
CARL T.C. GUTlERREZ k ggt: , 
GOVEfiNOR OF GCJAM 

SEP 16 1996 

The Honorable Don Parkinson 
Speaker 
Twenty-Third Guam Legislature 
424 \;Vest O'Brien Drive 
Julale Center - Suite 222 
Agana, Guam 96910 

Dear Speaker Parkinson: 

Enclosed please find a copy of Substitute Bill No. 174 (LS), "AN ACT TO 
AMEND 512617.1 OF CHAPTER 12, TITLE 10, GUAM CODE ANNOTATED, TO 
REQUIRE ALL PHARMACIES TO PROVIDE A PRESCRIPTION INFORMATION 
SHEET FOR EACH PRESCRIPTION INCLUDING THE NAME OF MEDICATION, 
THE INGREDIENTS OF THE MEDICATION, AND A LISTING OF THE SIDE 
EFFECTS THAT THE MEDICATION OR ANY OF ITS INGREDIENTS MAY HAVE 
ON THE PATIENT FOR WHOM THE DRUGS WERE PRESCRIBED", vetoed and 
overridden by the Legislature on September 9, 1996, which I have 
designated as Public Law 23-123. 

Very truly yours, -- I 

w 
Carl T. C. Gutierrez 
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TWENTY-THIRD GUAM LEGISLATURE 
1996 (SECOND) Regular Session 

CERTIFICATION OF PASSAGE OF AN ACT TO THE GOVERNOR 

This is to certify that Substitute Bill No. 174 (LS), "AN ACT TO AMEND 
§12617.1 OF CHAPTER 12, TITLE 10, GUAM CODE ANNOTATED, TO 
REQUIRE ALL PHARMACIES TO PROVIDE A PRESCRIPTION 
INFORMATION SHEET FOR EACH PRESCRIPTION INCLUDING THE 
NAME OF MEDICATION, THE INGREDIENTS OF THE MEDICATION, 
AND A LISTING OF THE SIDE EFFECTS THAT THE MEDICATION OR 
ANY OF ITS INGREDIENTS MAY HAVE ON THE PATIENT FOR WHOM 
THE DRUGS WERE PRESCRIBED," returned to the Legislature without 
approval of the Governor, was reconsidered by the Legislature and after such 
reconsideration, the Legislature did, on the 9th day of September, 1996, agree 
to pass said bill notwithstanding the objection of the Governor by a vote of 
eighteen (1 8) members. 

DON PARKINSON 
Speaker 

Attested: 

D& W ~ N  PAT-BORJA 
Senator M e g i s l a  tive secretary 
- - - - - - - - - - - - * - - - - - - - - - - - - - - - - - - - - - - - - - - -  ---------------- 
This Act was eceived by the Go ernor this ,/& day of ,%&(& , 
1996, at j$L- o'cloc&.M. 

Assistant Staff Officer 
Governor's Office 

Public Law No. 23-123 



TWENTY-THIRD GUAM LEGISLATURE 
1995 (FIRST) REGULAR SESSION 

Bdl No. 174 (LS) 
As substituted by the 
Committee on Health, Welfare 
& Senior Citizens 

Introduced by: D, Parkinson 
S. L. Orsini 
F. E. Santos 
F. P. Camacho 
A. C. Blaz 
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AN ACT TO AMEND 912617.1 OF CHAPTER 12, TITLE 
10, GUAM CODE ANNOTATED, TO REQUIRE ALL 
PHARMACIES TO PROVIDE A PRESCRIPTION 
INFORMATION SHEET FOR EACH PRESCRIPTION 
INCLUDING THE NAME OF MEDICATION, THE 
INGREDIENTS OF THE MEDICATION, AND A 
LISTING OF THE SIDE EFFECTS THAT THE 
MEDICATION OR ANY OF ITS INGREDIENTS MAY 



HAVE ON THE PATIENT FOR WHOM THE DRUGS 
WERE PRESCRIBED. 

1 BE IT ENACTED BY THE PEOPLE OF THE TERRITORY OF GUAM: 

2 Section 1. Legislative findings and intent. The Guam Legslature finds 

3 that when medical prescriptions are dispensed, required written information 

4 is listed on the medication label only. Many pharmacists do provide 

5 additional mformation, but most times, it is verbal. Many patients, especially 

the elderly, hear and understand the verbal instructions and information 

whde in the pharmacy but forget or become confused when they arrive home. 

It is the intent of the Legslature that, upon the request of the patient, all 

medical prescriptions provided by pharmacies, medical clinics or doctors 

include a description of the contents of the medicine provided in the 

prescription. This breakdown will be in the form of a printed information 

sheet or label giving the name of the drug or drugs, what ailment the drug or 

drugs are being used to treat, and some of the more common side effects that 

the drug or drugs are known to cause, how to recognize them, and what to do 

when they occur. 

Section 2. s12617.1 of Chapter 12, Title 10, Guam Code Annotated, is 

amended to read: 

"§12617.1. Prescription Label Requirements. (a) All dangerous drugs 

dispensed by a pharmacy pursuant to a prescription shall be properly labeled 

and contain the following information: 

(1) The name, address and phone number of the dispensing 

pharmacy; 

(2) The number under which the prescription is filed in the 

pharmacy; 

(3) The prescribing physician's name; 



(4) The name of the person for whom the drug was prescribed; 

(5) The date filled; 

(6) The name (generic or proprietary) of the medication; 

(7) The directions for use; 

(8) The date of expiration of the effectiveness of the drug if this 

information is required on the original label of the manufacturer. 

@) Each initial prescription filled by a pharmacy, medical clinic or 

doctor will contain a printed prescription Information sheet giving the name 

of the drug or drugs, what aliment the drug or drugs are being used to treat, 

contraindications of the drug, drug interactions and a list of the most 

common or sigruficant side effects that the drug or drugs are known to cause. 

(c) A Patient shall be informed by the pharmacy, medical clinic, or 

doctor of his/her right to receive a printed prescription information sheet. 

Section 3. Notwithstanding any other provisions of law, this Act 

becomes effective 30 days after enactment. 
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CARL T.C. GUTIERREZ 
GOVEliNOK i)F GUAM 

The Honorable Judith Won-Pat Borja 
Acting Lt. Governor and Acting Speaker 
Twenty-Third Guam Legislature 

Agana, Guam 96910 

Dear Speaker Won-Pat Borja: 

Enclosed please find Substitute Bill No. 174 (LS), "AN ACT TO AMEND 
6 126 17.1 OF CHAPTER 12, TITLE 10, GUAM CODE ANNOTATED, TO REQUIRE 
ALL PHARMACIES TO PROVIDE A PRESCRIPTION INFORMATION SHEET FOR 
EACH PRESCRIPTION INCLUDING THE NAME OF MEDICATION, THE 
INGREDIENTS OF THE MEDICATION, AND A LISTING OF THE SIDE EFFECTS 
THAT THE MEDICATION OR ANY OF ITS INGREDIENTS MAY HAVE ON THE 
PATIENT FOR WHOM THE DRUGS WERE PRESCRIBED", which I have vetoed. 

Although this bill has a positive intent, the persons who are professionals 
in the field, the pharmacists of Guam, are against the passage of this bill. I 
am sure that the author of the bill intended to improve communication 
between pharmacist and patient, however, the method prescribed is 
burdensome and may actually lead to some harm to patients. 

According to the provisions of this legislation, a pharmacy would have to 
devise and print up written descriptions for all of the items its dispenses, 
including name of the drug, ailment it is being used to treat, 
contraindications of the drug, drug interactions, and a list of the most 
common or significant side effects. 

A pharmacy cannot responsibly use the literature already pre-printed by 
manufacturers. This information is meant for medical professionals, and 
includes information that an individual physician may specifically not 
want to communicate to a patient. An example of this is the case where a 
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particular patient is susceptable to suggestion and if given manufacturer's 
literature will then imagine that he or she is experiencing every side effect 
listed. Another example is the case where a drug is prescribed because the 
physician has read certain medical literature and knows a drug is valuable 
in treatment of conditions not listed in the manufacturer's literature. 

If a pharmacy cannot use pre-printed manufacturer's literature, the 
pharmacy must prepare and print its own literature. Although desireable, 
this is quite burdensome for small businesses. 

