt to change toe benefits by the State and the Court has ruled that they could 
not make the change. In this ca se  it appears that Etna has made the change either with or without the Department of 
Administration's approval. In either ca se  toe benefits that I have been receiving a s a retired Tier 1 member have been 
reduced. This problem needs to be addressed and resolved quickly.

Paul G. Harris 
R giH D jS@ flSlD .6t 
P.O. Box 55915 
North Pole AK 99705
907 488-1792 
907 322-8836
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Insurance nightmare
Terry Bradner Fairbanks | Posted: Wednesday, March 5,201412:13 am
To the editor: I wonder how many state employee retirees have had as many problems as my 
family has in dealing with AETNA since their Jan. 1 takeover of the state’s medical and dental 
insurance plan from AlaskaCare.
It has been a nightmare. Apparently their policy is to deny most payments and pressure caregivers, 
pharmacies and policy-holders to deal with those non-payments. Every doctor, pharmacist, 
caregiver and fellow retiree I’ve talked to has had trouble dealing with AETNA, so I believe the 
problem is pretty widespread.
In our particular case, my wife has had ongoing medical programs for more than a year and made 
incredible progress. Suddenly, after the first ofthe year when AETNA took over, we were told 
that all payments for medicine and treatments will be denied because of non-approval by the FDA. 
This is not true and has been documented. It’s the reason AlaskaCare covered it last year.
The state even acknowledged in its newsletter that there is a major problem with AETNA. They 
are asking for member input online at doa.drb.alaskacare.retiree.plan@alaska.gov or by calling I- 
800-821-2251.
1 urge all state retirees to make their complaints known now. The state is obligated to its retirees. 
Many, like my wife, worked for years for the state with assurances that they would be provided 
for in their retirement years, with dignity. So far, I’m not seeing that with AETNA.

httD://www.newsminer.com/oninion/letters to e d i tn r / in s u r a n c e - m a h tT n a r e /a r t i r . I f t  t / S / ? 0 1 4
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Barbara Bames

From;
Sant:
To:
S u b je c t

Mike Thurman <thurman@mosquitonet.com>
Sunday. February 23,20141131 AM 
Rep. Tammie Wilson
Draft AlaskaCare Retiree Benefit Plan Booklet - 3rd Try

Tammie, The first time I tried to sent this to you, it came back because of the attachment I need a kid setting 
by my shoulder when I try to do something different on g-mail. I hope this is right now. Pat Thurman.
I'm sending you a copy of the e-mail I sent to DOA regarding the Draft Retiree Benefit Plan Booklet. Mike is 
a journeyman carpenter and belonged to the Carpenter's Union for years. Now he belongs to both RPEA and 
NEA-Retired

There are some questions which only the Legislators can put pressure on DOA to provide the answers. When 
"Rep. Munoz requested the Department of Law do an itemized analysis to determine the legal protection 
preventing medical diminishment of existing benefits, RPEA was informed she was told, ""It was too 
complicated to deal with"". If it's to complicated for the State's lawyers how does the State expect the retiree's to 
be able to determine if they're medical needs are going to be covered.

RPEA hired Frieda Miller, a former Manager of Benefits and Credentialed Health Care Specialist at 
Retirement and Benefits to compare the 2003 plan and the current plan. She has completed her task and issued 
her findings, to RPEA.

If you haven't received a copy of let me know and I'll forward it to you. I've started reading it and the 
appearance that the State turned over decisions to Aetna, which shouldn't be theirs to make, has been very 
disconcerting.

Regarding AlaskaCare draft Retiree Benefit Plan Booklet 2013

I attempted to read the draft Benefit Plan to determine if we would be receiving the same level of care we’ve 
had in the past. It is difficult to read because the language is confusing govermentize and there are 
contradictory statements. I did try to compare them to our old plan in the areas which most concerned 
us. Since it isn’t laid out the same it made very difficult.

My husband,TRS Member, has Parkinson, a chronic condition. It appears that under Section 3.4.13 Cognitive 
Therapy, Physical Therapy, Occupational Therapy and Speech Therapy Rehabilitation Benefits his
physical therapy and speech therapy wouldn’t be cover. Parkinson, is a progressive disease and these therapies 
are a vital part of maintaining a his quality of life.

The comment period was very short on this plan. Please allow another 30 days for members to make 
comments.

t

mailto:thurman@mosquitonet.com


Patricia A. Thurman, TRS Member 

2874 Nelson Road 

North Pole, AK 99705

<thurman@mosa uitonet. com>
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W om en's Choice vs. A M anufacturer's Greed

Jennifer G oodaim
International Academ y o f Contftounding Pharmacists 
M issouri C itv , Texas

ABSTRACT
The U.S. Food and Drug Admin­
istration recently took action to 
"halt’' ire compounding of hor­
mone preparations that contain 
estrioi, an action requested In 
a citizen petition filed by Wyeth 
Pharmaceuticals if the Food and 
Drug Administration, with the 
support of Wyeth, is successful 
in, its efforts, woman throuy.-v.il 
the U.S. who rely on compound­
ed hormones containing estrioi 
will have to discontinue their 
prescribed treatment. The inter­
national Academy of Compound­
ing Pharmacists is engaged in 
ongoing outreach to ensure that 
members of Congress recognize 

• -th e—importance—of .protecting 
pharmacy compounding for the 
health and well-being of their 
constituents. Significant progress 
has been made with the recent 
intrudiiehuii &- r co iyrssaio .as- 
resolution in support of estrioi.
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Estriol—one of three estrogens produced by the female human 
body— ha* been prescrilied by healthcare providers and compound- 
ed by pharmacists for decades. Its use is accepted by all SO state 
boards o f pharmacy, the United States Pharmacopeia) Convention, 
Inc. (USP), and the Pharmacy Compounding Accreditation Board 
{[’O '*  i . i s  estimated that as many as 80%, if not more, of ail 
compounded hormone prepara­
tions contain esrriol.

In January 2008, the U.S. Food 
and Drug Administration (FDA) 
announced that it would “hah" the 
coin{K)undiag oflionnones that 
contain estriol. 'ITtis announcement 
was made in the form o f a press 
conference and a series of warning 
letters sent from the FDA to seven 
compounding pharmacies.The 
enforcement actions against estriol 
were requested in a citizen petition 
filed in 2005 by Wyeth Pharma­
ceuticals .Tir.her of marofa.Ttred 
hormone products.

