[[NOT SUBMITTED] |

Patient CaseBook requested by User: "gmedina'" in role: "Trial Manager (Celerion)"

Trial: VLN, Version: MSC006 Patient Type: Patient Version Date: 02/22/2019
Site: N/A Patient: N/A Date Generated:03/13/2019

Trial [] SAS:[Name=TRIAL]

Trial Name o I ;
[Trial Name] SAS:[Name=TRNAME, Type=Char(50)]

Trial Number o I .
[Trial Number] SAS:[Name=TRNO, Type=Char(50)]

Trial Caption © I i .
[Trial Caption] SAS:[Name=TRIALC, Type=Char(50)]

Sponsor o |
[Sponsor] SAS:[Name=TRSPON, Type=Char(50)]

| BE
Start Date ¥ DD/MON/YYYY(EN)
[Start Date] SAS:[Name=TRSTDT, Type=Char(10)]

| @
End Date ¥ DD/MON/YYYY(EN)
[End Date] SAS:[Name=TRSPDT, Type=Char(10)]

Email From Name 4 I ;
[Email From Name] SAS:[Name=TREFN, Type=Char(50)]

Email From ° |
Address [Email From Address] SAS:[Name=TREFA, Type=Char(50)]

Export Password 4 |
[Export Password] SAS:[Name=TREXPP, Type=Char(50)]

10. Trial Time Zone @ [Trial Time Zone] SAS:[Name=TRTMZN, Type=Char(65)]
{TIMEZONE}

Message of the

11. Day

o
[Message of the Day] SAS:[Name=TRMSG, Type=Char(200)]

TIMEZONE
(GMT-12:00) International Date Line West (GMT-12:00) International Date Line West

(UTC-11:00) Coordinated Universal Time-11 (UTC-11:00) Coordinated Universal Time-11
(GMT-10:00) Aleutian Islands (GMT-10:00) Aleutian Islands
(GMT-10:00) Hawaii (GMT-10:00) Hawaii
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(GMT-09:00) Alaska

(UTC-09:00) Coordinated Universal Time-09
(GMT-09:30) Marquesas Islands
(GMT-08:00) Pacific Time (US & Canada)
(GMT-08:00) Baja California

(UTC-08:00) Coordinated Universal Time-08
(GMT-07:00) Mountain Time (US & Canada)
(GMT-07:00) Chihuahua, La Paz, Mazatlan
(GMT-07:00) Arizona

(GMT-06:00) Saskatchewan

(GMT-06:00) Central America

(GMT-06:00) Central Time (US & Canada)
(GMT-06:00) Guadalajara, Mexico City, Monterrey
(GMT-06:00) Easter Island

(GMT-05:00) Havana

(GMT-05:00) Eastern Time (US & Canada)
(GMT-05:00) Chetumal

(GMT-05:00) Haiti

(GMT-05:00) Bogota, Lima, Quito, Rio Branco
(GMT-05:00) Turks and Caicos
(GMT-05:00) Indiana (East)

(GMT-04:00) Atlantic Time (Canada)

(GMT-04:00) Cuiaba

(GMT-04:00) Santiago

(GMT-04:00) Asuncion

(GMT-04:00) Georgetown, La Paz, Manaus, San Juan
(GMT-04:00) Caracas

(GMT-03:00) City of Buenos Aires
(GMT-03:00) Salvador

(GMT-03:00) Brasilia

(GMT-03:00) Greenland

(GMT-03:00) Punta Arenas
(GMT-03:00) Montevideo

(GMT-03:00) Cayenne, Fortaleza
(GMT-03:00) Saint Pierre and Miquelon

(GMT-03:00) Araguaina

(GMT-09:00) Alaska

(UTC-09:00) Coordinated Universal Time-09
(GMT-09:30) Marquesas Islands
(GMT-08:00) Pacific Time (US & Canada)
(GMT-08:00) Baja California

(UTC-08:00) Coordinated Universal Time-08
(GMT-07:00) Mountain Time (US & Canada)
(GMT-07:00) Chihuahua, La Paz, Mazatlan
(GMT-07:00) Arizona

(GMT-06:00) Saskatchewan

(GMT-06:00) Central America

(GMT-06:00) Central Time (US & Canada)
(GMT-06:00) Guadalajara, Mexico City, Monterrey
(GMT-06:00) Easter Island

(GMT-05:00) Havana

(GMT-05:00) Eastern Time (US & Canada)
(GMT-05:00) Chetumal

(GMT-05:00) Haiti

(GMT-05:00) Bogota, Lima, Quito, Rio Branco
(GMT-05:00) Turks and Caicos
(GMT-05:00) Indiana (East)

(GMT-04:00) Atlantic Time (Canada)
(GMT-04:00) Cuiaba

(GMT-04:00) Santiago

(GMT-04:00) Asuncion

(GMT-04:00) Georgetown, La Paz, Manaus, San Juan
(GMT-04:00) Caracas

(GMT-03:00) City of Buenos Aires
(GMT-03:00) Salvador

(GMT-03:00) Brasilia

(GMT-03:00) Greenland

(GMT-03:00) Punta Arenas

(GMT-03:00) Montevideo

(GMT-03:00) Cayenne, Fortaleza
(GMT-03:00) Saint Pierre and Miquelon

(GMT-03:00) Araguaina
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(GMT-03:30) Newfoundland

(GMT-02:00) Mid-Atlantic - Old

(UTC-02:00) Coordinated Universal Time-02
(GMT-01:00) Azores

(GMT-01:00) Cabo Verde Is.

(UTC) Coordinated Universal Time

(GMT+00:00) Dublin, Edinburgh, Lisbon, London
(GMT+00:00) Monrovia, Reykjavik
(GMT+00:00) Casablanca

(GMT+01:00) Belgrade, Bratislava, Budapest, Ljubljana,
Prague

(GMT+01:00) Sarajevo, Skopje, Warsaw, Zagreb
(GMT+01:00) Brussels, Copenhagen, Madrid, Paris
(GMT+01:00) Sao Tome

(GMT+01:00) West Central Africa

(GMT+01:00) Amsterdam, Berlin, Bern, Rome,
Stockholm, Vienna

(GMT+02:00) Chisinau

(GMT+02:00) Cairo

(GMT+02:00) Helsinki, Kyiv, Riga, Sofia, Tallinn, Vilnius
(GMT+02:00) Athens, Bucharest

(GMT+02:00) Jerusalem

(GMT+02:00) Amman

(GMT+02:00) Tripoli

(GMT+02:00) Beirut
(GMT+01:00) Windhoek
(GMT+02:00) Kaliningrad
(GMT+02:00) Harare, Pretoria
(GMT+02:00) Khartoum
(GMT+02:00) Damascus
(GMT+02:00) Gaza, Hebron
(GMT+03:00) Kuwait, Riyadh
(GMT+03:00) Baghdad
(GMT+03:00) Minsk
(GMT+03:00) Nairobi
(GMT+03:00) Moscow, St. Petersburg, Volgograd

(GMT+03:00) Istanbul

(GMT-03:30) Newfoundland

(GMT-02:00) Mid-Atlantic - Old

(UTC-02:00) Coordinated Universal Time-02
(GMT-01:00) Azores

(GMT-01:00) Cabo Verde Is.

(UTC) Coordinated Universal Time

(GMT+00:00) Dublin, Edinburgh, Lisbon, London
(GMT+00:00) Monrovia, Reykjavik
(GMT+00:00) Casablanca

(GMT+01:00) Belgrade, Bratislava, Budapest, Ljubljana,
Prague

(GMT+01:00) Sarajevo, Skopje, Warsaw, Zagreb
(GMT+01:00) Brussels, Copenhagen, Madrid, Paris
(GMT+01:00) Sao Tome

(GMT+01:00) West Central Africa

(GMT+01:00) Amsterdam, Berlin, Bern, Rome,
Stockholm, Vienna

(GMT+02:00) Chisinau

(GMT+02:00) Cairo

(GMT+02:00) Helsinki, Kyiv, Riga, Sofia, Tallinn, Vilnius
(GMT+02:00) Athens, Bucharest

(GMT+02:00) Jerusalem

(GMT+02:00) Amman

(GMT+02:00) Tripoli

(GMT+02:00) Beirut

(GMT+02:00) Windhoek

(GMT+02:00) Kaliningrad

(GMT+02:00) Harare, Pretoria

(GMT+02:00) Khartoum

(GMT+02:00) Damascus

(GMT+02:00) Gaza, Hebron

(GMT+03:00) Kuwait, Riyadh

(GMT+03:00) Baghdad

(GMT+03:00) Minsk

(GMT+03:00) Nairobi

(GMT+03:00) Moscow, St. Petersburg, Volgograd
(GMT+03:00) Istanbul
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(GMT+03:30) Tehran

