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Ancient symbol associated 
with healing
Contraction of Latin verb 
recipe: take thou or you take
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Prescription

Prescription:
 Verbal, written, or electronic order for a drug issued by a 

licensed, authorized health care provider
 Prescription pad, paper, writing material
 Legend drugs

Prescription vs nonprescription (OTC)
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Electronic Prescriptions

Computer based electronic generation and 
transmission of medical prescription
Must have secure (encrypted) system for electronic 
transmission
Contain electronic signature of prescriber
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Electronic Prescriptions

Benefits
 Improved patient safety and 

quality of care
 Fewer medication errors
 Increased convenience and 

compliance
 Improved drug surveillance
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Electronic Prescribing

Exceptions in NY:
 Compounded drugs
 Nursing homes/residential health care facilities
 Prescribing with long or complicated directions
 Prescribing under research protocol
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Oral Prescription Language Considerations

English MeaningLatinAbbreviation

Before mealsAnte cibuma.c.

After mealsPost cibump.c.

By mouthPer os p.o.

CapsuleCapsulacaps

Suspensionsusp.

TabletTabellatab.

Tablespoonfultbsp.

Teaspoonfultsp
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Oral Prescription Language Considerations

Auxiliary information:
 Take medication until gone
 Take with food
 Avoid alcohol
 Take on an empty stomach
 Take every ___ hours around the clock
 Take 1 hour before or 2 hours after a meal
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Richard Smith, OD
123 Main Street

Every town, Massachusetts 12345
212-123-4567

Name:  Jennifer Jones Date: September 7, 2021
Address:  56 West End Terrace, Boston, MA Age: 35

Rx 

Valacyclovir 500 mg 
One tab po QD 
Disp # 31 (Thirtyone)

Refills: 5 Signature:  (Sign)___________
DAW:___ License Number:   098765
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DRUG OVERVIEW: CLASSIFICATION TO 
TRIALS 
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Clinical Trials

Preclinical trials: 
 Drug synthesis and 
 Animal testing
Clinical Trials 
 Increase number of patients, over years
FDA approval
Post market surveillance
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Generics
Waxman-Hatch Act of 1984 (Drug Price 
Competition and Patent Term Restoration Act)
 Facilitates generic version of brand name 

drugs
 Abbreviated New Drug Application (ANDA)

 Expedited review and approval process for generics
 Repeated of clinical trials not required

 Motivated by cost consideration with quality 
issues
 Addressed bio and therapeutic equivalency
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Generics

Waxman-Hatch Act of 1984 (Drug Price Competition and 
Patent Term Restoration Act). Generics must meet:

1. Same active ingredient as brand
2. Bioequivalency/availability
3. Same pharmaceutical and therapeutic activity
4. Meet FDA standards (stability, purity, strength, quality)
5. Same labeling



NY State Oral Pharmaceuticals Course

Diane T. Adamczyk, OD © 2024 20

Handout 2 - Prescription Considerations

https://www.fda.gov/drugs/buying-using-medicine-safely/generic-drugs (accessed 1-22-22)
What Is the Approval Process for Generic Drugs? | FDA (accessed 1-22-23)
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Biologics vs Biosimilars vs Chemical/Generic Drugs
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CONTROLLED SUBSTANCES
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Controlled substances

Comprehensive Drug Abuse Prevention and Control Act (1970)
 Regulates use of drugs that act on CNS and possess abuse potential, 

and dependency

Drug Enforcement Administration (DEA) number
 Practitioners licensed to prescribe controlled substance must have a 

DEA number
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Drug Enforcement Agency

US Department of Justice law enforcement agency
 Task: enforcing Controlled Substances Act of 1970

DEA number: assigned to health care provider allowing to 
write prescriptions for controlled substances
 Consists of:

 2 letters, 6 numbers, 1 check digit
 1st letter identifies type of registrant
 2nd letter is first letter of registrant’s last name
 7th digit is checksum (calculated number)

 Do not pre-print DEA number on Rx forms
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https://www.meditec.com/blog/dea-numbers-what-do-they-
mean#:~:text=C%20%3D%20Practitioner%20(i.e.%2C%20a,F%20%3D%20Distributor