If the FDA’s action is allowed ro stand, it v .or’d force hun ttad ' 
o f thousands of women o«7 of medications that their healthcare 
providers liave prescribed for them—and for no scientific or mcdi- 
cal reason. In its press conference announcing this action, the FDA 
admitted chat its actions were not prompted by any adverse event or 
health issue associated with estriol, nor was die agency even aware 
o f any such events or issues.

While estriol is not a component o f an FDA-approved drug, it 
shares many c f die characf eristics o f an approved drug, as folio* s:
* It has a long-standing USP monograph
* It has been used successfully and without problems for decades
* Its compounding is allowed by every state board of pharmacy
* It is approved and widely available in European and other coun­

tries
* It is a component o f a drug now undergoing Phase IE/11) clinical

trials
Congress has recognized that compounded medications may 

contain active ingredients with a USP monograph, even if they 
are not components of an FDA-approved drug. In addition, state 
I m tards o f pharmacy, USP standards, and guidelines for compound­
ing accreditation through the PCAB all permit the use of estnol.

'ITtere does not appear to be a precedent for removing from 
the market a drug ingredient that has a USP monograph absent 
specific adverse events and health concerns. As such, the FDA’s ac­
tion appears to  be directly related to  Wyeth's petition to eliminate 
competition for its products.

Wyeth Double Speak on Estriol

Gettnon h i fo.* tuttW  feasedWyt th  drug

WYETH PHARMACEUTICALS' INVOLVEMENT
Citizen Petition Against Compounded Hormones 

V -1 a  o u t io le  in this issue. On October6,
2*itH. Viyii . ‘i .d ,i M aea  petition with the I'f'A  requestingaction* 
that would severely restrict the availability of ctMn|*ounded hormone 
drugs, which are prescribed by licensed medical practitioners and 
prepared by pharmacists to  meet patients’ individual neetls.

In its citizen petition, Wyeth stated that hormone drugs com­
pounded with die human estrogen esirio? “pose a serious threat 
to public health" and asked die FDA to take enforcement action 
against such preparations. According to the news website Phar- 
malot.com, however, “At the sarr.e time the petition was filed, Wy­
eth was selling Cvclo-Menurette, a menopausal drug, in four Euro­

pean countries (Estonia, Germany, 
Latvia, and Poland) that contained, 
yes, estriol.” In fact, Wyeth called 
titis produc t “the ideal therapy to ' 
enter into the years of change.” 

T he I’D. v received a near- 
record 70,000 public comments in 
response to the petition, almost all 
from women and prescribers who 
wanted to preserve patients’ access 
to compounded hormone thera- 
pies. Ignoring those comments, the 
FDA annun iced in January 2008 
that it vt ill restrict coro'Humded 
h o m in es o mtainingthj. ore Ley 
form o' vst.rogcn.This i> some­

thing Wyeth and its sunv-2.ices asked for in the petition. Up.fortu­
nately, the FDA’s policy Iturts women ant! helps \ \  yeth.

Groups and Experts Weighing in Against 
C o rn po:j n d e ti H o r ro o n e s 
Lack o f  Transparency on Their Pan

Wyeth has funded a number of supposedly independent health 
organizations, many of which have publicly supported the com­
pany's campaign to  restrict women’s access to  alternatives to its 
hormone products. Soon after Wyeth filed its citizen petition with 
the FDA, several organizations that purport to  be independent filed 
public comments in support of Wyeth. In fact, though, each of these 
organizations has financial aud other tics to Wyeth. Nearly all of 
the tew comments filed in support of Wyeth's petition were from 
organizations with significant financial ties to Wyeth. Unfortu­
nately, these organizations consistent!) fail to «iisclose their fir metal 
ties to the drug maker when voicing their support- lund out more at 
www.compoundmgfacts.org.

Why is Wyeth Concerned about Alternatives?
T he National Institutes of Health Women’s Health Initiative 

(W HI) was cut short in 2002 after the results showed that Wyeth’s 
synthetic hormone products increased the risk o f strokes, breast 
cancer, heart attacks, and blood clots. According to  Wyeth’s annual 
reports, sales of Prem arm-related products fell significantty, dow n 
almost 50% in 2007 from their peak in 2001. Restricting comjteti- 
tioti could help Wyeth bring its sales bact to pre-YVHi levels.

W y e th 's  C a m p a ig n  to  P ro te c t  M a rk e t S h a r e  
S V.Tom > Health is Paying i he Price 

Wyeth Pharmaceuticals iias a long bistort o f campaigning 
before the FDA, as well as among media and policymakers, to 
restrict competition to its patented hormone products—Premarin

uwiv IJPCcoin Jntemariosu) Journal o f Pharmaceutical Compounding
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and Preinpro—in order to protect its market share. Unfortunately, 
a in y « «  w.rsc-' i* need of horm one treatment* to alleviate the

ii.tctaitfm'tiiviv ssr.o tiisrrcssiog symptoms of menopause.

j  Generic Hormones 
According -o a 1907 report from Citizens Against Ctovcmrwic 

V.'astc (CAGVV), a Washington, DC-based think tank, Wyeth 
waged a political campaign to  influence the FDAk decision to keep 
a generic version of Premarin o ff the market. In this campaign, 
Wyeth asserted that its products could not be copied by generic 
Lviarntfoctureis. Wyeth claimed tha t the active ingredients in the 
conjugated estrogen products couid not be identiricd adequately 
and, therefore, that there can he no generic copy of Premarin 
because die precise characteristics o f  die drug cannot be character­
ized. W rote CAGW:

Although the FDA and Premarin’s manufacturer, Wyerh- 
Avcrst, would like the American public to believe that dais 
decision was in their liest interests, the reality is that it was 
driven by hoards of lobbyists, fraught with conflicts of in­
terest. and characterized by questionable V-’iind-rhe-scenes 
political nu :ti averingA

INTERNATIONAL ACADEMY OF' 
COM POUNDING PHARM ACISTS TAKING 
ACTION

Understanding the high stakes and far-reaching implications 
■■f the F IW  nsosisagain*', v • ••••'. the hucrn 'ri't.-i’ A caierr <f 
Compounding Pharmacists (LvCP) lias coinmicted to the fight to 
preserve access to  this therapy. Upon the FDA’s January 2008 an­
nouncement o f actions against estriol, IACP immediately sprang 
into acrion, performing a detailed legal analysis o f the FDAs policy, 
exposing Wyeth’s role in influencing the FDAh change in policy to 
. a  i ' . i i v : .  , t '  a massive grassroots letter-writing cam­

paign iu  petition Congress and die FDA to alter this policy.
As a first step, IACP developed detailed legal arguments for why 

estriol is a permissible component of compounded medicines and 
why the FDA cannot prohibit the use of the term “bioidentical,” 
another attack by the FDA in estriol warning letters. On Fehruary 
5,2008, IACP sent a detailed letter to FDA Commissioner Andrew 
C. von Eschenlach outlining these arguments and requesting a 
meeting to discuss the agency Is new policy. IACP also provided die 
legal arguments as a resource to  all lACP-member pharmacies that 
received warning letters from the FDA.