(GMT+04:00) Abu Dhabi, Muscat
(GMT+04:00) Astrakhan, Ulyanovsk
(GMT+04:00) Baku

(GMT+04:00) Yerevan
(GMT+04:00) Thilisi

(GMT+04:00) Port Louis
(GMT+04:00) Izhevsk, Samara
(GMT+04:00) Saratov
(GMT+04:30) Kabul

(GMT+05:00) Islamabad, Karachi
(GMT+05:00) Ekaterinburg
(GMT+05:00) Ashgabat, Tashkent
(GMT+05:30) Chennai, Kolkata, Mumbai, New Delhi
(GMT+05:30) Sri Jayawardenepura
(GMT+05:45) Kathmandu
(GMT+06:00) Dhaka

(GMT+06:00) Astana

(GMT+06:00) Omsk

(GMT+06:30) Yangon (Rangoon)
(GMT+07:00) Barnaul, Gorno-Altaysk

(GMT+07:00) Novosibirsk

(GMT+07:00) Krasnoyarsk

(GMT+07:00) Bangkok, Hanoi, Jakarta
(GMT+07:00) Tomsk

(GMT+07:00) Hovd

(GMT+08:00) Beijing, Chongqing, Hong Kong, Urumqi
(GMT+08:00) Kuala Lumpur, Singapore
(GMT+08:00) Irkutsk

(GMT+08:00) Taipei

(GMT+08:00) Ulaanbaatar
(GMT+08:00) Perth

(GMT+08:30) Pyongyang

(GMT+08:45) Eucla

(GMT+09:00) Seoul

(GMT+09:00) Yakutsk

(GMT+03:30) Tehran

(GMT+04:00) Abu Dhabi, Muscat
(GMT+04:00) Astrakhan, Ulyanovsk
(GMT+04:00) Baku

(GMT+04:00) Yerevan

(GMT+04:00) Thilisi

(GMT+04:00) Port Louis

(GMT+04:00) Izhevsk, Samara
(GMT+04:00) Saratov

(GMT+04:30) Kabul

(GMT+05:00) Islamabad, Karachi
(GMT+05:00) Ekaterinburg
(GMT+05:00) Ashgabat, Tashkent
(GMT+05:30) Chennai, Kolkata, Mumbai, New Delhi
(GMT+05:30) Sri Jayawardenepura
(GMT+05:45) Kathmandu
(GMT+06:00) Dhaka

(GMT+06:00) Astana

(GMT+06:00) Omsk

(GMT+06:30) Yangon (Rangoon)
(GMT+07:00) Barnaul, Gorno-Altaysk
(GMT+07:00) Novosibirsk
(GMT+07:00) Krasnoyarsk
(GMT+07:00) Bangkok, Hanoi, Jakarta
(GMT+07:00) Tomsk

(GMT+07:00) Hovd

(GMT+08:00) Beijing, Chongqing, Hong Kong, Urumqji
(GMT+08:00) Kuala Lumpur, Singapore
(GMT+08:00) Irkutsk

(GMT+08:00) Taipei

(GMT+08:00) Ulaanbaatar
(GMT+08:00) Perth

(GMT+08:30) Pyongyang
(GMT+08:45) Eucla

(GMT+09:00) Seoul

(GMT+09:00) Yakutsk
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(GMT+09:00) Osaka, Sapporo, Tokyo
(GMT+09:00) Chita

(GMT+09:30) Darwin

(GMT+09:30) Adelaide

(GMT+10:00) Canberra, Melbourne, Sydney
(GMT+10:00) Brisbane

(GMT+10:00) Vladivostok

(GMT+10:00) Hobart

(GMT+10:00) Guam, Port Moresby
(GMT+10:30) Lord Howe Island
(GMT+11:00) Bougainville Island
(GMT+11:00) Solomon Is., New Caledonia
(GMT+11:00) Magadan

(GMT+11:00) Norfolk Island

(GMT+11:00) Chokurdakh

(GMT+11:00) Sakhalin

(GMT+12:00) Fiji

(GMT+12:00) Petropavlovsk-Kamchatsky - Old
(GMT+12:00) Auckland, Wellington
(GMT+12:00) Anadyr, Petropavlovsk-Kamchatsky
(UTC+12:00) Coordinated Universal Time+12
(GMT+12:45) Chatham Islands
(GMT+13:00) Samoa

(GMT+13:00) Nuku alofa

(UTC+13:00) Coordinated Universal Time+13

(GMT+14:00) Kiritimati Island

(GMT+09:00) Osaka, Sapporo, Tokyo
(GMT+09:00) Chita

(GMT+09:30) Darwin

(GMT+09:30) Adelaide

(GMT+10:00) Canberra, Melbourne, Sydney
(GMT+10:00) Brisbane

(GMT+10:00) Vladivostok

(GMT+10:00) Hobart

(GMT+10:00) Guam, Port Moresby
(GMT+10:30) Lord Howe Island
(GMT+11:00) Bougainville Island
(GMT+11:00) Solomon Is., New Caledonia
(GMT+11:00) Magadan

(GMT+11:00) Norfolk Island
(GMT+11:00) Chokurdakh

(GMT+11:00) Sakhalin

(GMT+12:00) Fiji

(GMT+12:00) Petropavlovsk-Kamchatsky - Old

(GMT+12:00) Auckland, Wellington

(GMT+12:00) Anadyr, Petropavlovsk-Kamchatsky
(UTC+12:00) Coordinated Universal Time+12
(GMT+12:45) Chatham Islands

(GMT+13:00) Samoa

(GMT+13:00) Nuku alofa

(UTC+13:00) Coordinated Universal Time+13

(GMT+14:00) Kiritimati Island
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|DM=Demographics |

Trial Site Setup & Information [] SAS:[Name=SITE]

1. Site Name 0 I [+]

[Site Name] SAS:[Name=STNAME, Type=Char(50)]
, [sED ]

2. Site Number o (+)
[Site Number] SAS:[Name=STNO, Type=Num(8)]

3. Site Caption o I ; i +]
[Site Caption] SAS:[Name=SITEC, Type=Char(50)]

4. Address 1 ¢ I +)
[Address 1] SAS:[Name=STADDA, Type=Char(50)]

5. Address 2 o | L+
[Address 2] SAS:[Name=STADDB, Type=Char(50)]

6. City o I . (+)
[City] SAS:[Name=STCITY, Type=Char(50)]

7. State ¢ I +)
[State] SAS: [Name=STATE, Type=Char(50)]

8. Postal Code 12 I (+]
[Postal Code] SAS:[Name=STZIP, Type=Char(50)]
|

9. Country ® [Country] SAS:[Name=STCTRY, Type=Char(50)] o
{COUNTRY}

_ |

10. Time Zone ® [Time Zone] SAS:[Name=STTMZN, Type=Char(65)] L+
{TIMEZONE}

1. Contact First ° | o

" Name [Contact First Name] SAS:[Name=STCFN, Type=Char(50)]
12 Contact Last o | .
" Name [Contact Last Name] SAS:[Name=STCLN, Type=Char(50)]

13. Phone o I (+)
[Phone] SAS:[Name=STCPH, Type=Char(50)]

14. Target Enroll ¢ I +)
[Target Enroll] SAS:[Name=TGENRL, Type=Num(8)]

E
15. Target Enroll Date ¢ DD/MON/YYYY(EN) L+

[Target Enroll Date] SAS:[Name=TRGTDT, Type=Char(10)]

COUNTRY
UNITED STATES UNITED STATES

AFGHANISTAN AFGHANISTAN

ALAND ISLANDS ALAND ISLANDS
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ALBANIA
ALGERIA
AMERICAN SAMOA
ANDORRA
ANGOLA
ANGUILLA
ANTARCTICA
ANTIGUA AND BARBUDA
ARGENTINA
ARMENIA
ARUBA
AUSTRALIA
AUSTRIA
AZERBAIJAN
BAHAMAS
BAHRAIN
BANGLADESH
BARBADOS
BELARUS
BELGIUM
BELIZE
BENIN
BERMUDA
BHUTAN

BOLIVIA, PLURINATIONAL STATE OF

BOSNIA AND HERZEGOVINA

BOTSWANA
BOUVET ISLAND
BRAZIL

BRITISH INDIAN OCEAN TERRITORY

BRUNEI DARUSSALAM
BULGARIA

BURKINA FASO
BURUNDI

CAMBODIA
CAMEROON

ALBANIA
ALGERIA
AMERICAN SAMOA
ANDORRA
ANGOLA
ANGUILLA
ANTARCTICA
ANTIGUA AND BARBUDA
ARGENTINA
ARMENIA
ARUBA
AUSTRALIA
AUSTRIA
AZERBAIJAN
BAHAMAS
BAHRAIN
BANGLADESH
BARBADOS
BELARUS
BELGIUM
BELIZE
BENIN
BERMUDA
BHUTAN