Drugs dispensed by pharmacies already have labels printed on them. The 
labels tell the name of the drug and how to take it. It is not likely that a 
separate printed description of a drug and all of its side effects and uses 
will clear up any confusion which may arise. Working with such patients 
on a person-to-person and face-to-face basis is the best approach. 

A copy of Governor's message and the bill has also been delivered to the 
Office of the Legislative Secretary. 

Very truly yours, 

C v T. C. Gutierrez 
Governor of Guam 

Attachment 



CARL T.C. GUTIERREZ 
GOVERNOR OF GUAM 

JUL 2 9 896 

The Honorable Sonny L. Orsini 
Acting Legislative Secretary 
Twenty-Third Guam Legislature 
Guam Legislature Temporary Building 
155 Hesler Street 
Agana, Guam 96910 

Dear Mr. Legislative Secretary: 

Enclosed please find a copy of Governor's message and copy of Substitute 
Bill No. 174 (LS), "AN ACT TO AMEND 5 12617.1 OF CHAPTER 12, TITLE 10, 
GUAM CODE ANNOTATED, TO REQUIRE ALL PHARMACIES TO PROVIDE A 
PRESCRIPTION INFORMATION SHEET FOR EACH PRESCRIPTION INCLUDING 
THE NAME OF MEDICATION, THE INGREDIENTS OF THE MEDICATION, AND A 
LISTING OF THE SIDE EFFECTS THAT THE MEDICATION OR ANY OF ITS 
INGREDIENTS MAY HAVE ON THE PATlENT FOR WHOM THE DRUGS WERE 
PRESCRIBED", which I have vetoed. 

A copy has also been delivered to the Office of the Speaker. 

Very truly yours, 

Governor of Guam 

Attachments 
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CARL T.C. GIJTIERREZ 
GOVERNOR OF GlJAM 

The Honorable Sonny L. Orsini 
Acting Legislative Secretary 
Twenty-Third Guam Legislature 
Guam Legislature Temporary Building li 

155 Hesler Street 'I 

Agana, Guam 96910 

- 
OFFICE OF THE LEGtSLATIVE SECRETMY 

ACKNOWLEDGMENT ECEttT 

Dear Mr. Legislative Secretary: 

Enclosed please find a copy of Governor's message and copy of Substitute 
Bill No. 174 (LS), "AN ACT TO AMEND $12617.1 OF CHAPTER 12, TITLE 10, 
GUAM CODE ANNOTATED, TO REQUIRE ALL PHARMACIES TO PROVIDE A 
PRESCRIPTION INFORMATION SHEET FOR EACH PRESCRIPTION INCLUDING 
THE NAME OF MEDICATION, THE INGREDIENTS OF THE MEDICATION, AND A 
LISTING OF THE SIDE EFFECTS THAT THE MEDICATION OR ANY OF ITS 
INGREDIENTS MAY HAVE ON THE PATIENT FOR WHOM THE DRUGS WERE 
PRESCRIBED", which I have vetoed. 

A copy has also been delivered to the Office of the Speaker. 

Very truly yours, 

Carl w T. Gutierrez 
Governor of Guam 

Attachments 

231330 

Post Cjfficc Box 2950, Agana, Guam 969 10 (67 1 1472.893 1 Fax. (67 1 1477-GUAM 
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16 January 1996 

The Honorable 
Don Parkinson 
Speaker, 23rd Guam Legislature 
Agana, Guam 

via: Committee on Rules 

Dear Mr. Speaker: 

The Committee on Health, Welfare & Senior Citizens to which was referred 
Bill No. 174- "AN ACT TO AMEND SECTION 12617.1, CHAPTER 12, 10 
GUAM ANNOTATED TO REQUIRE ALL PHARMACIES TO PROVIDE A 
PRESCRIPTION INFORMATION SHEET OR A PRINTOUT OF EACH 
PRESCRIPTION INCLUDING THE NAME OF THE MEDICATION AND A 
LISTING OF THE SIDE EFFECTS THAT THE MEDICATION OR ANY OF 
IT'S INGREDIENTS MAY HAVE ON THE PATIENT FOR WHOM THE 
DRUGS WERE PRESCRIBED." has had the same under consideration and 
reports, To Do Pass As Subsituted. 

Votes of committee members are as follows: 
/&To Pass 
*Not To Pass 
&To The Inactive File 
%bstained 
+Off-Island 

NO t Available 

Sincerely, 

pr; , khS \* 
Lou Leon Guewero, RN, MPH 
attachments 



Committee On Health, Welfare, And Senior Citizens 
VOTE SHEET 

on 
Substitute Bill No. 174- "AN ACT TO AMEND SECTION 12617.1, CHAPTER 12, 10 GUAM 
ANNOTATED TO REQUIRE ALL PHARMACIES TO PROVIDE A PRESCRIPTION 
INFORMATION SHEET OR A PRINTOUT OF EACH PRESCRIPTION INCLUDING THE 
NAME OF THE MEDICATION AND A LISTING OF THE SIDE EFFECTS THAT THE 
MEDICATION OR ANY OF IT'S INGREDIENTS MAY HAVE ON THE PATIENT FOR 
WHOM THE DRUGS WERE PRESCRIBED." 



COMMITTEE REPORT 
HEALTH, WELFARE & SENIOR CITIZENS 

Bill No. 174- "AN ACT TO AMEND SECTION 12617.1, CHAPTER 12,lO 
GUAM ANNOTATED TO REQUIRE ALL PHARMACIES TO PROVIDE A 
PRESCRIPTION INFORMATION SHEET OR A PRINTOUT OF EACH 
PRESCRIPTION INCLUDING THE NAME OF THE MEDICATION AND A 
LISTING OF THE SIDE EFFECTS THAT THE MEDICATION OR ANY OF 
IT'S INGREDIENTS MAY HAVE ON THE PATIENT FOR WHOM THE 
DRUGS WERE PRESCRIBED." 

PUBLIC HEARING 

The Health, Welfare & Senior Citizens Committee held a public hearing on 
Friday, August 18, 1995 at 9:00 a.m. to hear testimonies on Bill No. 174- "AN 
ACT T O  AMEND SECTION 12617.1, CHAPTER 12,10 GUAM ANNOTATED 
TO REQUIRE ALL PHARMACIES TO PROVIDE A PRESCRIPTION 
INFORMATION SHEET OR A PRINTOUT OF EACH PRESCRIPTION 
INCLUDING THE NAME OF THE MEDICATION AND A LISTING OF THE 
SIDE EFFECTS THAT THE MEDICATION OR ANY OF IT'S INGREDIENTS 
MAY HAVE O N  THE PATIENT FOR WHOM THE DRUGS WERE 
PRESCRIBED." The public hearing was held in the Legislative Public Hearing 
Room. 

The hearing was called to order by the H,W&SC Chairperson, Senator Lou 
Leon Guerrero. Present were Co-Chair Senator Ben Pangelinan, Senator 
Hope Cristobal and Senator Carlotta Leon Guerrero. 

PURPOSE 

Currently, when medical prescriptions are dispensed required written 
information is listed on the medication label only. (FDA requires patient 
information leaflets for drugs that pose a serious and significant public health 
concern.) (Pharmacists are required by federal law to verbally counsel 
Medicare patients when medications are dispensed.) Many pharmacists do 
provide additional information, but most times, it is verbal. Many patients, 
especially the elderly, hear and understand the verbal instructions and 
information while in the pharmacy but forget or become confused when they 
arrive home. 

The intent of this bill is to provide written information for the patient to refer 
to after leaving the pharmacy. It would require that a printed written sheet be 
given to the patient that details the name of the drug, the ailment the drug is 
intended to treat and the most common or significant side effects. It also 



requires that the patient be informed of his/her right to receive a copy of the 
drug manufacturer's original information sheet. 

BACKGROUND 

Section 12617.1, Chapter 12, 10 GCA states: 

Prescription Label Requirements. All dangerous drugs dispensed by a pharmacy 
pursuant to a prescription shall be properly labeled and contain the following information: 

The name, address and phone number of the dispensing pharmacy 
The number under which the prescription is filled in the pharmacy 
The prescribing physician's name 
The name of the person for whom the drug was prescribed 
The date filled 

(6) The name (generic or proprietary) of the medication 
(7) The directions for use 
(8) The date of expiration of the effectiveness of the drug if this 

information is required on the original label of the manufacturer. 