IACP worked with the American Pharmacists Association, die 
National Community Pharmacists Association, the National Alli­

ance of State Pharmacy Associations, ami the American College of 
Apothecaries to  generate a joint letter to :he FD and Congress ex­
pressing the p.iarmtcy profession’s strong concerns over die FDA's 
decision and emphasizing the harm that this new policy would do 
to patients, forcing women who rely on compounded hormones to 
discontinue their prescribed treatments. The letter, signed by the 
five pharmacy’ organizations, was sent on February 1,2008, to the 
FDA and Congress.

In mid-March, tie  FDA sent a notice to  pharmaceutical sup­
pliers informing tbcin diat the FDA will no longer allow diem to 
distribute estriol to pharmacies or practitioners without an Investi­
gational New Drug (INI)) application. In response to  this develop­
ment, IACP organized a joint letter from die affected suppliers to 
the FDA registenng their strong support for comiwunding and 
opposition to the agency^ new restriction on estriol.

IACP also conducted meetings with staffers from key con­
gressional offices, working with diem to tlcvclop a congressional 
response to the FDAS actions. LVCP members, constituents, and 
supportive members of the medical community’ have all met with 
congressional representatives to communicate the compounding 
com m unin’s jmsirton on the estriol issue.

IACP limber organized a idicr-writirg campaign through the 
patient a :b  r : escriber advocacy organization for compounding, 
Padents and Professionals for Customized Carc (P2C2). More than 
10,000 patients, prescribers, and pharmacists have written letters 
to Congress and the FDA urging diem to allow continued access 
to prescribed hormone treatments. For a comprehensive listing on 
everything that IACP is currently doing to help patients, providers, 
and pharmacists preserve access to estriol, visit mvw.iacprx.orff/ 
BI-IRrttcsourtcs.

RECENT DEVELOPMENTS: IND APPLICATION 
FOR PRESCRIBING

N ot long ago, the FDA adjusted its approach on estriol, clearly 
feeling die pressure from Congress, patients, pr. *,-' >ers, uml the 
pharmacy profession. The FDA now asserts diat practitioners can 
prescribe compounded estriol but only if diey file an IND applica­
tion. However, IACP has a number of serious concerns with this 
proposal and does not consider IND filings to be a workable solu­
tion for the following reasons:

* T he IND process was designed for manufactured drugs and is 
incompatible with compounded medication*-. It is impossible for 
prescrificrs to  meet the voluminous data requirements for IN I) 
submissions. Initial applications must contain, for example, a 
detailed investigational plan; comprehensive clinical protocols; 
data on drug composition, manufacturing, and controls, toxicol-
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“f ' - . n  O u c r t 'H o n s  a n d  A n g e r s  <»n F s t r l o !
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Is  t h e  U .S .
F o o d  a n d  D ru g  
A d m in is t r a t io n  
(FDA) te l l in g  
o n ly  s e v e n  
p h a r m a c ie s  
t o  s to p  
c o m p o u n d in g  
w i th  e s t r io l?

It is important to realize that the 
FDA's new policy against estriol 
cues not off sc. 0:1 / pharmacies 

/  that received warning letters.
4 ?  Steven Silverman, assistant

director with the FDA's Office of 
Compliance, stated; "We expect.-.pharmacies 
(receiving warning letters) and other compounding 
pharmacies, unless they have an investigational 
new drug application, to stop compounding 
[preparations) including estriol." The International 
Academy of Compounding (IACP) strongly 
disagrees that pharmacies should have to 
discontinue compounding using estriol.

In IACP s u p p o r t i n g  ’’ s d  rh a r m a c ie s ?

W a s n 't  t h e r e  a n  F D A -a p p ro v e d  p r o d u c t  a v a ila b le  
in  t h e  l a t e  1 9 7 0 s  t h a t  c o n ta i n e d  e s t r io l?

IACP consistently advises its 
members to avoid making claims 
on websites and in marketing 
m aterial. IACP has marketing 
guidelines available to assist to 
this end. IACP does not support 
inappropriate claims; however, the 
FDA's warning letters go  far beyond 
simply warning pharmacies for 
making inappropriate claims. The 
FDA states that the use of estriol 
in compounded medications is 
illegal and that the use of the term 
"bioidentical" is inappropriate. 
These actions affect all com­
pounding pharmacies and must be 
vigorously fought.

There Is a tvsconception that estrlo- was a component of a former FDA-approved drug 
product, Hormonin. While Hormonin w as commercially available for a period of time and 

@ did contain estriol, the product never underwent the FDA approval process and provides no 
safe harbor. Another product that has been brought to our attention is Organon's Ovestin;

^  however, this product does not appear to have approval in the U.S.

•vrtik International journal of Phnnniccviir-.t! ('omtKHindiiis
coin
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Contact as to f in d  out more, 
'800.331.2438
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f j  workflowsen.4ces@ pccarx.com  

;>rei wmv,pccarx.com

m y M a trix x  selected  P C Q j ^ j ^ l  
p  in n e r  in  bw ldm g-a .,sp ecia lty  
com p oun din g  cen te r.* '

-  P h il W alls, R P h  
myMdtrixx
Tampa. Fla.