BOLIVIA, PLURINATIONAL STATE OF
BOSNIA AND HERZEGOVINA

BOTSWANA
BOUVET ISLAND
BRAZIL

BRITISH INDIAN OCEAN TERRITORY

BRUNEI DARUSSALAM
BULGARIA

BURKINA FASO
BURUNDI

CAMBODIA
CAMEROON
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CANADA

CAPE VERDE

CAYMAN ISLANDS
CENTRAL AFRICAN REPUBLIC
CHAD

CHILE

CHINA

CHRISTMAS ISLAND
COCOS (KEELING) ISLANDS
COLOMBIA

COMOROS

CONGO

CONGO, THE DEMOCRATIC REPUBLIC OF THE

COOK ISLANDS
COSTA RICA

COTE DIVOIRE
CROATIA

CUBA

CYPRUS

CZECH REPUBLIC
DENMARK

DJIBOUTI

DOMINICA
DOMINICAN REPUBLIC
ECUADOR

EGYPT

EL SALVADOR
EQUATORIAL GUINEA
ERITREA

ESTONIA

ETHIOPIA

FALKLAND ISLANDS (MALVINAS)

FAROE ISLANDS
FLJI

FINLAND
FRANCE

CANADA

CAPE VERDE

CAYMAN ISLANDS
CENTRAL AFRICAN REPUBLIC
CHAD

CHILE

CHINA

CHRISTMAS ISLAND
COCOS (KEELING) ISLANDS
COLOMBIA

COMOROS

CONGO

CONGO, THE DEMOCRATIC REPUBLIC OF THE

COOK ISLANDS
COSTA RICA

COTE DIVOIRE
CROATIA

CUBA

CYPRUS

CZECH REPUBLIC
DENMARK

DJIBOUTI

DOMINICA
DOMINICAN REPUBLIC
ECUADOR

EGYPT

EL SALVADOR
EQUATORIAL GUINEA
ERITREA

ESTONIA

ETHIOPIA

FALKLAND ISLANDS (MALVINAS)

FAROE ISLANDS
FLJI

FINLAND
FRANCE

Page 8 of 100



FRENCH GUIANA

FRENCH POLYNESIA

FRENCH SOUTHERN TERRITORIES
GABON

GAMBIA

GEORGIA

GERMANY

GHANA

GIBRALTAR

GREECE

GREENLAND

GRENADA

GUADELOUPE

GUAM

GUATEMALA

GUERNSEY

GUINEA

GUINEA-BISSAU

GUYANA

HAITI

HEARD ISLAND AND MCDONALD ISLANDS
HOLY SEE (VATICAN CITY STATE)
HONDURAS

HONG KONG

HUNGARY

ICELAND

INDIA

INDONESIA

IRAN, ISLAMIC REPUBLIC OF

IRAQ

IRELAND
ISLE OF MAN
ISRAEL
ITALY
JAMAICA
JAPAN

FRENCH GUIANA

FRENCH POLYNESIA
FRENCH SOUTHERN TERRITORIES
GABON

GAMBIA

GEORGIA

GERMANY

GHANA

GIBRALTAR

GREECE

GREENLAND

GRENADA

GUADELOUPE

GUAM

GUATEMALA

GUERNSEY

GUINEA

GUINEA-BISSAU

GUYANA

HAITI

HEARD ISLAND AND MCDONALD ISLANDS
HOLY SEE (VATICAN CITY STATE)
HONDURAS

HONG KONG

HUNGARY

ICELAND

INDIA

INDONESIA

IRAN, ISLAMIC REPUBLIC OF
IRAQ

IRELAND

ISLE OF MAN

ISRAEL

ITALY

JAMAICA

JAPAN
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JERSEY

JORDAN

KAZAKHSTAN

KENYA

KIRIBATI

KOREA, DEMOCRATIC PEOPLES REPUBLIC OF
KOREA, DEMOCRATIC PEOPLES REPU
KOREA, REPUBLIC OF

KUWAIT

KYRGYZSTAN

LAO PEOPLES DEMOCRATIC REPUBLIC
LAO PEOPLES DEMOCRATIC REPUBLI
LATVIA

LEBANON

LESOTHO

LIBERIA

LIBYAN ARAB JAMAHIRIYA
LIECHTENSTEIN

LITHUANIA

LUXEMBOURG

MACAO

JERSEY

JORDAN

KAZAKHSTAN

KENYA

KIRIBATI

KOREA, DEMOCRATIC PEOPLES REPUBLIC OF
KOREA, DEMOCRATIC PEOPLES REPUBLIC OF
KOREA, REPUBLIC OF

KUWAIT

KYRGYZSTAN

LAO PEOPLES DEMOCRATIC REPUBLIC
LAO PEOPLES DEMOCRATIC REPUBLIC
LATVIA

LEBANON

LESOTHO

LIBERIA

LIBYAN ARAB JAMAHIRIYA
LIECHTENSTEIN

LITHUANIA

LUXEMBOURG

MACAO

WG IO R no et v anie o et i fie MACEDONIA, THE FORMER YUGOSLAYV REPUBLIC
(0)3) OF

MACEDONIA, THE FORMER YUGOSLAV MACEDONIA, THE FORMER YUGOSLAV REPUBLIC

MADAGASCAR
MALAWI

MALAYSIA
MALDIVES

MALI

MALTA

MARSHALL ISLANDS

MARTINIQUE

MAURITANIA

MAURITIUS

MAYOTTE

MEXICO

MICRONESIA, FEDERATED STATES OF

MADAGASCAR
MALAWI

MALAYSIA
MALDIVES

MALI

MALTA

MARSHALL ISLANDS
MARTINIQUE
MAURITANIA
MAURITIUS
MAYOTTE

MEXICO
MICRONESIA, FEDERATED STATES OF
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MOLDOVA, REPUBLIC OF
MONACO

MONGOLIA
MONTENEGRO
MONTSERRAT
MOROCCO
MOZAMBIQUE
MYANMAR

NAMIBIA

NAURU

NEPAL

NETHERLANDS
NETHERLANDS ANTILLES
NEW CALEDONIA

NEW ZEALAND
NICARAGUA

NIGER

NIGERIA

NIUE

NORFOLK ISLAND
NORTHERN MARIANA ISLANDS
NORWAY

OMAN

PAKISTAN

PALAU

PALESTINIAN TERRITORY, OCCUPIED
PANAMA

PAPUA NEW GUINEA
PARAGUAY

PERU

PHILIPPINES

PITCAIRN

POLAND

PORTUGAL

PUERTO RICO

QATAR

MOLDOVA, REPUBLIC OF
MONACO

MONGOLIA
MONTENEGRO
MONTSERRAT
MOROCCO
MOZAMBIQUE
MYANMAR

NAMIBIA

NAURU

NEPAL

NETHERLANDS
NETHERLANDS ANTILLES
NEW CALEDONIA

NEW ZEALAND
NICARAGUA

NIGER

NIGERIA

NIUE

NORFOLK ISLAND
NORTHERN MARIANA ISLANDS
NORWAY

OMAN

PAKISTAN

PALAU

PALESTINIAN TERRITORY, OCCUPIED
PANAMA

PAPUA NEW GUINEA
PARAGUAY

PERU

PHILIPPINES

PITCAIRN

POLAND

PORTUGAL

PUERTO RICO

QATAR
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REUNION

ROMANIA

RUSSIAN FEDERATION
RWANDA

SAINT BARTHELEMY
SAINT HELENA

SAINT KITTS AND NEVIS
SAINT LUCIA

SAINT MARTIN

SAINT PIERRE AND MIQUELON

SAINT VINCENT AND THE GRENADINES
SAMOA

SAN MARINO

SAO TOME AND PRINCIPE
SAUDI ARABIA

SENEGAL

SERBIA

SEYCHELLES

SIERRA LEONE
SINGAPORE

SLOVAKIA

SLOVENIA

SOLOMON ISLANDS
SOMALIA

SOUTH AFRICA

SOUTH GEORGIA AND THE SOUTH SANDWICH
ISLANDS

SPAIN

SRI LANKA

SUDAN

SURINAME

SVALBARD AND JAN MAYEN
SWAZILAND

SWEDEN

SWITZERLAND

SYRIAN ARAB REPUBLIC
TAIWAN, PROVINCE OF CHINA

REUNION

ROMANIA

RUSSIAN FEDERATION
RWANDA

SAINT BARTHELEMY
SAINT HELENA

SAINT KITTS AND NEVIS
SAINT LUCIA

SAINT MARTIN

SAINT PIERRE AND MIQUELON
SAINT VINCENT AND THE GRENADINES
SAMOA

SAN MARINO

SAO TOME AND PRINCIPE
SAUDI ARABIA

SENEGAL

SERBIA

SEYCHELLES

SIERRA LEONE
SINGAPORE

SLOVAKIA

SLOVENIA

SOLOMON ISLANDS
SOMALIA

SOUTH AFRICA

SOUTH GEORGIA AND THE SOUTH SANDWICH
ISLANDS

SPAIN

SRI LANKA

SUDAN

SURINAME

SVALBARD AND JAN MAYEN
SWAZILAND

SWEDEN

SWITZERLAND

SYRIAN ARAB REPUBLIC
TAIWAN, PROVINCE OF CHINA
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TAJIKISTAN
TANZANIA, UNITED REPUBLIC OF
THAILAND