The proposed legislation, amends Section 12617.1, to require written 
information in addition to the information required on the medication label. 

TESTIMONY 

Presenting written and oral testimony: 

Sarah M. Thomas-Nededoa for Cvnthia T. Torres , President-Guam 
Association of Retired Persons 
Mrs. Torres supports Bill 174. She stated that patients should be educated 
about the drugs they are taking and need to be empowered to be more 
responsible for their medication, their health and their lives. She also 
believes that a requirement should be added to the bill for information on 
what other prescriptions or over-the-counter drugs should be avoided while 
taking medication to prevent increased or serious side effects. 

Daniel T. Thoene, Pharm. D.,RPh, President-Guam Pharmaceutical 
Association 
The Guam Pharmaceutical Association opposes Bill 174. The opposition is to 
the language of the bill and not the intent. Mr. Thoene stated that the 
requirement to provide a package insert to the patient is inappropriate as it is 
intended for the health care provider and some manufacturers specifically 
instruct that it be removed before dispensing the medicine. He also feels that 
manufacturer information could lead to increased hospitalizations as a result 
of non-compliance. He indicated that a more appropriate source would be 
patient information written in lay language. He agreed that written 



information can augment good patient care, but that oral counseling can 
easily be tailored to each patient. 

The Association believes that requirements such as those covered in this bill 
should be handled through the Pharmacy Board and the rules governing the 
professional practice of pharmacy. 

Mildred G. Arceo, RPh, Chairman-Guam Board of Examiners for Pharmacv 
The Guam Board of Examiners for Pharmacy opposes Bill 174. Ms. Arceo 
feels that changes should not be mandated under statute but under the rules 
and regulations of the Pharmacy Board. She said new proposed rules and 
regulations require oral patient counseling. Many pharmacies are not 
computerized and are not equipped to provide a written printout. She 
discussed a federal mandate that would require both oral and written 
counseling by the turn of the century and thus Bill 174 is redundant. 

Ms. Arceo stated that manufacturers' inserts are intended for pharmacists and 
not for patients. 

Frederick Testrab, RPh, MBA, Guam Memorial Hospital Authority 
Mr. Jestrab supports the intent of Bill 174 but expressed concern about 
implementing written information especially where software is not available. 
He discussed the 1990 OBRA Act which requires oral patient counseling on 
prescription drugs for Medicare patients. Compliance includes giving the 
name, strength and directions for use. Patients are encouraged to ask for 
additional information before leaving the pharmacy. He believes that the 
risk-benefit issue of drug use should be accessed by the professional 
community not the lay public. He also believes any changes should be by 
regulation and not by law. 

Joseph C. Quinata, RPh, Perezville Pharmacv 
Mr. Quinata is concerned with the requirement to provide the 
manufacturer's insert. This information is intended for prescribers or health 
professionals and can cause more harm than good for patients. More 
information may be provided to a patient than a physician may want for the 
patient to have. 

Presenting written testimony: 

Dennis G. Rodriguez, Director-Public Health & Social Services 
PH & SS agrees with the intent of Bill 174. However, he wrote, a printed 
sheet of information cannot and should not substitute for verbal 
communication between the patient and the provider. 

Presenting oral testimony: 



Antonia Duenas, GovGuam Association of Retired Persons 
Mrs. Duenas supports Bill 174. She said she doesn't always know the side 
effects of her medications. 

Garv Goldberg, Pharmacist-FHP 
Mr. Goldberg believes that the manufacturers' insert is intended for the 
health care professional and not for the public. He stated that it is "high tech 
info in small print". He suggests that manuals, such as "Advice for the 
Patients", are more appropriate. FHP has such manuals available in the 
pharmacy for patient reference. He also advocates that any requirements be 
channeled through the Pharmacy Board in the rules and regulations and not 
by statue. 

Aurelio Espinola, M.D.- Chief Medical Examiner 
Dr. Espinola believes that if patients are given all side effects many will be 
scared to take the prescribed medication. He feels the physician should be the 
one responsible for determining if the side effect fears outweigh the benefits 
of the medication. 

George Macris, M.D. 
Dr. Macris feels that the intent of Bill 174 is good but not practical. Once the 
NET is available and information is uniform and consistent it will be 
practical. Until then, compliance should be voluntary. He said that there is 
no evidence to show that written information helps that, in fact, it scares 
many patients. 

Michael Cruz, M.D. 
Dr. Cruz agrees with the intent of Bill 174. He stated that there are multiple 
questions to be addressed. He would like to see a task force formed to further 
discuss this issue. 

Sarah M. Thomas-Nededoa, SPIMA 
Ms. Thomas-Nededog asked that the consumer not be forgotten. Education 
and helping people understand what is happening to them is important. Oral 
information is good but more is needed. Many times, if a patient has side 
effects they don't tell the doctor but will discuss with the pharmacist. 

FINDINGS 

Based on requests by several of those testifying, Senator Lou Leon Guerrero 
committed to the formation of a task force to include pharmacists, consumers 
and physicians. 

The task force met on Tuesday, October 24,1995. It was the general consensus 
of the group that providing a copy of the original manufacturers' 



information sheet is not appropriate as it provides details not easily 
understood by the lay person. 

The group discussed the recently released proposed FDA program that would 
give patients more and better information about the prescription drugs they 
use. It establishes specific goals and standards that would significantly 
increase the distribution and quality of written information about 
prescription drugs. The first goal of the proposal is that by the year 2000 at 
least 75 percent of consumers who have new prescriptions filled will receive 
written, adequate and useful information about their medication. The 
information would have to meet quality standards for both content and 
format, which are to be established by the FDA in close cooperation with 
health care professionals and consumer organizations. Several task force 
members representing local pharmacies currently have computer hardware 
and software and provide written information routinely or upon request. 

At the request of the task force a survey was taken of local pharmacies to 
determine how many currently provide written information and, if not, how 
many would support such a requirement. Out of 18 pharmacies surveyed 5 
routinely provide written information, 6 provide written information upon 
request, and 7 do not provide written information. Of the 7 pharmacies that 
do not provide written information, only 2 are in support of a requirement 
for written information. 

The recommendations of the task force are: 
1. Do not require that a copy of the original manufacturers' 

information sheet be provided to the patient; 
2. Do not require written information. The local pharmacist group 

could publish a listing of pharmacies that do provide written information 
and patients could then patronize these pharmacies; 

3. Any new requirements or changes in current requirements should 
be made by rules and regulation and not by statute. 

After reviewing the recommendations of the task force, the Committee agrees 
that requiring a copy of the original manufacturers' information sheet is not 
appropriate. However, in the interests of the consumer, written information 
should be available, upon request and needs to be required by statute to insure 
compliance. 

COMMITTEE RECOMMENDATION 

On Bill 174-"AN ACT TO AMEND SECTION 12617.1, CHAPTER 12,lO 
GUAM CODE ANNOTATED TO REQUIRE ALL PHARMACIES TO 
PROVIDE A PRESCRIPTION INFORMATION SHEET OR A PRINTOUT OF 
EACH PRESCRIPTION INCLUDING THE NAME OF THE MEDICATION, 
THE INGREDIENTS OF THE MEDICATION AND A LISTING OF THE SIDE 



EFFECTS THAT THE MEDICATION OR ANY OF ITS INGREDIENTS MAY 
HAVE ON THE PATIENT FOR WHOM THE DRUGS WERE PRESCRIBED", 
the Committee on Health, Welfare & Senior Citizens hereby recommends, on 
Bill 174 TO DO PASS AS SUBSTITUTED. 