PCCA Cleanroom Design 
a n d  Workflow Services

A t t e n t f o n - t o - D e t a i l  S e r v i c e  a n d  

E x p e r i e n c e  Y o u  C a n  C o u n t  O n

■ Compounding Lab and 
Cleanroom Design

■ Workflow Consultation 

m USP <795> and <797> 
Compliance Analysis

w v  rot!■ ihwijaicoh gy data :: nd review4 of published scientific 
iHeraiure on the si tidy drug. This information must he updated 
through infiinnaiion amendments, safety reports. and annual re- 
pons- Prescriliers do nor have the time or resources to undertake 
Mi. h a submission. Similarly, ii would not he feasible for pie* 
MirisK-rs to undertake this for every compounded drug prescribed 
for every patient.These are appropriate tests for manufacturers 
to undertake in the process of bringing a new producr to market, 
not for a practitioner prescribing an individualized, comjtouoded 
medication for a particular patient.

’ T here are ivi streamlined IN I) procedures that would allow 
prest rilicrs to submit an IN I) application for a ciunpo imlcd 
niedicatioo. Any such modifications to 1X1) procedures would 
tie subject to  notice-and-comment rulemaking, and thus could 
not lie immediately executed. As a result, prescriliers cannot now 
use die IN D  process. It could lie months or years hefore the 
FDA has the right procedure in place. In rise meantime, women 
tvhoarc firing prescribed hormones svit’s estriol today would in- 
forced ro discontinue their treatment.

® Even if rise EDA created a new IN D  procedure for compounded 
drags containing estriol, this would not guarantee that women 
would continue to havt access to these prescribed drugs. In fact,

the FDA often refines tnetvn consi t>s: ‘d..co.u-e:s’ JM ) 
applicatim s.

• A new IN D  procedure for compounded drugs containing estriol 
would only serve to farther overwhelm the FDA’s system. If 
thousands of rrescrihers file applications and request assistance 
with the new process. the FDA would be prevented from deal­
ing with other INDs. Ami, if approval for IND applications liir 
estriol is automatic, as the FDA has previously indicated, what 
is the rationale behind creating a substantial and unnecessary 
administrative burden for l.oih prescriliers ami FDA staff?

• T he  purpose of an IND is t< demonstrate the safety and ef­
fectiveness ol a specific dose and particular dosage form ol a 
drug that will lie marketed in that same dose and form. Under 
an IN I), a practitioner cannot prescrilie a strength different than 
that authorized by the IN I) or adjust the dusing over time to fit 
a patient’s needs. 'Ilus is entirely inconsistent with the |wrpose 
o f  compounding, which is to provide individual patienis with a 
customized dust am! dosage form tailored in meet their personal 
needs.

• IN D s require\\cll-c<>mriilletl, randomized clinical studies in­
cluding a placebo or control ami. T his means that so no enrolled 
patients do nut receive the desired drug. Some ofthe patients

wwtt.IJPC.wira Iiucm.iUnn&l Journal of Phsirmaccutkttl (Compounding .
Vol 12 NJm.4 | Jiily/AugUM 2iH)8
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reeking access to  estriol-containmg ther- 
vy. a ., IN D  v r  i ! r.veite the

■ o y  f / e . ? ;vk. Woise. ! v t .«  stud­
ies are usually blinded to eliminate bias, 
neither the patients m»r their providers 
will know if they are receiving estriol. 
Women who are presented hormones 
with estriol expect to receive the drag 
that was pres.*-ibftl for them. Indeed, 
it* trea, the debilitating symptoms o f 
menopause, rjtev need those drugs. 
S fbier.t wiv, receive an IS O  drug 
typically are monitored very closely 
(e.g., multiple clinic visits, blood draws). 
While this process protects patients 
taking manufactured products that arc 
being tested for safety and efficacy, 
these re tire m e n ts  will piakc [Mnicijw- 
non inconvenient and unpleasant tor 
patients taking compounded medications 
and would ciuse prescribers to incut 
huge costs. Again, these requirements 
ate a ii.j'oy ra 'o  for new/i* tvs’ t vndonal 
pn siuc.s <• I' vi to market but f.<i for 
compounded medications.

- The F0A  l icks rhe authority to enforce 
this pol: tv T h j  .*.3e:iey claims to derive 
its auiten'.ty over compounded medica­
tions from the Federal Food, Drug and 
Cosmetic Act (FDCA). I t is this author­
ity that it needs to require practitioners 
to submit IN D  applications in order 
to  pivscrite compounded hormones 
containing estriol. A federal court ruled, 
however, that th e  FDCA does not sub­
ject compounded medications to FDA 
authority and that it is not in “die best 
interest o f  the public health” to do so.

Clearly, the IN I)  procedure does not 
provide a viable means by which women 
can receive the estriol that their providers 
at e currently prescribing for them.

INTO THE FUTURE: LEGAL 
ALTERNATIVES AND  
CAPITOL HILL .

IACP continues to explore legal and leg­
islative options ro.atldress dvr FDA’s pelict-._ 
•• • ' ’ '  u - f . ' . - v ' . o . ..... :
w.t ... . .iUgoi'ig *ttig:ii.u*n itt 111v

Alitl land case (M edical Center Pharmaiy, 
et al. I*. Gonzalez). At the heart o f this case, 
which began in 2004 when ten pharmacies 
filed suit against the FDA (hr improperly 
criminalizing pharmacy compounding and 
;.fs-v cntmtr acce.-s v > vital, legal hulk drug

ingredients, lays the rore issue of whether 
site FDA has authority tu ret“ i!: ' r n 
(rounding pharmacy. In JUIVi, th*. o- . 
niled dial coni|vo inteil drugs for humans 
are not new, unapproved drugs and arc not 
subject to FDA approval, and dint pharma­
cies are exempt from FDA enforcement 
action. Regrettably, this decision has not 
brought much change in FDA’s demeanor 
toward compounding pharmacies, as dem­
onstrated by rereni actions against estriol 
T he FDA ctmtimics to disregard rulings 
that are unfavorable to its positions againsi 
compounding. This case is currently under 
appeal and a decision may be issued as early 
as diis summer. T he ruling from this case 
will have a direct impart on the legal status 
of the FDA’s now policy on esiri il. and we 
are taking this into account as v e  assess our 
legal recourses.