TIMOR-LESTE

TOGO

TOKELAU

TONGA

TRINIDAD AND TOBAGO

TUNISIA

TURKEY

TURKMENISTAN

TURKS AND CAICOS ISLANDS
TUVALU

UGANDA

UKRAINE

UNITED ARAB EMIRATES

UNITED KINGDOM

UNITED STATES MINOR OUTLYING ISLANDS
URUGUAY

UZBEKISTAN

VANUATU

VATICAN CITY STATE
VENEZUELA, BOLIVARIAN REPUBLIC OF
VIET NAM

VIRGIN ISLANDS, BRITISH
VIRGIN ISLANDS, U.S.

VIRGIN ISLANDS (U_S )

WALLIS AND FUTUNA

WESTERN SAHARA

YEMEN

YUGOSLAVIA

ZAIRE

ZAMBIA

ZIMBABWE

Other
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TAJIKISTAN

TANZANIA, UNITED REPUBLIC OF

THAILAND

TIMOR-LESTE

TOGO

TOKELAU

TONGA

TRINIDAD AND TOBAGO
TUNISIA

TURKEY

TURKMENISTAN

TURKS AND CAICOS ISLANDS
TUVALU

UGANDA

UKRAINE

UNITED ARAB EMIRATES
UNITED KINGDOM
UNITED STATES MINOR OUTLYING ISLANDS
URUGUAY

UZBEKISTAN

VANUATU

VATICAN CITY STATE
VENEZUELA, BOLIVARIAN REPUBLIC OF
VIET NAM

VIRGIN ISLANDS, BRITISH
VIRGIN ISLANDS, U.S.
VIRGIN ISLANDS (U.S.)
WALLIS AND FUTUNA
WESTERN SAHARA
YEMEN

YUGOSLAVIA

ZAIRE

ZAMBIA

ZIMBABWE

Other




(GMT-12:00) International Date Line West
(UTC-11:00) Coordinated Universal Time-11
(GMT-10:00) Aleutian Islands

(GMT-10:00) Hawaii

(GMT-09:00) Alaska

(UTC-09:00) Coordinated Universal Time-09
(GMT-09:30) Marquesas Islands
(GMT-08:00) Pacific Time (US & Canada)
(GMT-08:00) Baja California

(UTC-08:00) Coordinated Universal Time-08
(GMT-07:00) Mountain Time (US & Canada)
(GMT-07:00) Chihuahua, La Paz, Mazatlan
(GMT-07:00) Arizona

(GMT-06:00) Saskatchewan

(GMT-06:00) Central America

(GMT-06:00) Central Time (US & Canada)
(GMT-06:00) Guadalajara, Mexico City, Monterrey
(GMT-06:00) Easter Island

(GMT-05:00) Havana

(GMT-05:00) Eastern Time (US & Canada)
(GMT-05:00) Chetumal

(GMT-05:00) Haiti

(GMT-05:00) Bogota, Lima, Quito, Rio Branco

(GMT-05:00) Turks and Caicos
(GMT-05:00) Indiana (East)
(GMT-04:00) Atlantic Time (Canada)
(GMT-04:00) Cuiaba

(GMT-04:00) Santiago

(GMT-04:00) Asuncion

(GMT-04:00) Georgetown, La Paz, Manaus, San Juan
(GMT-04:00) Caracas

(GMT-03:00) City of Buenos Aires
(GMT-03:00) Salvador

(GMT-03:00) Brasilia

(GMT-03:00) Greenland
(GMT-03:00) Punta Arenas

(GMT-12:00) International Date Line West
(UTC-11:00) Coordinated Universal Time-11
(GMT-10:00) Aleutian Islands

(GMT-10:00) Hawaii

(GMT-09:00) Alaska

(UTC-09:00) Coordinated Universal Time-09
(GMT-09:30) Marquesas Islands
(GMT-08:00) Pacific Time (US & Canada)
(GMT-08:00) Baja California

(UTC-08:00) Coordinated Universal Time-08
(GMT-07:00) Mountain Time (US & Canada)
(GMT-07:00) Chihuahua, La Paz, Mazatlan
(GMT-07:00) Arizona

(GMT-06:00) Saskatchewan

(GMT-06:00) Central America

(GMT-06:00) Central Time (US & Canada)
(GMT-06:00) Guadalajara, Mexico City, Monterrey
(GMT-06:00) Easter Island

(GMT-05:00) Havana

(GMT-05:00) Eastern Time (US & Canada)
(GMT-05:00) Chetumal

(GMT-05:00) Haiti

(GMT-05:00) Bogota, Lima, Quito, Rio Branco
(GMT-05:00) Turks and Caicos
(GMT-05:00) Indiana (East)

(GMT-04:00) Atlantic Time (Canada)
(GMT-04:00) Cuiaba

(GMT-04:00) Santiago

(GMT-04:00) Asuncion

(GMT-04:00) Georgetown, La Paz, Manaus, San Juan
(GMT-04:00) Caracas

(GMT-03:00) City of Buenos Aires
(GMT-03:00) Salvador

(GMT-03:00) Brasilia

(GMT-03:00) Greenland

(GMT-03:00) Punta Arenas
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(GMT-03:00) Montevideo

(GMT-03:00) Cayenne, Fortaleza
(GMT-03:00) Saint Pierre and Miquelon
(GMT-03:00) Araguaina

(GMT-03:30) Newfoundland

(GMT-02:00) Mid-Atlantic - Old
(UTC-02:00) Coordinated Universal Time-02
(GMT-01:00) Azores

(GMT-01:00) Cabo Verde Is.

(UTC) Coordinated Universal Time
(GMT+00:00) Dublin, Edinburgh, Lisbon, London
(GMT+00:00) Monrovia, Reykjavik
(GMT+00:00) Casablanca

(GMT+01:00) Belgrade, Bratislava, Budapest, Ljubljana,
Prague

(GMT+01:00) Sarajevo, Skopje, Warsaw, Zagreb
(GMT+01:00) Brussels, Copenhagen, Madrid, Paris
(GMT+01:00) Sao Tome

(GMT+01:00) West Central Africa

(GMT+01:00) Amsterdam, Berlin, Bern, Rome,
Stockholm, Vienna

(GMT+02:00) Chisinau

(GMT+02:00) Cairo

(GMT+02:00) Helsinki, Kyiv, Riga, Sofia, Tallinn, Vilnius
(GMT+02:00) Athens, Bucharest

(GMT+02:00) Jerusalem

(GMT+02:00) Amman

(GMT+02:00) Tripoli

(GMT+02:00) Beirut

(GMT+01:00) Windhoek

(GMT+02:00) Kaliningrad

(GMT+02:00) Harare, Pretoria
(GMT+02:00) Khartoum
(GMT+02:00) Damascus
(GMT+02:00) Gaza, Hebron
(GMT+03:00) Kuwait, Riyadh
(GMT+03:00) Baghdad

(GMT-03:00) Montevideo

(GMT-03:00) Cayenne, Fortaleza
(GMT-03:00) Saint Pierre and Miquelon
(GMT-03:00) Araguaina

(GMT-03:30) Newfoundland

(GMT-02:00) Mid-Atlantic - Old
(UTC-02:00) Coordinated Universal Time-02
(GMT-01:00) Azores

(GMT-01:00) Cabo Verde Is.