TWENTY -THIRD GUAM LEGISLATURE 
1995 (FIRST) REGULAR SESSION 

Bill No. 174 
As Substituted by the 
Committee on Health, Welfare 
& Senior Citizens 

D. Parkinson 

A N  ACT TO AMEND SECTION 12617.1, CHAPTER 
12, 10 GUAM CODE ANNOTATED TO REQUIRE, 
UPON REQUEST O F  THE PATIENT, ALL 
PHARMACIES TO PROVIDE A PRESCRIPTION 
INFORMATION SHEET OR A PRINT OUT OF EACH 

t PRESCRIPTION INCLUDING THE NAME OF  
MEDICATION, THE INGREDIENTS O F  THE 
MEDICATION AND A LISTING OF THE SIDE 
EFFECTS THAT THE MEDICATION OR ANY OF ITS 
INGREDIENTS MAY HAVE ON THE PATIENT FOR 
WHOM THE DRUGS WERE PRESCRIBED 

2 BE IT ENACTED BY THE PEOPLE OF THE TERRITORY OF GUAM: 

3 SECTION 1. LEGISLATIVE FINDINGS AND INTENT. The Guam 

4 Legislature finds that when medical prescriptions are dispensed required written information is 

5 listed on the medication label only. Many pharmacists do provide additional information, but most 

6 times, it is verbal. Many patients, especially the elderly, hear and understand the verbal 

7 instructions and information while in the pharmacy but forget or become confused when they 

8 arrive home. It is the intent of the Legislature that, upon the request of the patient, all medical 

9 prescriptions provided by pharmacies, medical clinics or doctors include a description of the 

10 contents of the medicine provided in the prescription. This break down will be in the form of a 

11 printed information sheet or label giving the name of the drug or drugs, what ailment the drug or 

1 2  drugs are being used to treat, and some of the more common side effects that the dlug or drugs are 

13 known to cause, how to recognize them, and what to do when they occur. 

14 SECTION 2. Section 12617.1, Chapter 12, 10 Guam Code Annotated is 

1 5 amended to read: 



"Section 126 17.1. Prescription Label Requirements.  All 

dangerous drugs dispensed by a pharmacy pursuant to a prescription shall be 

properly labeled and contain the following information: 

a. (1) The name, address and phone number of the dispensing pharmacy 

(2) The number under which the prescliption is filed in the phasmacy 

(3) The prescribing physician's name 

(4) The name of the person for whom the dmg was prescribed 

(5 )  The date filled 

(6) The name (generic or propriemy) of the medication 

(7) The directions for use 

(8) The date of expiration of the effectiveness of the drug if this 

information is required on the original label of the manufacturer. 

b. Upon ~ a t i e n t  reauest. each prescription filled bv a ~harmacv.  medical 

~ l i n i c  or doctor will contain a ~r in ted  sheet giving the name of the drug or 

drugs. what ailment the drug or drugs are bein? used to treat. and a list of the 

most common or significant side effects that the drug or drugs are known to 

cause," 

SECTION 3. Not withstanding any other provisions of law, this Act becomes 

effective 30 days after enactment. 



COMMITTEE ON RULES 
Twenty-Third Guam Legislature 

MEMORANDU 
March 22, 1995 

TO: Chairperson, Committee on Health, Welfare and Senior 
Citizens 

FROM: Chairman. Committee on Rules 

SUBJECT: Referral - Bill No. 1 7 4 

The above Bill is referred to your Committee as the principal 
committee. Please note that the referral is subject to ratification 
by the Committee on Rules at its next meeting. It is recommended 
you schedule a public hearing at your earliest convenience. 

Attachment 



TWNTY-THIRD GUM1 LEGISLATURE 
1995 (FIRST) REGULAR SESSION 

Introduced B$ 

AN ACT TO AMEND SECTION 12617.1, CHAPTER 12,lO 
CODE ANNOTATED TO REQUIRE ALL PHARMACIES TO 
PROVIDE A PRESCRIPTION INFORhiATION SHEET OR 
OUT OF EACH PRESCRIPTION INCLUDING THE NAhIE OF 
MEDICATION, THE INGREDIENTS OF THE hIEDICATION AND A 
LISTING OF THE SXDE AFFECTS THAT THE hiEDICATION OR 
ANY OF ITS INGREDXENTS MAY HAVE ON THE PATIENT FOR 
WHOM THE DRUGS WERE PRESCRIBED 

1 BE IT ENACTED BY THE PEOPLE OF THE TERRITORY OF GUA 
2 
3 SECTION 1. LEGISLATIVE FINDINGS AND INTENT. The Guam Legislature 

4 finds that most if not all medical prescriptions are written and given to the patient without a 

5 complete description of the medication included in the prescription, or its side affects. It is the 

6 intent of the Legislature that all medical prescriptions provided by pharmacies, medical clinics 

7 or doctors include a description of the contents of the medicine provided in the prescription. 

8 This break down will be in the form of a printed information sheet or label giving the name of 

9 the drug or drugs, what ailment the drug or drugs are being used to treat, and some of the 

10 more common side affects that the drug or drugs are known to cause, how to recognize them, 

11 and what to do when they occur. In addition, the pharmacist shall upon request make 

12 available to the patient a copy of the original information sheet provided by the drug 

13 manufacture. 
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15 

16 read: 

17 

18 

19 

20 

2 1 

2 2 

23 

24 

25 

26 

SECTION 2. Section 12617.1, chapter 12, 10 Guam Code Annotated is amended to 

'Section 12617.1. Prescription Label Requirements. All dangerous drugs 

dispensed by a pharmacy pursuant to a prescription shall be properly labeled and 

contain the following information: 

& (1) The name, address and phone number of the dispensing pharmacy 

(2) The number under which the prescription is filed in the pharmacy 

(3) The prescribing physician's name 

(4) The  name of the person for whom the drug was prescribed 

(5) The date filled 

(6) The name (generic o r  proprietary) of the medication 

(7) The directions for use 

(8) The date of expiration of the effectiveness of the drug if this 

information is required on the original label of the manufacturer. 

(9) In addition to the above. the patient shall be informed of his right to 

have a c o ~ v  of the drug manufacturer's original information sheet. 

32 

3 3 b. Each prescrivtion filled bv a pharmacv. medical clinic or  doctor will 

34 contain a printed sheet giving the name of the drug or  drugs. what ailment the d r y  o r  

35 drugs are being used to treat. and a list of the most common or significant side affects 

36 that the drug or  drugs are known to cause." 

37 

3 8 
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39 Section 3. Not withstanding any other provisions of law, this Act becomes effective 

40 30 days after enactment. 
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The proposed legislation will have a financial impact on the 
general fund relative to agencies operating a pharmacy. The 
proposed legislation provides each patient an optional copy of the 
drug manufacturer's original informational sheet as well a printed 
sheet accompanying each prescription giving the name of the drug or 
drugs, what ailment the drug or drugs are being used to treat, and 
a list of the most common or significant side affects that the drug 
or drugs are known to cause. 
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The undersigned have appeared and/or submitted testimony to the Committee on 
Health, Welfare & Senior Citizens on Bill 174, AN ACT TO AMEND SECTION 
12617.1, CHAPTER 12, 10 GUAM CODE ANNOTATED TO REQUIRE ALL 
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PRINTOUT OF EACH PRESCRIPTION INCLUDING THE NAME OF THE 
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August 17, 1995 

Honorable Lou Leon Guerrero 
Chairperson, Committee on Health, Welfare and Senior Citizens 
23rd Guam Legislature 
Agana, Guam 

Dear Chairperson Leon Guerrero and Members of the Committee; 

The GovGuam Association of Retired Persons presents this attached 
written testimony in support of Bill 174 introduced by Speaker Don 
Parkinson and other members of the Guam Legislature. 

If you need additional information, please let me know. 

U President 



TESTIMONY IN SUPPORT OF 
BILL 174 

by the 
GOVGUAM ASSOCIATION OF RETIRED PERSONS 

The GovGuam Association of Retired Persons is in support of Bill 174 which has been 
introduced by Speaker Don Parkinson and other members of the 23rd Guam Legislature. 

If passed, Bill 174 would mandate all pharmacies to do two things - inform patients 
of their right to have a copy of the drug manufacturer's original information sheet and 
to provide with prescriptions a printed information listing the use of the drug and the 
most common side affects. 

It seems as though these two simple things are so simple that it would be appear to 
be unnecessary. Quite the contrary. These simple things can do quite a bit in not 
only educating patients about the drugs they are taking, but to empower them to be 
even more responsible for their medications, their health and their lives. 

Patients will then know clearly what and why they are taking medications and what 
they should expect to happen to them in terms of the affects of the drug. Now 
knowing this, patients can make wiser decisions about how these drugs will affect 
their lives for the first few days or during the entire period of use and how they can 
adapt to such. An example is if the patient is aware that they may become drowsy, 
they may plan not to drive or to stay home if possible for a few days until their 
bodies adjust to the new medication. Also, there should be information on what other 
prescriptions or over-the-counter drugs should be avoided while taking that 
medication to prevent increased or serious side affects. 