One: Registrant Type The first letter indicates what type of 
entity registered for the DEA number.
They're coded as follows:
Position Two: Registrant's Last Name
If the registrant is an individual, the second position is the first 
letter of the registrant's last name. 
If the registrant is using a business address instead, the second 
position is a "9" and not a letter.
Positions Three to Eight: 6 Digits that Complete the 
Unique Identifier The next six positions are the digits that 
complete the registrant's unique identifier.
Position Nine: a "Checksum" or Check Digit The last digit of 
the DEA number acts as a validation method—more on this later.
Dashed Suffix: Supervisee Identifier Under certain 
circumstances, multiple individuals can use one DEA number. A 
common example is hospital interns who administer, dispense, or 
prescribe controlled substances under another doctor's 
supervision.
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Controlled Substance Schedule

DescriptionSchedule

Significant abuse&dependency potential
Not commercially available (exception*)

I

Accepted for medical use
High abuse & dependence potential
Strict limitations
Written Rx only
No refills

II

Significant but less abuse & dependency potential
Refilled up to 5x q6mos
May be verbal Rx

III

Relatively low abuse potential 
May be verbal Rx
Refilled up to 5x q6mos

IV

Lower abuse potential
(None common for ophthalmic use)

V
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Controlled Substance Schedule
DrugsDescriptionSchedule

Heroin, LSD, Mescaline
Marijuana (medicinal use)*

Significant abuse&dependency potential
Not commercially available (exception*)

I

Morphine, hydromorphone, codeine, oxycodone, 
methadone, amphetamine, barbiturates, cocaine
Oxycodone+acetaminophen (Percocet)
Oxycodone+aspirin (Percodan-brand d/c)
Hydrocodone+acetaminophen 

Accepted for medical use
High abuse & dependence potential
Strict limitations
Written Rx only
No refills

II

Limited narcotic in combination
Codeine+acetaminophen (Tylenol #3=brand d/c) (Popular 
for ocular use)

Hydrocodone+acetaminophen (Vicodin)

Significant but less abuse & dependency potential
Refilled up to 5x q6mos
May be verbal Rx

III

Propoxyphene (Darvon) (no longer available)
Propoxyphene+acetaminophen (Darvocet) (no longer 
available)
Tramadol

Relatively low abuse potential 
May be verbal Rx
Refilled up to 5x q6mos

IV

Cough suppressant: codeine/guaifenesin 
(Robitussin AC=brand d/c)
Diarrhea: Diphenoxylate/atropine (Lomotil)

Lower abuse potential
(None common for ophthalmic use)

V
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Controlled substances

Schedule I:
 Not commercially available

 Note legal changes to marijuana and FDA considering 
reclassification

 No accepted or approved medical use 
 Significant potential for abuse, dependency
 Heroin, LSD, mescaline
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Electronic Prescribing for Controlled 
Substances (EPCS)
Key EPCS Milestones:
• 2001: Surescripts is founded (for healthcare prescribing)
• 2004: 4% of prescribers e-prescribing 
• 2007: e-prescribing (not EPCS) becomes legal in all 50 states
• 2010: DEA allows prescribers and pharmacies to engage in EPCS
• 2011: 1st EPCS is sent across Surescripts network
• 2015: EPCS becomes legal nationwide. 
• 2021: Centers for Medicare & Medicaid Services (CMS) requires Part D 

providers to use EPCS. 
• 74% of all prescribers are enabled for EPCS. 

• 2022: 35 states mandate EPCS (representing 75% of the U.S. population).
https://surescripts.com/news-center/intelligence-in-action/opioids/electronic-prescribing-for-controlled-
substances-20-years-of-persistence-and-progress (accessed 1-21-23)
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https://surescripts.com/news-center/national-progress-report-2020 (accessed 1-21-23)
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https://surescripts.com/news-center/national-progress-report-2020 (accessed 1-21-23)
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https://surescripts.com/news-center/national-progress-report-2020 (accessed 1-21-23)
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PRESCRIPTION – CONSIDERATIONS



NY State Oral Pharmaceuticals Course

Diane T. Adamczyk, OD © 2024 35

Handout 2 - Prescription Considerations

Patient Education
Purpose
Name of medication
Directions for use
Schedule for use
Duration of treatment
Side effects
Drug interactions
Storage
Miscellaneous (refill, missed dose)
Compliance issues
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DRUG LABELING AND
POPULATION CONSIDERATIONS:
PREGNANCY, LACTATION, FERTILITY, 
PEDIATRIC, GERIATRIC
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Pregnancy Categories (Prior)

Category A: no risk to fetus (Vitamin B6)
Category B: no evidence of risk (Erythromycin, 
brimonidine)
Category C: risk to fetus cannot be ruled out 
(latanoprost)
Category D: risk to fetus, but benefit outweigh risk 
(tetracycline)
Category X: definite fetal risk; avoid