(UTC) Coordinated Universal Time
(GMT+00:00) Dublin, Edinburgh, Lisbon, London
(GMT+00:00) Monrovia, Reykjavik
(GMT+00:00) Casablanca

(GMT+01:00) Belgrade, Bratislava, Budapest, Ljubljana,
Prague

(GMT+01:00) Sarajevo, Skopje, Warsaw, Zagreb
(GMT+01:00) Brussels, Copenhagen, Madrid, Paris
(GMT+01:00) Sao Tome

(GMT+01:00) West Central Africa

(GMT+01:00) Amsterdam, Berlin, Bern, Rome,
Stockholm, Vienna

(GMT+02:00) Chisinau
(GMT+02:00) Cairo
(GMT+02:00) Helsinki, Kyiv, Riga, Sofia, Tallinn, Vilnius
(GMT+02:00) Athens, Bucharest
(GMT+02:00) Jerusalem
(GMT+02:00) Amman
(GMT+02:00) Tripoli
(GMT+02:00) Beirut
(GMT+02:00) Windhoek
(GMT+02:00) Kaliningrad
(GMT+02:00) Harare, Pretoria
(GMT+02:00) Khartoum
(GMT+02:00) Damascus
(GMT+02:00) Gaza, Hebron
(GMT+03:00) Kuwait, Riyadh
(GMT+03:00) Baghdad
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(GMT+03:00) Minsk

(GMT+03:00) Nairobi

(GMT+03:00) Moscow, St. Petersburg, Volgograd
(GMT+03:00) Istanbul
(GMT+03:30) Tehran

(GMT+04:00) Abu Dhabi, Muscat
(GMT+04:00) Astrakhan, Ulyanovsk
(GMT+04:00) Baku

(GMT+04:00) Yerevan
(GMT+04:00) Thilisi

(GMT+04:00) Port Louis
(GMT+04:00) Izhevsk, Samara
(GMT+04:00) Saratov
(GMT+04:30) Kabul

(GMT+05:00) Islamabad, Karachi
(GMT+05:00) Ekaterinburg
(GMT+05:00) Ashgabat, Tashkent
(GMT+05:30) Chennai, Kolkata, Mumbai, New Delhi
(GMT+05:30) Sri Jayawardenepura
(GMT+05:45) Kathmandu
(GMT+06:00) Dhaka

(GMT+06:00) Astana

(GMT+06:00) Omsk

(GMT+06:30) Yangon (Rangoon)
(GMT+07:00) Barnaul, Gorno-Altaysk
(GMT+07:00) Novosibirsk
(GMT+07:00) Krasnoyarsk
(GMT+07:00) Bangkok, Hanoi, Jakarta
(GMT+07:00) Tomsk

(GMT+07:00) Hovd

(GMT+08:00) Beijing, Chongqing, Hong Kong, Urumqi

(GMT+08:00) Kuala Lumpur, Singapore
(GMT+08:00) Irkutsk

(GMT+08:00) Taipei

(GMT+08:00) Ulaanbaatar
(GMT+08:00) Perth

(GMT+03:00) Minsk

(GMT+03:00) Nairobi

(GMT+03:00) Moscow, St. Petersburg, Volgograd
(GMT+03:00) Istanbul

(GMT+03:30) Tehran

(GMT+04:00) Abu Dhabi, Muscat

(GMT+04:00) Astrakhan, Ulyanovsk
(GMT+04:00) Baku

(GMT+04:00) Yerevan

(GMT+04:00) Thilisi

(GMT+04:00) Port Louis

(GMT+04:00) Izhevsk, Samara

(GMT+04:00) Saratov

(GMT+04:30) Kabul

(GMT+05:00) Islamabad, Karachi

(GMT+05:00) Ekaterinburg

(GMT+05:00) Ashgabat, Tashkent

(GMT+05:30) Chennai, Kolkata, Mumbai, New Delhi
(GMT+05:30) Sri Jayawardenepura
(GMT+05:45) Kathmandu

(GMT+06:00) Dhaka

(GMT+06:00) Astana

(GMT+06:00) Omsk

(GMT+06:30) Yangon (Rangoon)

(GMT+07:00) Barnaul, Gorno-Altaysk
(GMT+07:00) Novosibirsk

(GMT+07:00) Krasnoyarsk

(GMT+07:00) Bangkok, Hanoi, Jakarta
(GMT+07:00) Tomsk

(GMT+07:00) Hovd

(GMT+08:00) Beijing, Chongqing, Hong Kong, Urumqi
(GMT+08:00) Kuala Lumpur, Singapore
(GMT+08:00) Irkutsk

(GMT+08:00) Taipei

(GMT+08:00) Ulaanbaatar
(GMT+08:00) Perth
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(GMT+08:30) Pyongyang
(GMT+08:45) Eucla

(GMT+09:00) Seoul

(GMT+09:00) Yakutsk

(GMT+09:00) Osaka, Sapporo, Tokyo
(GMT+09:00) Chita

(GMT+09:30) Darwin

(GMT+09:30) Adelaide

(GMT+10:00) Canberra, Melbourne, Sydney
(GMT+10:00) Brisbane

(GMT+10:00) Vladivostok
(GMT+10:00) Hobart

(GMT+10:00) Guam, Port Moresby
(GMT+10:30) Lord Howe Island
(GMT+11:00) Bougainville Island
(GMT+11:00) Solomon Is., New Caledonia
(GMT+11:00) Magadan

(GMT+11:00) Norfolk Island
(GMT+11:00) Chokurdakh
(GMT+11:00) Sakhalin

(GMT+12:00) Fiji

(GMT+12:00) Petropavlovsk-Kamchatsky - Old

(GMT+12:00) Auckland, Wellington

(GMT+12:00) Anadyr, Petropavlovsk-Kamchatsky
(UTC+12:00) Coordinated Universal Time+12
(GMT+12:45) Chatham Islands

(GMT+13:00) Samoa

(GMT+13:00) Nuku alofa

(UTC+13:00) Coordinated Universal Time+13

(GMT+14:00) Kiritimati Island

(GMT+08:30) Pyongyang

(GMT+08:45) Eucla

(GMT+09:00) Seoul

(GMT+09:00) Yakutsk

(GMT+09:00) Osaka, Sapporo, Tokyo
(GMT+09:00) Chita

(GMT+09:30) Darwin

(GMT+09:30) Adelaide

(GMT+10:00) Canberra, Melbourne, Sydney
(GMT+10:00) Brisbane

(GMT+10:00) Vladivostok

(GMT+10:00) Hobart

(GMT+10:00) Guam, Port Moresby
(GMT+10:30) Lord Howe Island
(GMT+11:00) Bougainville Island
(GMT+11:00) Solomon Is., New Caledonia
(GMT+11:00) Magadan

(GMT+11:00) Norfolk Island

(GMT+11:00) Chokurdakh

(GMT+11:00) Sakhalin

(GMT+12:00) Fiji

(GMT+12:00) Petropavlovsk-Kamchatsky - Old
(GMT+12:00) Auckland, Wellington
(GMT+12:00) Anadyr, Petropavlovsk-Kamchatsky
(UTC+12:00) Coordinated Universal Time+12
(GMT+12:45) Chatham Islands
(GMT+13:00) Samoa

(GMT+13:00) Nuku alofa

(UTC+13:00) Coordinated Universal Time+13
(GMT+14:00) Kiritimati Island
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|DS=Disposition

| |]DM=Demographics |

Subject Information [] SAS:[Name=PAT]

Subject Information [Subject Information] SAS:[Name=PatientI]

Subject Number

Informed Consent Date

Protocol Number

Subject Type

Randomization Number

Randomization Date

Assigned Product

Active

Enrolled

+

ISUBJID |

0 LAL OIID 111N T yal) LI1D)\ 1 Q

DSTERM = INFORMED WDSDECOD = INFORMED | [DSCAT=PROTOCOL
CONSENT OBTAINED CONSENT OBTAINED MILESTONE

¢ DD N7Y YYY(EN) o
[ICFDAT] SAS:[Name=ICFDAT, Type=Char(50)]
||STUDYID |

® [PROTVER] SAS:[Name=PROTVER, Type=Char(12)] L+
{PROTVER}
SUPPDS.QVAL where [T,
QNAM = SUBTYPE

O TSUBTYPE] SAS: [Name=SUBTYPE, Type=Char(18)] L+
{SUBTYPE}
SUPPDS.QVAL where |

© |QNAM = RANDNO o
[Randomization Number] SAS:[Name=PTRNNO, Type=Char(7)]
| [Not Submitted] hﬂ

¥ DD/MON/YYYY(EN) (+]
[Randomization Date] SAS:[Name=PTRNDT, Type=Char(10)]
| [Not Submitted] |