All patients would certainly benefit from the passage of this bill. In addition, we 
feel strongly that senior citizens and their families would surely gain from Bill 174 
becoming law. Most elderly take prescribed drugs on an every day basis and may be 
taking Many different drugs several times a day. They and their families often do 
not know what the drugs are for and what kinds of sensations they may be 
experiencing. Often drugs affect the moods and personalities of patients. The 
man'amko, upon being educated about their medication, can refer to the information 
sheet from time to time, especially if they forget or want to be reminded. We can 
also expect that the elderly and their families will be more patient and understanding 
should they be susceptible to certain affects such as being irritable, or constantly 
fatigued. 

In closing, we would like to thank you for your kind consideration of this important 
bill and encourage your support for its expeditious passage. 
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- TESTIMONY 

BILL 174 AN ACTTO REQUIRE ALL PHARMACIES TO PROVIDE WITH PRESCRIP- 
TION MEDICINES A PRINTED INFORMATION SHEET OR LABEI, C;IVING THE 
NAME OF DRUG, THE AILMENT THE DRUG IS USED TO TREA'I', TIIE MORE 
COMMON SIDE EFFECTS, AND HOW TO RECOGNIZE THEM i-tXI) iirIIAT TO DO 
IF SUCH SIDE EFFECTS OCCUR. IN ADDITION, THE PHAE5MACIS'T SHALL UPON 
REQUEST PROVIDE THE PATIENT WITH A COPY O F  THE ORIGINAL, ISFORMA- 
TION SHEET PROVIDED BY THE DRUG MANUFACTURER. 

Chairperson and members of the  Committee on Health, Welfare and Senior 
Citizens. T h e  consensus among the  Guam Pharmaceutical Association members is to 
oppose BILL 174. We feel that this bill as  it is writtten, would be detrirnc:r~lai to health 
care as is currently provided on Guam. 

T h e  Pharmaceutical Association members disagree with the iarigii:~ge of RILL 
174 and not its presumed intent to benefit the people of G u a m .  I n  111t. i~lt(lrc.st of 
Healthcare on Guam the Pharmacy Association makes the following sta~c.111c-rlts. 

1. In our opinion, it does not appear that pharmacist i n p u t  was sought 
in the writing of this legislation. 

2. T h e  Legislation appears to have been introduced in  March 1995, 
although the majority of pharmacists have only been m a d e  aware of 
this legislation in the past 48 hours. 

- - -  - 

3. a.)We feel that manufacturer information (i.e. package insert) could 
lead to increased hospitalizations as a result of medication non- 
compliance when patients are  presented with inappropriate 
information. 

b.)Package inserts (see attachment A) in general are for healthcare 
providers, and some manufacturers clearly instruct the pharmacist 
to remove the package insert before dispensing the medicine. As 
well, we feel that most physicians would oppose our giving their 
patients package inserts. 

4. We feel there are  more appropriate sources for patient information, 
which are specifically written in lay language (see attachment B). 

5. In our opinion, patients are  best served by oral counseling, which can 
be easily tailored to each patient. Although, we agree r h a t  writtten 
information can certainly augment good patient care. 



6. The Pharmacy Association agrees that all rules governing the professional 
practice of pharmacy should be made in conjunctiorl with the Pharmacy 
Board. 

7. The Association recommends that the Committee on Health, Welfare and 
Senior Citizens, create a task force to get further input before pursuing 
BILL 174 and that such a task force include someone from each of the 
following groups: Pharmacy Board, Pharmacy Association, Medical 
Board, Medical Association and a consumer group. 

8. We ask that item #9 on page 2 be deleted in its entirety as currently 
written. 

We agree with the intent of BILL 174, but oppose it as written in the interest of 
providing better health care to the people of Guam. 

We thank you for your time in hearing our concerns. We t n ~ s t  that you will take 
more time to woric with the Pharmacy profession in improving the islancl'k l ~ i . r ~ l t l l  C.:LI-C~ 

Daniel J. Thoene, Pharm.D., RPh 
President, Guam Pharmaceutical Association 
August 18,1995 
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At tachment A 

Samples of 
package i n s e r t s  

3. Holding the Unit as 
shown, place your index 
and second finger on 
either side of the Fing'er 
Rests and your thumb 
underneath the Unit. 

4. Press the Finger 
Rests down firmly and 
allow to return until a 
slngle spray is dellvered. 
It is only necessary to 
do this the first time you 
use the Unit. 

5. Place the Tip into 
one nostril and inhale 
deeply as you press the 
Finger Rests down 
firmly. This will release 
one dose of medication. 
NOTE: Dose only as 
directed by your 
physician. 
6. Repeat the process 
In your other nostr~l. 

7. Replace Dust Cap 
and Safety Clip before 
storing. 

Special Tips 
1. Clear nasal passages before using your 
NASALMATIC Unit. Your doctor will instruct you if 
any other medication IS requ~red. 

2. Keep out of the reach of children 

The NASALMATIC Unit is manufactured for: 

lsoFls Pharmaceut ica ls  

F isonr  C o r p o r a t i o n  
Rochester .  NY (4623 U.S.A 

By: Valois S.A. 
Le Neubourg, France 

NASALCROM, NASALMATIC and FISONS are 
Registered Trademarks of Fisons plc. 

0 1994, Fisons Corporation Rev. 10194 
RF037D 

ADVERSE RECTION_S 
~ t i o i r i f f t s ~ n a l :  a n o r e x i a ,  epigastric distress, 

nausea, vomiting, d l a r r h e a ,  bulky loose stools, 
stomatltls.sore throat. alosslrls, black h a i r y  ton. 
g u e ,  dysphagla, h o a r s 6 n e s s .  e n t e r o c o l ~ l l s ,  a n d  
Inflammatory leslons ( w l l n  c a n d ~ d a l  o v e r g r o w l h )  
in the anooenltal redon. includino oroctltls a n d  
p r u r ~ t u s  a;. These ;eac t l ons  n a v e  been c a u s e d  
bv b o t h  t h e o r a l  and D a r e n t e r a c  a d m t n l s t r a t l o n  o f  
tetracycllnea but areless f r e q u e n t  a f t e r  p a r e n t e r -  
a1 use. 

Skln: m a c u l o p a p u l a r  ana e r y l h e m a l a u s  r a s h .  
es. E x l o i l a t l v e  d e r m a t ~ t c s  nas o e e n  r e p o r t e d  01-1 
Is uncommon. Onycholysis a n d  d l s c o l o r a t l o n  o f  
the nalls have been r e p o r t e d  r a re l y .  P h o t o s e n s i -  
tivity has occurred ( s e e  W A R N I N G S ) .  

R e n a l  t o x l c l t y :  rise In BUN has been reported 
and Is a ~ ~ a r e n t i v  d o s e - r e l a t e d  ( s e e  W A R N I N G S ) .  

~ e ~ a t i c  chol&tasis has b e e n  r e p o r t e d  r a re l y ,  
and Is u s u a l l y  a s s o c i a t e a  w t h  h a h  d o s a g e  l e v -  
els o f  tetracycllne. 

H y p e r s e n s l t l v l t y  reactlons: urtlcarla, anglo- 
neurotic edema, a n a ~ h v l a x i s ,  a n a D h v l a c t o l d  Dur. 
pure, perlcardltls, e x a c e r b a t i o n  o f  systemic lu- 
pus erythematosus, and serum slckness.llke 
reactlons, aa fever, rash, and arthralgla. 

When given over prolonged periods, tetracy- 
clines have been r e D o r t e d  to D r 0 d u C e  brown- 
black microscopic ' d l s c o l o r a t l o n  o f  thyroid 
alands. No abnormalities o f  t h y r o i d  f u n c t l o n  
studies are known tooccur. 

Bulglngfontanels have b e e n  r e p o r t e d  In young 
i n f a n t s  foilowlng f u l l  t h e r a p e u t i c  dosage. This 
sign disappeared rapidly w h e n  the drug was dis. 
continued. 

Blood: anemia, h e m o l y t ~ c  anemia, I h r o m b o c y  
topenia, thrombocytopenlc purpura, n e u t r o p e -  
nla and eoslnophllla h a v e  been reported. 