NY State Oral Pharmaceuticals Course

Diane T. Adamczyk, OD © 2024 38

Handout 2 - Prescription Considerations

Pregnancy and Lactation 
Prescription Drug and 
Biological Product Labeling

Updated labeling includes 3 subsections:
 Pregnancy

 Summary of risk
 Data supporting summary
 Prescribing and counseling info (clinical 

considerations)
 Lactation

 Summary of risk
 Data supporting summary
 Prescribing and counseling info (clinical 

considerations)
 Females and Males of Reproductive 

Potential
 Summary of risk
 Data supporting summary
 Prescribing and counseling info (clinical 

considerations)

Subsections must include:
• Summary of the risks using drug 

during pregnancy and 
breastfeeding

• Discussion of the data supporting 
the summary

• Prescribing and counseling 
information to help health care 
provider make clinical 
considerations



NY State Oral Pharmaceuticals Course

Diane T. Adamczyk, OD © 2024 39

Handout 2 - Prescription Considerations

(Pediatric) Dosing Considerations

Conversions
 1kg=2.2 lb
 1 tsp = 5 mL
 1 tbsp = 15 mL
 1 tbsp = 3 tsp
 1 oz – 30 mL = 2 tbsp
 1 cc = 1 mL
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Pediatric Prescribing Considerations
Pediatric Age

Neonates: newborn to 1 month

Infants: 1 month – 2 years

Children: 2 years – 12 years

Adolescents: 12 years – 16 years

https://www.fda.gov/drugs/data-standards-
manual-monographs/pediatric-exclusivity-study-
age-group

Pediatric cohorts

Neonates -- birth to < 1 month

Infants -- age 1 month to < 2 years

Children -- ages 2 to < 12 years

Adolescents -- ages 12 to < 17 years

https://www.accessdata.fda.gov/scripts/cderworld/
index.cfm?action=newdrugs:main&unit=4&lesson
=1&topic=5

Federal Food, Drug and Cosmetic Act defines 
pediatric persons age 21 and younger

Neonates: birth to 28 days

Infants: 29 days to <2 years

Children: 2 years to <12 years

Adolescents: 12-21 (up to but not including 22nd

birthday)

https://www.fda.gov/medical-devices/products-
and-medical-procedures/pediatric-medical-devices 
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Available tablet: 250mg/125mg; 500mg/125mg; 875mg/125mg
Available Chewable: 200mg/28.5 or 400mg/57mg
Available Susp: 125mg/31.25mg/5mL susp ; 200mg/28.5mg per 5ml; 
250mg/62.5mg per 5ml (more)

Preseptal Cellulitis (Children): 

Amoxicillin/clavulanate:  
25-45mg/kg/day in 2 divided 
doses (q12h)

Pediatric Dosing Case Example:
A 56lb 10 year old female, 57 inches tall, (BSA = 1.05) is given amoxicillin/clavulanate for a preseptal cellulitis.  
The adult dosage of amoxicillin/clavulanate is 875/125 mg BID. 
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Formula Calculations Do Exist….. 
Pediatric Dosing Considerations: Example

A 56lb (25.45kg) 10 year old female, 57 inches tall, (BSA = 1.05) is given amoxicillin/clavulanate for a 
preseptal cellulitis.  The adult dosage of amoxicillin/clavulanate is 875/125 mg BID. (The drug comes in
Chewable: 200mg/28.5 or 400mg/57mg OR Tab: 250/125mg,500/125mg; 875/125mg). Following is the 
dosage based on various dosage formulas:

• Clark:
• Adult dose x lb/150 (or kg/70)
• 875mg x 56/150=133 mg >>>326mg>>>???BID

• Young:  
• Adult dose x Age (years)/Age+12
• 875mg x 10/(10+12)=398mg>>>400mg/57mg BID chewable

• Based on BSA:
• (Child’s BSA/1.7m2 ) X adult dose
• (1.05/1.7) X 875 = 540 mg >>>???BID 

• Based on calculation:
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Preseptal Cellulitis (Children): Amoxicillin/clavulanate:  25-45mg/kg/day in 2 divided doses (q12h)
Available Susp: 125mg/31.25mg/5mL susp ;

-56 lb child = 25.4 kg>>>>Rx: 30 mg/kg/day divided q12h 
Rx: 30.48 mL (total per day)/2(BID)=15.24mL BID (=1 tablespoon BID) of 125mg/31.25mg/5mL susp
(15.24mL~3.1 teaspoon=1 tablespoon)
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Product Information Sheets
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Drug References
Epocrates (epocrates.com)
Physician Desk Reference (PDR.net)
Drugs.com
Product/Prescribing information 
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