® [ARM] SAS:[Name=ARM, Type=Char(15)] L+
{ARM}

e e SUPPDS.QVAL where

NO YES QNAM = ACTIVE

4 [Active] SAS:[Name=PTACTV, Type=Char(50)] ©
{YESNO}

SUPPDS.QVAL where

NO © YES ©  |aNAM =ENROLLED

® [Enrolled] SAS:[Name=PTENRL, Type=Char(50)] o
{YESNO}
| BEE
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erskij02
Text Box
DS=Disposition

erskij02
Text Box
SUBJID

erskij02
Text Box
RFICDTC

erskij02
Text Box
STUDYID

erskij02
Text Box
DM=Demographics

erskij02
Text Box
DSSTDTC

erskij02
Text Box
DSTERM = INFORMED
CONSENT OBTAINED

erskij02
Text Box
DSDECOD = INFORMED
CONSENT OBTAINED

erskij02
Text Box
DSCAT=PROTOCOL MILESTONE

erskij02
Text Box
SUPPDS.QVAL where 
QNAM = SUBTYPE

erskij02
Text Box
SUPPDS.QVAL where 
QNAM = RANDNO

erskij02
Text Box
SUPPDS.QVAL where 
QNAM = ACTIVE

erskij02
Text Box
SUPPDS.QVAL where 
QNAM = ENROLLED

erskij02
Text Box
[Not Submitted]

erskij02
Text Box
[Not Submitted]


SUPPDS.QVAL where

Enroll Date © DD/MON/YYYY(EN) |QNAM = ENROLDTC o
[Enroll Date] SAS:[Name=PTERDT, Type=Char(10)]
C C SUPPDS.QVAL where
NO * YES QNAM = DROPPED
Dropped ® /Dropped] SAS:[Name=PTDROP, Type=Char(50)] L
{YESNO}
|[Not Submitted] uﬂ
Registration Date ¥ DD/MON/YYYY(EN) o
[Registration Date] SAS:[Name=RGSTDT, Type=Char(10)]
| [Not Submitted] |
Subject Initials - — +]
[Subject Initials] SAS:[Name=SUBJINIT, Type=Char(50)]
“SUPPDS.QVAL where QNAM = PATCAPTN |
Subject Caption - - +)
[Subject Caption] SAS:[Name=PATIEN, Type=Char(50)]
Country o |[COUNTRY_] o
[PATCTRY] SAS:[Name=PATCTRY, Type=Char(100)]
Re-Consent Date [SUBINFO] SAS:[Name=SUBINFO] DSTERM = INFORMED 5%
Protocol Amendment Number Re-consent Informed Re-Cj{ gg-’?,qolxggNT
| SUPPDS.QVAL where R
QNAM = RCPRTVER “MI i | DSDECOD = INFORMED
O [ PROTVERTT SASTNGme=PROUTVERI, Type=Char(12)] © | ¢ DD/MON/YYYY(EN) CONSENT OBTAINED |
{PROTVER) [ICFDATI1] SAS:[Name=ICE =C
DSCAT=PROTOCOL —
Add More MILESTONE

PROTVER

ORIGINAL

AMENDMENT 1
AMENDMENT 2
AMENDMENT 3
AMENDMENT 4
AMENDMENT 5
AMENDMENT 6
AMENDMENT 7
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erskij02
Text Box
SUPPDS.QVAL where 
QNAM = ENROLDTC

erskij02
Text Box
SUPPDS.QVAL where 
QNAM = DROPPED

erskij02
Text Box
[Not Submitted]

erskij02
Text Box
[Not Submitted]

erskij02
Text Box
SUPPDS.QVAL where QNAM = PATCAPTN

erskij02
Text Box
COUNTRY

erskij02
Text Box
SUPPDS.QVAL where 
QNAM = RCPRTVER

erskij02
Text Box
DSSTDTC

erskij02
Text Box
DSTERM = INFORMED
RE-CONSENT OBTAINED

erskij02
Text Box
DSDECOD = INFORMED
CONSENT OBTAINED

erskij02
Text Box
DSCAT=PROTOCOL MILESTONE


clgithisnes . AMENDMENT 8

“iiilhnteie s AMENDMENT 9

Ao Ll AMENDMENT 10
“uiiciniens 08 AMENDMENT 11
ciitnie s 4 AMENDMENT 12
At Bf AMENDMENT 13
Ao i AMENDMENT 14
“liiciniens sl AMENDMENT 15

SUBTYPE
W anii el <o NON-MENTHOL SMOKER

Menthol Smoker MENTHOL SMOKER

W e gl AN NON-MENTHOL VLN
Ws o HEs T NON-MENTHOL UB
Menthol VLN MENTHOL VLN

Menthol UB MENTHOL UB

YESNO
Ao NO
VAUs) YES
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[[NOT SUBMITTED] |

Visit [] SAS:[Name=VISIT]

Visit [Visit] SAS:[Name=Visit] +)
Visit Not Done -
[VISITND] SAS:[Name=VISITND, Type=Num(8)]
Reason Not Done O ‘ (+]
[VINDREA] SAS:[Name=VINDREA, Type=Char(200)]
Visit Name 12 ’ (+)
[VISIT] SAS:[Name=VISIT, Type=Char(50)]
SUPP-- where (7]
.. QNAM = VISDTC
Visit Date ¥ oMo Y Y Y T(EN) i+
[VISDAT] SAS:[Name=VISDAT, Type=Char(10)]
Visit Number o (+)
[VISITNUM] SAS:[Name=VISITNUM, Type=Char(2)]
. " No ¢ Yes
Was tobacco cessation o
information provided? [SMKCESS] SAS:[Name=SMKCESS, Type=Char(1)] L+
{NY}
Please specify if not done ¢ ’ (+)

[SMKSPEC] SAS:[Name=SMKSPEC, Type=Char(200)]
" End of Study ¢ Early Termination

Visit Type © [VISTYPE] SAS:[Name=VISTYPE, Type=Char(17)] 4]
{VISTYPE}
| BEE

Expected Visit Date DD/MON/Y Y,YY(EN) [+]
[Expected Visit Date] SAS:[Name=EXPVDT, Type=Char
(10)]
| BEE

Earliest Expected Visit Date DDMON/ YYYY(EN) ) (+]
[Earliest Expected Visit Date] SAS:[Name=EEXPVDT,
Type=Char(10)]

. DD/MON/YYYY(EN)
Latest E ted Visit Dat 4]
atest bxpecied VISt Late [Latest Expected Visit Date] SAS:[Name=LEXPVDT,

Type=Char(10)]

Planned Study Day of Visit ¢ ‘ (+]
[VISITDY] SAS:[Name=VISITDY, Type=Char(10)]

Upcoming Visit Offset O [Upcoming Visit Offset] SAS:[Name=OFFDYS, Type=Num ©
8]

Visit Caption o ‘ o ; (+)
[Visit Caption] SAS:[Name=VISIT3, Type=Char(50)]

Did the subject report any C No © Yes
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janed
Text Box
[NOT SUBMITTED]

janed
Text Box
SUPP-- where QNAM = VISDTC


changes in medical history @ [VIMHYN] SAS:[Name=VIMHYN, Type=Char(l)] o
(ies) since the last visit? {NY}

Did the subject report any C No © Yes

new AEs or any changes to 9 [VJ4EYN] SAS:[Name=VIAEYN, T ype=Char(1)] L+
AEs since the last visit? {NY}

Did the subject report any

new concomitant medication T No © Yes

or any changes to \g [VICMYN] SAS:[Name=VICMYN, Type=Char(l)] ]

concomitant medication since /Ny
the last visit?