On the leg’slarive front, significant 
progress has been made in our umjiaign 
against the FDAs new policy to ‘‘hail*’ the 
compounding of compounded hormones 
containing estriol. In early May 2008, 
Representatives Mike Ross (D-Ark.) and 
Jo Ann Emerson (R-.Mo.) introduced a 
Sense of the Congress resolution that raises 
direct concerns widi the I ' M  policy on 
estriol. The resolution, which includes 
original co-sponsors Tammy Baldwin 
(D*Wis.), Michael Burgess (R-'lcxas),Jnhp 
C aner (R-Texas), Sam Farr (D-Calif.), and 
Gabrielle Giffords (D-Ariz.), deems the 
FDA’s policy “improper” and urges its re­
versal. The resolution also affirms th.it 
presenters are in die test position to 
determine which medications are most 
appropriate for their patients and that 
the FDA should respect this important 
prescriter-patient relationship. Sena­
tor John Comyn (R-'Iexas) and origi­
nal co-sponsor Jim Bunning (R Ky) 
introduced a counterpart resolution 
in the Senate in early June.

'I h is group of legislators has 
consistently demonstrated their sup­
port o f pharmacy compounding, and 
this action is just the latest in a series of 

- th e ir  efions t.' p r -w  t pattern se e m  so

SO  YOUR PART!
IACP applauds diose pharmacists 

who have already written letters to their 
members of Congress on this issue, but we 
Ci.itinuc to need y«ir help. Please contnu

vour Senators at*. I I'.y s'-entrtive and urge 
t‘v;nl T<! support i'C .\  . '«1 S. ( V- R«*.
is ■ ':.>.J.:: ..Tpo trw v t i i e w a  '
our message becomes. We need to preserve 
iKitieiitk access to estriol anti options in 
womens* health. Take action today at www. 
Save.VlvBHRV.org
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N a t u r a l  E s t r o g e n s :

A  R E V I E W  o f  th e  P R I M A R Y  L I T E R A T U R E

Andrew Glasnapp, RPh, HACP, PharmD
Professional Compounding Centers of America, Inc. 

9901 S. micrcst, Houston, IX  77099

Published data support the 
potential b enefits of estradiol and estrini.

T h e  average age o f women a t menopause has remained approx­
imately $0.4 years for centuries.1 T hus, women today may spend 
30% o f  their lives with reduced ovarian hormonal concentrations. 
It is estimated tha t 75 %  to  85% may develop symptoms secondary 
to this horm onal decline tha t may require some form of horm on­
al replacem ent.’ F or years this has been accomplished by supple­
m entation with synthetic estrogens. Synthetic estrogens, by defi­
n ition , are n o t d ie  same biological chemicals that exist in  our 
bodies from b irth  bu t are only imitations that have similar char­
acteristics. U nfortunately, synthetic estrogens also cause many 
unwanted side effects. Rccendy natural estrogens have been the topic 
o f  m uch discussion among health professionals. T he  natural es­
trogens, which include estrone, estradiol and estrioi, are made up 
Of d ie exact biological chemical composition that has been part o f 
the make-up o f  mankind for millennia. In theory, treating hormonal 
deficiencies with natural estrogens should have many benefits over 
synthetic estrogens. In  fact, coundess books have been w ritten on 
the subject and currcndy many patients do take natural estrogens 
for horm onal supplementation.

M any health professionals realize that natural-estrogen sup­
plem entation could have advantages over synthetic-estrogen ther­
apies bu t the apparent lack o f literature on the subject, combined 
with the busy schedule of a typical health professional and die ques­
tions surrounding natural estrogens, limits their use. T he purpose 
o f  this review is to  provide answers to many common questions 
about natural-estrogen supplem entation based on information 
found in the curren t prim ary literature, l o  accomplish this, a lit­
erature search was conducted from 1966 through 1999 using the 
National Library of Medicine database, Medline. T he most recently 
published studies were chosen for this review based on rheir abil­
ity to answer one o f  many common questions about natural estrogen 
replacement. Com m on inquiries include questions about cardio- 
vascuIaFeflect?, iipid ’mtfaBolIim, b lood-dotting  eHectsTBone 
resorption, urinary tract infections and skin aging. O ther common 
questions address concurrent disease states such as hypertension 
and diabetes o r routes o f  administration and dosage schedules. A 
brief synopsis discussing these issues forms the body o f this review. 
Hopefully, this inform ation will help physicians and pharmacists 
make die best professional choices for their patients concerning 
estrogen replacement therapy.

C ard iovascu lar E ffe c ts
Estradiol has a positive cardiovascular effect on  postmenopausal 

women. T h e  positive effects can be reached by using 2 mg/day o f 
estradiol orally, 1 mg/day of estradiol sublingually o r SO pg/day trans- 
dermally. Patients wilt benefit even if they already have cardiovascular 
disease o r  have had a hysterectomy.1-6

Snabcs and colleagues conducted a randomized, double-blind, 
placcbo-controlled. crossover study o f  31 healthy postmenopausal 
women volunteers to  examine the effects o f  estradiol replacement 
therapy on  cardiac structure and function. Subjects were given 2 
mg of tnicronized estradiol or a placebo orally for 12 weeks, at which 
time echocardiography and Doppler techniques were used to as­
sess the cardiac effects. Snabcs and colleagues found that, while estra­
diol serum concentrations rose fifteenfold to  37.6 pmol/L, the 
treatm ent did not affect measurements of systolic function, dias­
tolic function, left ventricular mass o r pulmonary artery pressure 
at rest o r during physical exertion (p<0.01). T hey  concluded that 
estradiol replacement therapy, which rcsulrs in  physiologic serum 
concentrations, does not affect cardiac structure o r  function in nor­
mal postmenopausal women after 12 weeks o f  treatm ent.2

Rosano and colleagues conducted a randomized, double-blind 
study to  examine the effect o f estradiol on excrdse-induccd my­
ocardial ischemia in women with coronary artery disease. Eleven 
women with confirmed coronary artery disease were given 1 mg 
o f sublingual estradiol o r a placebo 40 minutes prior to a treadmill 
exercise test. T he  time to 1 mm ST  segment depression (p<0.004) 
and total exercise time (p<0.01) was increased by estradiol. Rosano 
and colleagues hypothesized that estradiol could lessen myocardial 
ischemia by reducing myocardial oxygen consumption through a 
decrease in  the peripheral vascular resistance o r by lowering 
preload. A possible alternative mechanism is a direct vasodilator 
effect on the coronaty arteries. T he authors concluded that this ther­
apy could be a useful new treatm ent o r an adjunct to existing ther­
apy for stable angina in women. They also felt that this study may 
help explain some o f  che protection against coronary artery disease 
apparent in women before menopause and the protective effects of 
estradiol replacement therapy in  postmenopausal women.’