D i z z i n e s s  and h e a d a c h e  h a v e  b e e n  r e p o r t e d  
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Attachment B 

Side Effects: 
Every drug is capable of producing side effects. Many tetracycline users experience 

no, or mlnor, sidaeffects. The frequency and severity of s~de effects Uepe-:! o?  
many factors including dose, duration of therapy and individual suscep !~~  r:. Pcs- 
s~ble side effects include: 

Diabetes Insipidus (demeclocycline): Weakness; excessive urination; excessive thirst. 

Digestive Tract: Nausea; vomiting; appetite loss; diarrhea; stomach ache 

Skin: Rash; hives; sensitivity to sunlight. 

Other: Fever; joint pain; anemia; decreased platelets; difficult breathing; abnormal 
liver or kidney function tests and blood counts; mouth sores; teeth staining 
(children); headache; lightheadedness (minocycline). 

Guidelines for Use: 

I if a dose is missed, take it as soon as possible. If several hours have u,tssed or 
i r  11 IS nearing time for the next dose, do not double the dose in ordei c , I ~ L I )  

1 L I ~ )  ' (unless advised to do so by your doctor). If more thari  orie ilose 1 , c t s f ,  

I or ~t IS necessary to establrsh a new dosage schedule, contdct y o ~ ~ r  t l  I [ , I  I J I  

I uharmacist. Use exactlv as prescribed. ' Cont~nue use until all the prescribed drug has been taken Fa~lure to r 1 ~ 1 ~  ,I full 
I i.uurse of therapy may prevent complete elimination of bdcterla c ~ u : ~  L, L,  

i reldpse of the infect~on. Continue the antibiotic for a few days aher a t(,,c ~r 
other symptoms disappear. 

/ * Do not use during pregnancy, 

/ 0 Do not use in children under 8 unless other drugs are not likely to be effect~ve 

l 
or are ~nadvisable. Use during tooth development may cause perrna r l  rlr 
 isc coloration and inadequate hardening of baby and perrnarient tee: 

/ Take on an empty stomach at least 1 hour before or 2 hours after a r l l t , ~ ,  

I iexceptions: Doxycycline and m~nocycline are not affecteci by food cr 1 1  4 k 

Take with a full glass of water or other fluid. 
Oral suspension-Store in refrigerator. Do not freeze. Shake well be for^ . s t f l y  
Check expiration date. 

/ Avoid use of tetracyclines with antacids, laxatives, dairy products (m81k, cheese) 
I or iron-containing products. If an antacid must be taken, take 2 to 3 hi) 1 r 5  

I fore or after tetracyclines. 
I * Sensitivity to light' May cause photosensitivity (sensitivity to sunlight) A,void 
i prolonged exposure to the sun and other ultraviolet light. Use s ~ i i i s c r c ~ ~ i : ' :  ~ r i r ;  

wear protective clothing until tolerance is determined. 1 * 00 ,,or use ouidatedtetracyciines. Outdated tetracyclines are highly ! i i c  !o ~ni. 
1 kldnevs. 

I ~ h o c ~ c i i n e  may cause lightheadedness, dizziness and vertigo (feeling of whirl- 
ing motion), Use caution while driving or performing other rasks rec;dl:,:i$j 

1 alertness. 
I * Doses varv de~endina on factors such as aae, disease and other risk factors. 

If you have questions concerning tetracyclines, consult your pharmacist or 
doctol: 

Patient Drug Facts copyright July 1990 by Facts and Comparisons 



o n a r m a c o l o g y  o f  T h e  ESTROGEN i n  LOESTRIN  a n d l o r  TAGAYET when  t a k e n  
t o g e t h e r  n i g h t  b e  a l t e r e d  as f o l l o w s :  
PLASMA LEVEL OF LOESTRIH  MAY BE INCREASED. 
HEPATIC  METABOLISM OF LOESTRIN YAY BE DECREASED BY TAGAMET 
NO SPECIAL  PRECAUTIONS OR DOSAGE ADJUSTMENT APPEAR NECESSARY, 
ONSET : R A P I D  SEVERITY  : MINOR DOCUYENTATION : POSSIBLE 

RX # 5 0 6 9 4 8  
DATE : 0 7 / 3 1 / 9 5  
P A T I E N T  : 
DOCTOR : HAUGHTON,DANA 
DRUG : TAGAMET 300MG TAB 

P E R E Z V I L L E  PHARMACY 
P.0.BOX 8 0 1 6  
TAMUNING, GUAM 9 6 9 1 1  
( 6 7  1 ) 6 4 9 - 9 4 0 0  

DRUG CONSULTATION INFORMATION 

Why i s  i t  p r e s c r i b e d  ? 
USED TO TREAT AND PREVENT THE 
RECURRENCE OF ULCERS AND TO 
TREAT CONDITIONS CAUSED BY TOO 
MUCH A C I D  I N  THE STOMACH. 

How s h o u l d  i t  b e  t a k e n  ? 
FOLLOW THE DOSAGE INSTRUCTIONS 
ON YOUR PRESCRIPTION LABEL.  
DON'T TAKE ANTACIDS W I T H I N  1 
HR OF TAKING T H I S  M E D I C I N E .  

How s h o u l d  i t  b e  s t o r e d  ? 
KEEP I N  O R I G I N A L  T I G H T L Y  
CLOSED CONTAINER I N  A DARK, 
COOL, AND DRY PLACE OUT OF 
REACH OF CHILDREN. 

A r e  t h e r e  a n y  s i d e  e f f e c t s  ? 
DIARRHEA, MUSCLE P A I N ,  
HEADACHE, D I Z Z I N E S S ,  S K I N  RASH, 

BREAST ENLARGEMENT AND 
SORENESS, DROWSINESS, MENTAL 
CONFUSION. 

O t h e r  P r e c a u t i o n s  ? 
DO NOT SMOKE CIGARETTES. T E L L  
YOUR DOCTOR I F  YOU'RE PRE 
GNANT OR NURSING OR I F  YOU HAV 
E KIDNEY OR L I V E R  DISEASE.  

What I f  I M i s s  a d o s e ?  
I F  YOU M I S S  A DOSE,OMIT MISSED 
DOSE COMPLETELY; RESUME 
REGULAR SCHEDULE. NO DOUBLE 
DOSES. 



a Q 
GUAM BOARD OF EXAMINERS FOR PHARMACY 

Department of Public Health & Social Services 
Government of Guam 

P.O. Box 2816 
Agana, Guam 96910 

TESTIMONY 

BILL 174, AN ACT TO AMEND SECTION 12617.1, CHAPTER 12, 10 GUAM 
CODE ANNOTATED TO REQUIRE ALL PHARMAClES TO PROVIDE A 
PRESCRIPTION INFORMATION SHEET OR A PRINTOUT OF EACH 
PRESCRIPTION INCLUDING THE NAME OF THE MEDICATION AND A 
LISTING OF THE SIDE AFFECTS THAT THE MEDICATION OR ANY OF ITS 
INGREDIENTS MAY HAVE ON THE PATIENT FOR WHOM THE DRUGS 
WERE PRESCRIBED. 

Madame Chairman and members of the Committee on Health, Welfare and 
Senior Citizens. With the consensus of the Board the Guam Board of Examiners for 
Pharmacy is in opposition to Bill 174 to require all pharmacies to provide a prescription 
information sheet or a printout of each prescription listing the side affects that the 
medication may have on the patient. 

The Board believes that the intent of the bill is to benefit the people of Guam. 
With that in mind the Board would like to make the following statements. 

1. The information about the medication should be available to 
patients, but it should not be mandated under statute. 

2. The Board is not opposed to counseling the patient per se; in fact 
the new proposed rules and regulations for Guam Board of 
Examiners for Pharmacy (GBEP) require oral patient counseling. 
However, requiring a printout of just the above information does 
not reflect the total medication healthcare of the patient. 

3. How would the legislation be enforced? Currently, there are no 
inspectors for pharmacies other than those from Environmental 
Health who enforce the handling of controlled substances as a 
courtesy to the GBEP. 

4. "Printout" should not replace oral counseling which should start 
with the physician. Oral counseling is not mentioned in the 
proposed legislation. 

5 .  All pharmacies are not computerized and are not equipped to 
provide a "printout". 