VISTYPE
End of Study End of Study

Ohiebaiegniticnln ) Early Termination
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[IE=Inclusion/Exclusion Criteria Not Met |

Inclusion / Exclusion Criteria Not Met [| SAS:[Name=IE]

“No © Yes
Met All Eligibility Criteria? ® [IEYN] SAS:[Name=IEYN, Type=Char(8)]
{NY}

Criterion Identifier Criterion Inclusion/Exclusion Category

IESTESTCD ESTEST IECAT

© [IETESTCD] SAS:[Name=IETESTCD, PN © [IECAT] SAS:[Name=IECAT,
Type=Char(6)] Type=Char(9)]
{IETESTCD/ [IETEST] SAS:[Name=IETEST, Type=Char {IECAT}

(200)]

Add More

Not a true data. Flag used to create form only once. o I
[IEFLAG] SAS:[Name=IEFLAG, Type=Char(50)]

IETESTCD
et INCLo1

A etips INCLO02
etz INCLO03
etz INCL04
e s INCLOS
et INCLO06
e fies INCLO7

e firr INCLOS8
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erskij02
Text Box
IE=Inclusion/Exclusion Criteria Not Met

erskij02
Text Box
IESTESTCD

erskij02
Text Box
IESTEST

erskij02
Text Box
IECAT

erskij02
Text Box
IEORRES


INCL09

INCL10

INCL11

INCL12

INCL13

EXCLO01
EXCL02
EXCL03
EXCL04
EXCLO05
EXCLO06
EXCLO07
EXCLO08
EXCL09
EXCL10
EXCL11
EXCL12
EXCL13
EXCL14
EXCL15
EXCL16
EXCL17
EXCL18
EXCL19
EXCL20

EXCL21

INCL09

INCL10

INCL11

INCL12

INCL13

EXCLO01
EXCL02
EXCLO03
EXCLO04
EXCLO05
EXCLO06
EXCL07
EXCLO08
EXCL09
EXCL10
EXCLI11
EXCL12
EXCL13
EXCL14
EXCLI15
EXCLI16
EXCL17
EXCL18
EXCL19
EXCL20
EXCL21

ALL, A2
ALL, A2
ALL, A2
ALL, A2
A2

ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
ALL, A2
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EXCL22 ALL, A2
EXCL23 ALL, A2

IECAT

Inclusion

Exclusion
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[VS=Vital Signs | [CO=Comments |

Vital Signs [] SAS:[Name=VS]

Not Done

Reason Not Done

Date of Measurements

Time of Measurements (24 Hour Clock)

Not Done

VSSTAT

@ [VSPERF2] SAS:
[Name=VSPERF?2,
Type=Num(8)]

Result

VSORRES

@ [VSORRES] SAS:
[Name=VSORRES,
Type=Num(8)]

[+]

VSSTAT
g

[VSPERF1] SAS:[Name=VSPERFI, Type=Num(8)]

o o]

[VSREASND] SAS:[Name=VSREASND, Type=Char(50)]

[rore ]

it |

¢ DD/MON/YYYY(EN)
[VSDAT] SAS:[Name=VSDAT, Type=Char(12)]

¢ HH:MM

[VSTIM] SAS:[Name=VSTIM, Type=Char(50)]

Test Name

VSTESTCD VSTEST

Type=Char(6)]
{VSTEST}

@ [VSTEST] SAS:[Name=VSTEST,

Unit

[VSORRESU] SAS:
[Name=VSORRESU,
Type=Char(11)]
{VSORRESU}

Clinical Significance

C Nnes © ocs
[VSCLINSIG] SAS:

Q /Name=vscLINsI, @
Type=Char(3)]
/NCSCS}

Add More

VSTEST
Height

Weight
Body Mass Index
Temperature

Heart Rate

Respiratory Rate

Systolic Blood Pressure

HEIGHT
WEIGHT
BMI
TEMP
HR

Diastolic Blood Pressure Q)N
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erskij02
Text Box
VS=Vital Signs

erskij02
Text Box
VSSTAT
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VSORRESU

cm cm

kg kg

kg/m2 kg/m”"2
iy BREATHS/MIN
F F

mmHg mmHg

it BEATS/MIN
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|EG=ECG Test Results | |CO=Comments |
Electrocardiogram [] SAS:[Name=EG]

€ No C Yes

Was the ECG performed? ¢ [EGPERF] SAS:[Name=EGPERF, Type=Char(1)] o
{NY}
What was the planned time point of the o |[EGTPT | o
measurement? [EGTPT] SAS:[Name=EGTPT, Type=Char(50)]
W] @
Date of ECG ¥ DD/MON/YYYY(EN) o

[EGDAT] SAS:[Name=EGDAT, Type=Char(10)]

Time of ECG (24 hour clock) ¢ HH-MM [+

[EGTIM] SAS:[Name=EGTIM, Type=Char(8)]

" Abnormal, Not Clinicall " Abnormal, Clinically [SUPPEG.QVAL where
© Normal . " Y . Y|anam=EccLsiG

Overall ECG Clinical Significance o Significant Significant [+

[EGCLSIG] SAS:[Name=EGCLSIG, Type=Char(8)]

{EGCLSIG}

COVAL
If Abnormal, specify o [covar__| L+

[EGCOMM] SAS:[Name=EGCOMM, Type=Char(200)]

ECG Test Name Test Results Units
'IEGTESTCD F [EGTEST | [Ecorres | | EGORRESU
¢ [EGTEST] SAS:[Name=EGTEST, © | © [EGORRES] 54/ Name=EGORRES © | @ [EGORRESU] SAS:[Name=EGORRESU, o
Type=Char(38)] Type=Num(8)] ’ Type=Char(9)]
{EGTEST} P {EGUNIT}
Add More
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Text Box
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EGCLSIG

Normal

Aos e e @it ivasy v ABNORMAL, NOT CLINICALLY SIGNIFICANT

Abnormal, Clinically Significant ABNORMAL, CLINICALLY SIGNIFICANT

EGTEST
sleienibii ECG MEAN HEART RATE

SUMMARY (MEAN) RR DURATION
SUMMARY (MEAN) PR DURATION
SUMMARY (MEAN) QT DURATION
SUMMARY (MEAN) QRS DURATION

QTCB - BAZETT'S CORRECTION FORMULA

QTCcF - Fridericia's Correction Formula

EGUNIT
e g thinis BEATS/MIN

Millisecond

EGTESTCD
ECG Mean Heart Rate EGHRMN

Summary (Mean) RR Duration RRMEAN
Summary (Mean) PR Duration PRMEAN
Summary (Mean) QT Duration QTMEAN
Summary (Mean) QRS Duration QRSDUR

QTcB - Bazett's Correction Formula K046}
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|SU=Substance Use |

Tobacco/Nicotine Product Use History [| SAS:[Name=SU]|

[SU] SAS:[Name=SU] L+]

r [[Not Submitted] |
Not Done
[SUND] SAS:[Name=SUND, Type=Num(8)]
[[Not Submitted] |
Reason Not Done (+]
[SUNDSP] SAS:[Name=SUNDSP, Type=Char(50)]
. . [SUPPSU.QVAL where QNAM=DURATION |
Duration of Cigarette Use
[SUCDUR] SAS:[Name=SUCDUR, Type=Num(8)]
|SUPPSU.QVAL where QNAM=DURUNIT |
Unit for Duration of Cigarette Use ~ ¢ {g)l]]CD URUJ SAS.[Name=SUCDURU, Type=Char +)
{SUCDURU}
Typical Number of Cigarettes |SUDOSE | [SUDOSU | |SUDOSFRQ | o
Smoked Per Day [SUCPD] SAS:[Name=SUCPD, Type=Num(8)]
|SUPPSU.QVAL where QVAM=BRAND |
Usual Brand O [SUBRAND] SAS:[Name=SUBRAND, Type=Char ©
(50)]
|SsuPPSU.QVAL where QNAM=STYLE |
Usual Brand Style ® [SUSTYLE] SAS:[Name=SUSTYLE, Type=Char L+
(50)]
[SUPPSU.QVAL where QNAM=FLAVOR|
Usual Brand Flavor ® [SUFLAVOR] SAS:[Name=SUFLAVOR, Type=Char ©
(50)]
' |SUPPSU.QVAL where QNAM=SIZE |
Usual Brand Size L1 2 +]
[SUSIZE] SAS:[Name=SUSIZE, Type=Char(50)]
DAYS
WEEKS
MONTHS
YEARS
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|FA=Findings About Events or Interventions |

[FAOBJ = VLN PRODUCT TRIAL |

VLN Product Trial [ SAS:[Name=PT)]

Number of cigarettes |FAORRES where FATESTCD = PROTRIAL | o
smoked [PTORRES] SAS:[Name=PTORRES, Type=Num(8)]
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|FA=Findings About Events or Interventions |

|FAOBJ = URINE COTININE SCREEN |
Urine Cotinine Screen [] SAS:[Name=UCS]

c C FAORRES where
No Yes |FATESTCD = COTININE

Was the Urine Cotinine sample collected? © [UCSPERF] SAS:[Name=UCSPERF, o
Type=Char(1)]
{NY}

[FapTc ] EE

_ DD/MON/YYYY(EN)
Date of Collect N4
ate of Collection [UCSDAT] SAS:[Name=UCSDAT.,

Type=Char(50)]
FAORRES where

C No © Yes |FATESTCD = RESLT500

Is result positive for urine cotinine (greater N [UCSORRES] SAS:[Name=UCSORRES,
than or equal to 500 ng/mL)? Type=Char(1)]

{NY}

[+]

NY

No B\
) Y
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IMH=Medical History
Medical History [| SAS:[Name=MH]