T h ree  o ther studies confirm  the conclusions o f  Snabes and
Rosano. 1 he  first, conducted by Volterrani and aStleagues; atsbused' ~
1 mg o f sublingual estradiol and achieved similar results (jxO.OSj.
Interestingly, six o f the 11 patients in this study had undergone a
hysterectomy.4 The second, conducted by Riedel and colleagues,
used blood-flow rates o f the left common femoral artery in 23 
postmenopausal women as an outcome measure o f  vascular re­
sponse to  I mg of sublingual estradiol. Estradiol induced a va­
sodilation o f  the femoral arteries compared to basal and placebo
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measures (p<0.001).5 T he  third, conducted by Cacciatore and col­
leagues, studied the long-term  effects o f  oral and transdermal hor­
m one replacement therapy (H R T) on carotid and uterine vascu­
lar im pedance. T h is  tria l, w hich was conducted for one year, 
followed an open, tandoraized, controlled design and involved 63 
postmenopausal patients who were assigned to  use either estradi­
ol 2 m g/day orally o r  transdermal estradiol $0 pg/day. Cacciatore 
and colleagues showed chat both oral and transdermal estradiol are 
virtually identical in their ability to  reduce carotid and uterine 
artery resistance to  blood flow (p<0.001). T hey  concluded that this 
long-term  vascular effect may explain how estradiol protects women 
from  cardiovascular disease.6

Lip id  M e ta b o lis m
Estradiol has many positive effects on  lipid metabolism. Estra­

diol, given orally or transdermally, reduces low-density lipoprotein 
(I.D L) and very-low-density lipoprotein (VLDL) cholesterol lev­
els. In  postmenopausal women, and even women who have had a 
hysterectomy, estradiol has been shown to reduce lipoprotein (a) 
(Lp(A)) levels, which are associated with an increased risk o f coro­
nary artery  disease and cerebrovascular accidents. Doses o f trans­
derm al estradiol are critical to  produce these positive effects and 
need to be a t least 1 mg/day or higher to  demonstrate this biological 
activity.

K arjalainen and colleagues investigated changes in plasma lipid 
m d lipoprotein levels induced by oral estradiol valerate and trans­
derm al estradiol gel in  a controlled, double-blind, double-dummy 
study. T h e  patients were 79 hysterectomized postmenopausal Cau­
casian women who were seeking horm one substitution therapy 
for climacteric symptoms. Patients received 2 mg/day of oral estra­
diol valerate o r applied 1 rag o f  topical estradiol gel daily at bed­
time. In  the estradiol valerate group, total and L D L  cholesterol were 
decreased and high-density lipoprotein (H D L) cholesterol and 
triglycerides w ere increased (p<0.001). In  the estradiol gel group, 
plasm a to ta l,  L D L  and V L D L  ch o les te ro l and the ra tio  o f  
L D L /H D I, cholesterol were significantly decreased (p<0.001), 
but n o  change in  11DL cholesterol and triglycerides was observed.7 
N o  serious adverse events related to  the study treatments were no­
ticed. M ild skin irritation was reported by three women in the oral 
placebo group and two in the estradiol gel group. Breasc tender­
ness was reported by 14 women in the oral estradiol treatment group 
and eight women in the transdermal estradiol treatm ent group.

H aines and colleagues studied oral estradiol treatm ent to see if 
it was effective in lowering concentrations o f  Lp(A). The l,p{A) level 
Is ah independent risIcTactof for prem ature coronary artery disease* 
and cerebrovascular accidents. C oncentrations o f this lipoprotein 
tend to  increase after menopause. A double-blind, placebo-con­
trolled, crossover study was conducted during a 12-month period 
in  100 postmenopausal women who had undergone hysterectomy. 
T he  women were randomized in to  two groups: group one received 
oral estradiol, 2 mg/day, for the first six months and placebo for 
the second; and group two received these treatm ents in the reverse

order. Crossover analysts showed a 9.62% reduction in values of 
Lp(A) with estradiol treatment compared with a placebo during 12 
months o f  treatment (pcO.OOl).No major side effects were noted.8

Ellcik and colleagues studied the effects o f percutaneous estradiol 
and conjugated estrogens on the level o f plasma proteins and 
triglycerides in 18 postmenopausal women. Patients were ran­
domized to receive either conjugated estrogens orally, 1.2 5 mg/day, 
or transderm al estradiol ointment 3 mg each evening. Both treat­
ments were biologically effective and plasma triglycerides tended 
to  increase in  the conjugated estrogen group and to  decrease in the 
transderm al group, though not significantly. However, plasma 
renin substrate and antithrombin III increased significantly (p<0.0l) 
in the conjugated estrogen group. T h e  authors concluded that the 
lesser toxicity of transdermal estradiol could be partially explained 
by the route o f  administration, since transdcmially estradiol by­
passes the liver. N o major side effects were noted.9

Two o ther studies that were both  conducted by Walsh and 
colleagues seem to contradict the conclusions of Elkik and col­
leagues. Walsh and colleagues conducted two studies comparing 
ora! estrogens with transdermal estradiol in  a dose o f 0.1 mg ap­
plied twice weekly. These researchers concluded in each study that 
transdermal estradiol was ineffective in producing any positive ef­
fects on plasma lipoproteins. T he conclusions are very suspi­
cious and should not be taken seriously because the dose of trans­
derm al estradiol was subthecapeutic. T h is is further supported 
by the fact tha t Walsh and colleagues never checked for estradi­
ol blood levels in their studies; whereas Elkik and colleagues, 
H aines and colleagues and K arrjalainen and colleagues all 
conducted some form of double check to sec if the treatments 
were biologically effective.7' 11

BJoed-CJotting E ffects
Antithrombin III is the primary inhibitor of blood coagulation 

and its congenital deficiency is associated with severe and recur­
ren t venous thrombosis. The association o f  oral contraceptive 
drugs and thrombosis has been known for a long time. Estrogen 
therapy has been considered a risk factor for thromboembolic 
events, especially in women with other risk factors such as an­
tithrom bin III deficiency. T he key to preventing this adverse ef­
fect o f  estrogen therapy is to choose the correct route of adminis­
tration. Oral estrogen therapy, supplanted with natural or synthetic 
hormones, will cause negative changes in coagulation and fibrinolytic 
param eters.17' n  However, transdermal estrogen therapy does not 
modify these parameters and would be the preferred route of es­
trogen ad n nn iitm ioF lo f wdmerTirHilc for tfirbniSocmbblism.**