6. Manufacturers' inserts are intended for pharmacists, not for 
patients. 



7. What about unlabeled uses of drugs? Doctors use drugs in some 
ways that are effective, but are not listed on the manufacturers' 
inserts. 

8. Will this proposed legislation apply to refills? That will be very 
impractical as some people use the same medication for several 
years. 

9. What about starter samples dispensed by physicians? 

10. Federal guidelines tmdrr. OBR* 90 ? g u i r e  oral or written 
patient counseling on all drugs. 

11. Oral counseling is not addressed in the proposed legislation. 

Thank you for the opportunity to provide input regarding Bill 174 and we hope 
to continue to work together regarding healthcare issues. /, 

Mildred G .  Arceo, RPh 
Chairman 
August 17, 1995 



GUAM MEMORIAL HOSPITAL AUTNORIR 
S O  QOV. CARLOS Q, CAMRCHQ M A 0  

OM, TAMUNffi, dUAM 8sal i 
TU: 648*6801 t h r ~  5; 846-87101hnr 18 

FAX: (671) 649-0145 

To : Assistant Administrator, Pxofe~sional Servicea 

From : ~ i r e c t o r  of Pharmacy 

Date : August 1 6 ,  1995 

Subject: Comments on B i l l  174 

1. The Pharmacy Department will be out of compliance with 
this propas~d law until the new Hospital Information System ia 
installed. Currently, pharmacy has no computer sysltem software or 
Xerox machine to get the required printed information about side 
effects to a patient. 

2 .  The 1990 OBRA act requires patient counseling of 
prescription drugs. The pharmacy department complies with this law 
in giving the name, strength and directions far uaa. Patients are 
encouxagcd to ask for additional i n f o m a ~ i ~ n  about drug use before 
leaving the Pharmacy area including side effects. 

3 .  The legislature ahould let the Guam Board of Pharmacy 
Examiners promulgate this regulation. This should be a regulation 
and not  a law. 

4 ,  The medical. community ahould provide input on this isaue,  
~ o s t  doctor offices will be out of compliance and unable to cornply 
wi th  the  Law as written. In the past medical organizations have 
opposed this type of legislation due to patfenf confidentiality. 

5 .  The in tent  of the law should be questioned. The law will 
provide more patieat education of drug use which 5s good, but will 
not increase the compliance of taking dr;ugs; probably will decrease 
compliance. Patients have problems in haerstanding directions for  
use. If they read about the s ide  effecta, the average patient 
might not take a drug. The risk-benefit issue of drug use sh~uld 
be accessed by the professional community not lay public. 

6. There are no studies that I am aware of that by giving 
written material to patients about side effect8 is going to 
increase patient understanding af drug use. Moat of the 
information- k r i l l  not be read or understood if read. Some side 
effects not known before a drug cornea on the market. 



9 1 - 1 8-057 (Order 1 9 1 £31, recodified as 1 246-869-200, 
filed 8/30/91, effective 9/30/91. Statutory Authority: 
RCW 18.64.005. 87-08-031 (Order 209 ,  # 36&16- 
245, filed 3/27/87; Order 120, $ 360-16-245, filed 
3/ 1 1 /74.] 

WAC 246-869-210 Prescription labdiag. To every 
prescription mntaincr, there shall be fixed a label or la- 
bels bearing the following information: 

(1) All information as required by RCW 18.64.246, 
provided that in determining an appropriate period of 
time far which a prcscription drug may be retained by a 
patient after its dispensing, thc dispenser shall take the 
following factors into account: 

(a) The nature of tht drug; 
(b) The container in which it was packaged by the 

manufacturer and the expiration date thereon; 
(c) The characteristics of the patient's conwiner, if 

the drug is repackaged for dispensing: 
(d) The expected conditions to which the article may 

be exposed; 
(t) The cxpectcd length of time of the course of ther- 

apy; and 
(f) Any other relevant factws. 

The dispenser shall, on taking into adcount the forego- 
ing, place on the hbel of a multiple unit container a 
suitable beyond-use date or discard by date to limit the 
patient's use of the drug, In no case may this date be 
later than thc ~riginal expiration date determined by the 
manufacturer. 

(2) Tbe quantity of drug dispensed. for example the 
volume or number of dmage units, 

(3) The following statement, "Warning: State or fed- 
eral law prohibits transfer of this drug to any person 
other than the pctson for whom it was prescribd." 

(4) The information cantained on the label shall be 
supptcmented by oral or written infamati~n as required 
by WAC 246-869-220. [Statutory Authority: RCW 18- 
.64.005. 92-12-035 (Order 277B), $ 246-869-210, filed 
5/28/92, effective 6/28/92. Statutory Authority: RCW 
18.64.005 and chapter 18,64A RCW. 91-18457 (Order 
1918), recodified as 8 246-869-210, filed 8/30/91, ef- 
fective 9/30/91. Statutory Autharity: RCW 18,64.246. 
85-06-010 (Order 1931, 360-16-255, filed 2/22/85. 
Statutory Authority: RCW 18.64.005. 8622-027 (Or- 
der 191), $ 366.16255,  filed 11/1/84.] 

WAC 246-869-220 Patient imfarmatloo reqdred, 
Except in those cases when the prescriber has advised 
that the patient is not la rcccivc specified information 
regarding the medication: 

(1) In order to assure the proper utilization of the 
medication or device prescribed, with each new prescrip- 
lion dispensed by tbc pharmacist, in addition to labeling 
the prescription in accordance with the rquirements of 
RCW 18.64.245 and WAC 246-869-210, the pharma- 
cist must: 

(a) Orally cxplain to the patient or thc patient's agent 
the directions for use and any additional information. in 
writing if necessary, for those prescriptions delivertd in- 
side the confirla of the pharmacy; or 

(b)  E q d k  by tdephone or in writing for those pm- 
scriptiom $rrlivtrd outside the confines of the 
phsrmacg, 

(2) In (Il$ao instances where it is appropriate, when 
diaptasing d l  pmsriptions, the pharmacist shall corn- 
rnuniatc * the paticnt or the patient's agent, by the 
produrn t~~tlincd m subsection (I)(a) or (b) of this 
rrection or 8% patient's physician rtgarding adverse ef- 
fects, over s a& utiIization, or drug interaction with 
respect to alk, we of medications. 

(3) S- (1) add (2) d this section shall not 
apply to h e  precriptions for inpatients in hwpitals or 
institutivrs wrhul the'mcdication is to be administored 
by a nurse mi a h  individual authorized to administer 
medication. 

(4) In th: ptace d written statements regarding med- 
ications, tkgkrarmacist may use abstracts of the Patient 
USP DI f 91r& edition, or comparable information. [Stat- 
utory A a b i t y :  RCW 18.64.005, 92-1 2-035 (Order 
2778). # 24-869-220, filed 5/28/92, effcctivc 
6/28/92. Statutory Authority: RCW 18.64.005 and 
chapter 1 8 M 4  RCW. 91-18-057 (Order 191B), recod- 
ifled as 1 246-869-220, filed 8/30/91, effective 
9/30/91. SRsCkttwy Authority: RCW 111.64.005. 89-04- 
016 (Order 223). 5 360-1 6-265, filcd 1/23/89.] 

WAC -230 CUM-resistant ccmtriners, (1)  
All Icgend BMgs shall be dispensed in a child-resistant 
container as ~equirai by federal law or reguiation, in- 
cluding CF1L Part 1700 of TitIe 16, unlcss: 

(a) Authizatioa is received from the prescriber to 
dispense in rr mtainer that is not child-resiatant. 

(b) A u t l n b t h  is obtained from the patient or a 
rcpnstntatk d tht paticnt to dispcnse in a container 
that is not clittt-rtoistant. 

(2) Authabtioa from the patient to the pharmacist 
to ulrc a re- mtaincr (nonchild-mistant) shall be 
verified in Of iht following ways: 

(a) 
nt or his agtrtt may s i p  a statement on 

tiit back fk prescription requesting a container that 
is not c h i l d d t a n t .  
(b) The *nt or his agent may sign a stalemcnt on 

a patient dica t ion  record requcslng containers that 
arc not c h i l d - W t .  

(c) The p d h t  or his agent may sign a statement on 
my other paarancrlt m r d  rqucsting containers that 
ue not child-dstmt. 