Bonduki and colleagues conducted a prospective, randomized study 
to evaluate antithronihin III levels in 19 postmenopausal women 
receiving hormonal replacement. T he  patients received cither 
continuous daily oral conjugated estrogen 0.62$ mg or estradiol 
transdermally $0 pg daily. The antirhromhin III levels in the con­
jugated estrogen group declined significantly (p<0,05), hut the 
transdermal estradiol group remained unchanged.'2 In a double­
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blind, randomized, prospective study, Conard and colleagues com­
pared a placebo and oral m icronized estradiol 2 mg/day during a 
six-month period. T hey found that, compared with a placebo, oral 
estradiol therapy resulted in a significant decrease in fibrinogen and 
a significant increase in plasm inogen.'1 These conclusions ore also 
supported by the work o f  Elkik and colleagues and their compar­
ison o f  oral and transderm al estrogen therapy.® Therefore, trans- 
derm al estradiol adm inistration may be more beneficial in u rm s 
o f  coagulation than oral conjugated estrogen therapy, especially 
in women with predisposing factors to  thrombosis.®’12

Bone R esorp tion
Estradiol lu s a positive effect on  the biochemical markers for bone 

resorption and on bone m ineral density in  oral and transdermal 
dosage forms.’4' 14 Estriol may also have a positive effect on bone 
mineral density. However, estriol may not be as effective in reducing 
to n e  resorption in women w ith a history o f  hysterectomy.1 1 “ N o 
ru .itu r what dosage form o f  estrogen is chosen to prevent bone loss, 
s; does seetti clear that adjunctive therapy with some form o f cal­
cium supplementation is vital.

Reginster and colleagues, in  a controlled, randomized group 
com parison, compared th e  effects o f  oral conjugated estrogen 
0.62$ tng/day and transderm al estradiol 50 pg/day on biochemi­
cal markers o f  bone resorption in 60 healthy menopausal women. 
In both groups they found that, after three months of therapy, hy- 
droxyproline/creatinine ratios were significantly (p<0.05) reduced 
Pyridinoline/creatinine ratios w ere also significantly (p<0.0!) re­
duced. T hey  concluded th a t bo th  therapies were equally effective 
in reducing postmenopausal bone resorption. Five patients w ith­
drew from this trial because o f  mastodynia and weight increase.'1

E ttinger and colleagues studied low-dose oral estradiol in a dou­
ble-blind, randomized, dose-ranging design. Over an 18-month pe­
riod they studied the protective effects o f  dosages o f 0.5 mg, 1 mg 
and 2 m g in 41 postmenopausal women. Each patient was also 
given 1500 mg o f calcium carbonate daily. Using bone-density 
measurements, they concluded tha t micronized estradiol, taken oral­
ly, has a continuous skeletal dosc-rcsponse effect in the range of
0.5 mg/day to  2.0 mg/day and tha t calcium intake positively m od­
ifies the skeletal response. N o  serious side effects were noted.15

Evans and colleagues studied low- and conventional-dose trans­
dermal estradiol in 169 postmenopausal women with bone-status 
problems Patients were given either 25 pg o r 50 pg of topical 
estradiol daily. Bone mineral density was the main outcome mca- 

— -sure; the-atithors concludedthafrtransdcrmal estradiol is-efteetive- 
in preventing spinal bone loss at all postmenopausal ages and is ca­
pable o f  doing this in tow dosages. Prevention of bone loss at the 
femoral neck is less certain and the average change in bone min­
eral density over three years was significantly lower (p<0.001) than 
in the lumbar spine. F.vans and colleagues also found that the use 
o f estradiol 50 pg/day is no t associated with a greater response tn 
bone mass. No significant side effects were noted.14

T he  effects o f estriol on bone resorption have also been studied. 
Minaguchi and colleagues, in a mulriccntcr, prospective, open 
trial, studied the effects o f oral estriol on bone mineral density and 
bone metabolism in postmenopausal women. They treated 75 
women for 50 weeks with 2 mg/day of estriol and 0.8 g/day o f cal­
cium lactate. They found that after >0 weeks the women’s bone min­
eral density had increased 1.79% (p<0.0l) compared to  pretreat- 
m ent levels.1* In contrast, Devogelaer and colleagues found that 
oral estriol in a dose of 2 mg/day did not maintain bone moss, where­
as 1.5 mg/day of estradiol did counteract bone loss. T his may seem 
controversial but Devogelaer and colleagues studied hysterec­
tomized women who did not receive any calcium supplementation 
during the rwo-ycar, double-blind study.18 These changes in base­
line calcium supplementation, combined with the different pa­
tient population, may explain the controversy.

U rinary Tract In fectio ns
An estimated 10% to 15% o f  women more than 60 years of age 

have frequent urinr r> tract infections. Hormonally induced changes 
in the vaginal flora associated with menopause are thought to play 
an im portant part in the pathogenesis of urinary tract infections 
in older women. Estriol has been shown to be very effective at re­
ducing chronic urinary tract infections and, when administered top­
ically, works faster than when taken orally.1®'20

Raz and Stamm studied 93 postmenopausal women with a his­
tory o f recurrent urinary tract infections in a randomized, double­
blind, placebo-controlled trial o f a topically applied intravaginal 
estriol cream. Patients received 0.5 mg o f estriol in a vagina) cream 
to be applied once each night for two weeks, followed by twice-week­
ly applications for eight months; the other group used a placebo 
cream in the same manner. T he  incidence o f urinary tract infec­
tions in the estriol group was significantly reduced (pcC.001), 
compared with that in the placebo group. Lactobacilli were absent 
in all vaginal cultures before treatm ent and reappeared after one 
month in 61% of the estriol-created women bur in none of the place­
bo recipients (p<0.001). W ith estriol the mean vaginal pi I de­
clined from 5.5 to 3.8 (p<0.001), whereas there was no  significant 
change with placebo. Ten women withdrew from this study because 
they experienced local side effects from the estriol treatm ent.1®

Kirkengcn and colleagues, in a block-randomized, double-blind, 
group-comparative, placebo-controlled study, assessed the effect 

-of jatal-esuifll. on  recurrent .urmaty-tta£Liitfefiljoni.ffi J f t  p o s t ­
menopausal women. Women were given a single morning dose o f 
estriol 3 mg/day the first four weeks and I mg/day during the last 
eight weeks of the study or a matching placebo. During the first 
four weeks, there was no difference betw een estriol and placebo treat­
ment. I lowever, alter four weeks of therapy, oral estriol therapy was 
significantly more effective (paO.05) at reducing the number o f uri­
nary tract infections- N o significant side effects were noted.20
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S k i n  A g i n g
T he coincidence o f clim acteric symptoms and the beginning of 

skin aging suggests that estrogen deficiency may be a common and 
im portant factor in th e  perimenopatisal woman. Topical estradi­
ol 0.01% and estrio l 0.1% both  com bat the onset of skin aging. 
Schmidt and colleagues investigated w hether topical treatm ent 
ol'thc skin with estrogen could reverse some o f  the changes in the 
aging o f  skin. In  this open-label study, 59 women applied 1 g of 
either 0.01% estradiol cream or 0.3% estriol cream daily for six 
m onths. T he  effects were compared with preclim acteric women 
w-ich skin-aging symptoms. A fter treatm ent for six months, elas­
ticity and firmness o f th e  skin had markedly improved and the wrin­
kle depth and pore sizes had decreased by 61% or more in both 
estrogen groups (p»0.Q5). Furthermore, skin moisture and the num­
ber o f  collagen fibers had increased. N o systemic horm onal side 
effects were no ted .11

H y p e r t e n s i o n

After menopause, both systolic and diastolic blood pressure be­
come higher in women chan in  men o f the same age, suggesting that 
estrogen deficiency may influence the age-related increase in blood 
pressure. Transdermai and oral estradiol both have blood pressure- 
lowering properties in postmenopausal women. M ercuro and col­
leagues studied 30 postmenopausal women affected by mild hy­
pertension  in  a random ized, double-blind protocol. Subjects 
received patches o f  transdermai estradiol that delivered 100 pg/day 

a m atching p larebo . Adm inistration o f estriol significantly 
Cp<.u.u5) tit creased 24-hour systolic and diastolic blood pressure and 
did not cause any side effects.22 T he effect of oral estradiol on blood 
pressure was examined by Van Ittersum and colleagues. In their ran­
domized, controlled trial, 29 women were treated with 1 mg o f estra­
diol daily and compared with a group that did not receive treatment. 
Changes in blood pressure differed significantly (p<*0.05) between 
the two groups after one year. A decrease o f  m ore than 5 mm H g 
was observed in the estradiol group, whereas an increase was found 
in the control group. N o  significant side effects were noted.21

Diabetes
Estrogen replacem ent therapy is associated with a decreased risk 

o f  cardiovascular disease in postmenopausal women. Patients with 
noninsulin-dependem  diabetes meilitus have an increased cardio­
vascular risk. However, estrogen replacement therapy is only re-

betes m eilitus. E strogen  therapy should be prescribed in this 
population. Estrogen therapy administered orally and transdermally 
improves sensitivity in the liver, glycctnic control, lipoprotein pro­
files and fibrinolysis in postmenopausal women with noninsulin- 
dependent diabetes meilitus.2*'2* Brussaard and colleagues, in a dou­
ble-blind, randomized, placebo-controlled trial, studied the effect 
o f  2 mg o f oral estradiol given daily over six weeks in 40 post­

menopausal women with noninsulin-dcpendent diabetes meilitus. 
T he estrogen-created group demonstrated a significant (p<0.03) de­
crease of hemoglobin bA l/c, LDL cholesterol, and apolipoprotein 
B levels.24 In an open-label, randomized, crossover study, O ’Sul­
livan and H o compared the effects o f oral and transdermai estro­
gen replacement on glucose tolerance. Nine patients were ran­
domized to  receive cither 100 pg/day o f transdermai estradiol or 
1.25 mg/day o f conjugated estrogen for 12 w ecks and then crossed 
over to receive the alternative treatment tor another 12 weeb. The 
authors found that mean glucose and insulin levels were maintained 
at an identical level during the hyperinsulinemic euglycemic clamp 
performed at prctrcatm cnt and during estrogen therapy. They 
concluded that the route o f estrogen replacement therapy does not 
have a major impact on glucose metabolism in postmenopausal 
women. N o significant side effects were noted.25

Conclusion
Estradiol and estriol have many potential benefits. Estradiol has 

a positive cardiovascular effect that can be achieved by using 2

ADVERTISING THAT WORKS

WITH YOUR BUDGET
— Not Over It.

- * • — V -

prrfrwraroliy ivup*:! adMrhuug *-f.l >v.r>er 
r-menjk Jtn4wlni-»t>f «!•»•< sr-.i rt„- ■ y<j< ces \y

Co rrt tJ m :!  «<» c.nixi.rCVy (ilmnt ii>3
’ut; a pror-n rrxrasl vA

Advrrtmnj: and Marlwtjlig Mastrlali IHcIlKJc:
• Natural HoniMinn RvpUttmiiaii Campaign
• CorrptHowfcfi Pharmacy Services Campaign
•  fV d ir tr i l  S n rv k v l  C .uirpni^n

• fbtlitt Fptfler*
• Prurlnct Wiwtn
• Loros. Dlrrri Mag. Niki, Pads and najdt n»*v; 

For more Information, cdl 1.186.341.6646

yvwcjrmmettogteCQiv.

k ts riu u i.n a l Journal«/ Ctinijn.unjing
lot* AV? Mmiht.Apnl2000



mg/day orally. I mg/day sublingually or SO pg/day transdermal- 
ly.2' 6 F stnd io l has been shown to reduce LDL, VLD L and Lp(.\) 
when given orally o r  transdermally.7' 11 Transdermal estradiol also 
lowers antirhrom bin III levels, which are associated with severe 
and recurrent venous thrombosis.9' 12-11 Estradiol has a positive ef­
fect on bone m ineral density  in oral and transderm al dosage 
form s.1 ' Chronic urinary tract infections can be reduced by sup- 
plem cnting estrioi, which, when applied topically, works faster 
than  when taken orally.19' 20 Estradiol has a positive eftect on skin 
aging,21 lowers blood pressure,12-21 and improves glyceinic control 
in patients with noninsulin-dependent diabetes mellitus.21-25 .Armed 
w ith this information, physicians and pharmacists can make well- 
inform ed professional decisions about estrogen replacement ther­
apy for their patients.
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