(3) No phsamadst or pharmacy employee may dwig- 
matt himself r herself as the patient's agent. [Statutory 
Authority: RCW 18.64.005 and chapter 18.64A RCW- 
91-itl-057 (Wer 19IB), recodified as 8 246-869-230, 
filed 8/30/91, effective 9/30/91; Order 126, 8 360-1 6- 
rw, fild 5/21[/75.] 

WAC 24MsdP-240 Phnrmocist'8 profesionai re- 
spmsibilities. C I )  A pharmacist shall not delegate the 
following profasiona t rwponsibilj t ies: 

(a) Rmipt  af a verbal prescription other than refill 
authorization a ptacribcr. 

(b) ~ o n s u l ~ h n  with the patient regarding the prc- 
scription, both prior to and after the prescription filling 



COMMENTS ON BILL 174 : 

The following are my comments on Bill 1 7 4 :  

SECTION 1. LEGISLATIVE FINDINGS AND INTENT 

I AGGREE WITH MOST OF THE FINDINGS AND INTENT OF THE LEGISLATURE. 
HOWEVER, I DO NOT AGGREE THAT THE PHARMACIST BE REQUIRED TO 
PROVIDE THE PArIENT A COPY OF THE ORIGINAL MANUFACTURER'S LITERATURE 
AS THE INFORMATION PROVIDED IN THIS l ' ~ ~ ~ ~ ~ ~ u  ARE INTENDED FOR THE 
PRESCRIBING PHYSICIAN AND OTHER HEALTH PROFESSIONALS(PHAl?MACIST, 
NURSES ETC.). DRUG MANUFACTURER'S PROVIDE ONLY  ONE(^) INSERT PER 
CONTAINER FOR ALL LEGEND OR PRESCRIPTION DRUGS. SHOULD FEDERAL 
.GUIDELINE REQUIRE ADDITIONAL INFORMATION FOR PATIENTS, THESE INSERTS 
WILL BE PRINTED IN A FORMAT THAT A PATIENT CAN READILY UNDERSTAND. 

SECTION 2. 

I AGGREE WITH ALL OF THIS SECTION EXCEPT FOR No.9 letter "a". To 
PROVIDE A PATIENT WITH A DRUG MANUFACTURER'S INSERT INTENDED FOR 
PRESCRIBERS OR HEALTH PROFESSIONAL USE CAN CAUSE MORE HARM THAN GOOD 
FOR PATIENTS. 

GENERAL COMMENTS ON BILL 174  

THE BILL AS WRITTEN HAS GOOD MERITS. HOWEVER, THE REQUIREMENT ON PHARMACIST 
TO PROVIDE MORE INFORMATION THAN WHAT PHYSICIANS MAY WANT FOR A PATIENT TO 
RECEIVE FROM PHARMACISTS MUST BE CONSIDERED. I FEEL PHYSICIANS MUST BE 
PROVIDED AN OPPORTUNITY TO COMMENT ON THIS BILL. THE SHORT NOTICE THAT MOST 
OF US RECEIVE ON THIS BILL MAY BE CONSIDERED AND PERHAPS ANOTHER HEARING 
WILL PROVIDE THE LEGISLATORS MORE INFORMATION TO ACT ON THE BILL RESPONSIBLY 
AND CARRY OUT THE INTENT IN PROVIDING BETTER HEALTH CARE FOR ALL PATIENTS. 

L Perezville Pharmacy 
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DEPARTMENT OF PUBLIC HEALTH & SOCIAL &.,VICES 
GOVERNMENT OF GUAM 

ROUTE 10; 123  CHALAN KARETA, MANGILAO 
P.O. BOX 2816 AGANA, GUAM 9 6 9 1 0  

COMMENTS ON BILL 174, AN ACT TO AMEND SECTION 12617.1, CHAPTER 12, 
10 GUAM CODE ANNOTATED TO REQUIRE ALL PHARMACIES TO PROVIDE A 
PRESCRIPTION INCLUDING THE NAME OF THE MEDICATION AND A LISTING OF 
THE SIDE AFFECTS THAT THE MEDICATION OR ANY OF ITS INGREDIENTS MAY 
HAVE ON THE PATIENT FOR WHOM THE DRUGS WERE PRESCRIBED. 

The Department agrees with the intent of Bill 174. At the same 
time, we recognize that handing out a printed sheet of information 
cannot and should not substitute for verbal communication between 
the provider and patient. The National Council on Patient 
Information and Education theme in 1993 was "Talk about 
Prescriptions". The concept includes talking to patients every 
time a medicine is prescribed or dispensed and at other teachable 
moments. 

Pre-printed color labels are available for pharmacies to use that 
- - highlight certain precautions when taking a certain drug. These 

precautionary labels are not only for possible "adverse side 
effectsu but may emphasize when and how to take the medication. 
Can these labels be used in lieu of handing out a printed sheet? 

Prescriptions are given to treat a condition. Disease and illness 
will continue when patients do not follow their treatment as 
prescribed. Therefore, the patient must fully understand the 
benefit of treatment as well. 

Director 
Date 81995 

TEL. N0.:(671) 734-7399/7125/2945 FACSIMILE NO.:(671) 734-5910 TDD 734-7822 Comm4nc~&Nowt 



MAR 1 3  1995 
TWENTY-THIRD GUAM L E G I S L A T W  

1995 (FIRST) REGULAR SESSION ' . e- 

?+(/is -) Bill No. . 
Introduced By: 

AN ACT TO AMEND SECTION 12617.1, CHAPTER 12,lO G 
CODE ANNOTATED TO REQUIRE ALL PHARMACIES TO 
PROVlDE A PRESCRIPTION INFORMATION SHEET OR A P 
OUT OF EACH PRESCRIPTION INCLUDING THE NAME OF i 
MEDICATION, THE INGREDIENTS OF THE MEDICATION AND A 
LISTING OF THE SIDE AFFECTS THAT THE MEDICATION OR 
ANY OF ITS INGREDIENTS MAY HAVE ON THE PATIENT FOR d ' @ WHOM THE DRUGS WERE PRESCRIBED &v, b- .A- > 
BE IT ENACTED BY THE PEOPLE OF THE TERRITORY OF GU 

SECTION 1. LEGISLATIVE FINDINGS AND INTENT. The Guam Legislature rr-; 
finds that most if not all medical prescriptions are written and given to the patient without a 

complete description of the medication included in the prescription, or its side affects. It is the 

intent of the Legislature that all medical prescriptions provided by pharmacies, medical clinics 

or doctors include a description of the contents of the medicine provided in the prescription. 

This break down will be in the form of a printed information sheet or label giving the name of 

the drug or drugs, what ailment the drug or drugs are being used to treat, and some of the 

more common side affects that the drug or drugs are known to cause, how to recognize them, 

and what to do when they occur. In addition, the pharmacist shall upon request make 

available to the patient a copy of the original information sheet provided by the drug 

13 manufacture. 



Medicine Labeling Bill @ 
15 SECTION 2. Section 12617.1, Chapter 12, 10 Guam Code Annotated is amended to 

16 read: 

17 

18 

19 

20 

2 1 

22 

23 

24 

25 

26 

27 

28 

29 

30 

3 1 

32 

33 

34 

35 

36 

37 

38 

"Section 12617.1. Prescription Label Requirements. All dangerous drugs 

dispensed by a pharmacy pursuant to a prescription shall be properly labeled and 

contain the following information: 

g (1) The name, address and phone number of the dispensing pharmacy 

(2) The number under which the prescription is filed in the pharmacy 

(3) The prescribing physician's name 

(4) The name of the person for whom the drug was prescribed 

(5) The date filled 

(6) The name (generic or proprietary) of the medication 

(7) The directions for use 

(8) The date of expiration of the effectiveness of the drug if this 

information is required on the original label of the manufacturer. 

/9) In addition to the above, the patient shall be informed of his right to 

have a c o ~ v  of the drug: manufacturer's original information sheet. 

b, Each vrescri~tion filled bv a pharmacv. medical clinic or doctor will 

~ontain a ~rinted sheet giving the name of the drug. or drugs. what ailment the drug or 

drugs - are being used to treat. and a list of the most common or significant side affect$ 

that the drug or drugs are known to cause." 



Medicine Labeling Bill e 
39 Section 3. Not withstanding any other provisions of law, this Act becomes effective 

40  30 days after enactment. 