C No C Yes [[Not Submitted] |

Has the subject experienced any past and/or concomitant medical conditions, significant past medical history or past surgeries? & [MHYN] SAS:[Name=MHYN, Type=Char(l)] @
(N}

MH Number Reported Term Unknown Start Date Onset Date Ongoing? End Date
[orsubmmear| WPSTOTC 1@0 | CnCvs | [WHENDIC J@=
o nusPDsis: o | o [MHTERM _| 0| OIISTIVGSS o & pmsoarysis: . © | © [amecniiionGo, © | © pupaz sas- | ©
éNamj;MH:gPID’ [MHTERM] SAS:[Name=MHTERM, Type=Char(100)] [Nam:e=MHSTUNK, [Name=MHSTDAT, Type=Char(1)] ’ [Name=MHENDAT,
Ype=Num(8)] Type=Char()] Type=Char(12)] Y Type=Char(12)]
Add More

MHENRTPT

[MHENTPT = DM.RFICDTC |
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|FA=Findings About Events or Interventions |

|FAOBJ = SEROLOGY (HIV, HBSAG, HCV) COLLECTION |
Serology (HIV, HBsAg, HCV) [] SAS:[Name=SER]

C N C v FAORRES where
Was the Serology sample 0 €S |FATESTCD = SEROLOGY

collected? © [SERPERF] SAS:[Name=SERPERF, Type=Char(l)] ©

{NY}

||FADTC | EE

Date of Collection ¢ DD/MON/YYYY(EN) o
[SERDAT] SAS:[Name=SERDAT, Type=Char(12)]
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|LB=Laboratory Test Results |

Pregnancy Test [| SAS:[Name=PG]

Was the pregnancy test
performed?

If No, reason not performed
Date of Collection
Test Type

Pregnancy Test Result

NEG_POS

Wiy NEGATIVE
‘atiie . POSITIVE

C No © Yes
® [PGYN] SAS:[Name=PGYN, Type=Char(1)]
{NY}
|[Not Submitted] |
© [PGREASND] SAS:[Name=PGREASND, Type=Char
(50)]
|LBDTC | BE

¥ DD/MON/YYYY(EN)
[PGDAT] SAS:[Name=PGDAT, Type=Char(12)]

O® [PGCAT] SAS:[Name=PGCAT, Type=Char(5)]
{PGCAT}

LBORRES where

" Negative © Positive |[LBTESTCD = HCG

© [PGORRES] SAS:[Name=PGORRES, Type=Char(8)]
{NEG _POS}
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|PE=Physical Examination ||CO=Comments |
Physical Examination - Full [] SAS:[Name=PE]

T No © Yes

Was the Physical Examination performed? ® [PEPERF] SAS:[Name=PEPERF, Type=Char(1)]
{NY}

|COVAL |
If No, reason not performed
[PEREASND] SAS:[Name=PEREASND, Type=Char(50)]

|PEDTC | BE
Date of Examination ©® DD/MON/YYYY(EN)

[PEDAT] SAS:[Name=PEDAT, Type=Char(10)]

Specify if Abnormal or Not Specify Clinical
Done Significance if Abnormal

\RETESHEDN [EETESHN [PETESTCD | [PETEST | |PEORRES _ | COVAL | Cnes ©ocs

[PETEST] SAS: . [PERES] SAS: [PECLINSIG] SAS:
[Name=PETEST, ° o ﬁfﬁf; A tpe=char | @ (Name=PERES, @ | @ [ppogrsoy sas: @ | @ [Name=PECLINSI, ©
Type=Char(23)] (50)] ’ Type=Char(14)] [Name=PEORRES?, Type=Char(3)]
{PETEST} {PERES} Type=Char(200)] {NCSCS}

Add More

Body System If Other, specify Result

SUPPPE.QVAL where
QNAM=PECLSIG

PETEST
ool cien @i GENERAL APPEARANCE

HEENT HEENT

atiionivitiio ) THYROID (ENDOCRINE)

Heart HEART
Chest CHEST
Lungs LUNGS
Abdomen ABDOMEN
Skin SKIN
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Neurological NEUROLOGICAL
Extremities EXTREMITIES
Back/Neck BACK/NECK

Lymph Nodes LYMPH NODES
Musculoskeletal MUSCULOSKELETAL
Oral Cavity ORAL CAVITY
Oropharynx OROPHARYNX

Other OTHER

PERES
Normal NORMAL PE,OTHER

Abnormal ABNORMAL PE,OTHER
Not Done NOT DONE PE

A etgaitels NOT APPLICABLE OTHER
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|DM=Demographics |RP = Reproductive System Findings
Demographics [| SAS:[Name=DM]

rrore] -

Date of Birth ¢ DD/MON/YYYY(EN)
[BRTHDAT] SAS:[Name=BRTHDAT, Type=Char(10)]

SEX
Gender O [SEX] SAS:[Name=SEX, Type=Char(1)]
/SEX}

Age °

[AGE] SAS:[Name=AGE, Type=Num(8)]
AGEU
Age Unit o
[AGEU] SAS:[Name=AGEU, Type=Char(5)]
[RPORRES where RPTESTCD = CHILDPOT |
Reproductive

Status O [PGSTAT] SAS:[Name=PGSTAT, Type=Char(18)]
{PGSTAT}

|| ETHNIC |

Ethnicity © [ETHNIC] SAS:[Name=ETHNIC, Type=Char(100)]
/ETHNIC}

[RACE |
O /RACE] SAS:[Name=RACE, Type=Char(41)]
{RACE}

|| SUPPDM.QVAL where QNAM=RACESPEC |
+]
[RACEOTH] SAS:[Name=RACEOTH, Type=Char(50)]

If Other, specify

SEX

Female
Male
Unknown

Undifferentiated LI\}

PGSTAT
Onenilitasidiie diiaiikll OF CHILD-BEARING POTENTIAL

Surgically Sterile SURGICALLY STERILE
Post-menopausal POST-MENOPAUSAL

ETHNIC
Hispanic or Latino HISPANIC OR LATINO

W s e @ B NOT HISPANIC OR LATINO
Not Reported NOT REPORTED

Unknown UNKNOWN
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A etene bt sibn et AMERICAN INDIAN OR ALASKA NATIVE
Asian ASIAN
Black or African American BLACK OR AFRICAN AMERICAN

Wb shebn e viie bnilo s NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER

White/Caucasian WHITE/CAUCASIAN
Other OTHER
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|LB=Laboratory Test Results |

Exhaled CO Measurement [] SAS:[Name=EXCO]

© No © YefIBSTAT ]
Were exhaled CO measurements © [EXCOPERF] SAS:[Name=EXCOPERF,
performed? Type=Char(l)]

{NY}

[Bore ] @i
- DD/MON/YYYY(EN)
Date of Collect o °
ate of L-oflection [EXCODAT] SAS:[Name=EXCODAT, Type=Char

30)]
LBORRES where

LBTESTCD = CMONOX
Exhaled CO measurement (ppm) ©® [EXCOORES] SAS:[Name=EXCOORES,
Type=Num(8)]
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|LB=Laboratory Test Results |
Urine Drug Screen [| SAS:[Name=DG]

“No © Yes
Was the Urine sample collected? @ /DGPERF] SAS:/[Name=DGPERF, Type=Char(1)]
{NY}

[tBDTC ] ]
Date of Collection ¢ DD/MON/YYYY(EN)
[DGDAT] SAS:[Name=DGDAT, Type=Char(10)]

Test Name Result

[LBTESTCD | [LBTEST ] C Negative © Positive LBORRES

[DGTEST] SAS:[Name=DGTEST, Type=Char(15)] @ | @ [DGORRES] SAS:[Name=DGORRES, Type=Char(8)] ©
{DGTEST} {NEG_POS}

Add More

DGTEST

Amphetamine AMPHETAMINE
Opiates OPIATES

Cannabinoids CANNABINOIDS
Cocaine COCAINE
Wiy METHAMPHETAMINE
Alcohol ALCOHOL

NEG_POS
W oiiiie NEGATIVE

‘Liatine . POSITIVE
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DGTESTCD

Amphetamine
Opiate
Cannabinoids

Cocaine

AMPHET
OPIATE
CANNAB
COCAINE

Wiy METHAMPH

Alcohol

ALCOHOL
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|LB=Laboratory Test Results |
Alcohol Test [] SAS:[Name=AL]

e 1 mm

Date of

Test | © DDMON/YYYY(EN) °
[ALDAT] SAS:[Name=ALDAT, Type=Char(50)]

Type © [ALSPEC] SAS:[Name=ALSPEC, Type=Char(6)] ~ ©
{ALCOHOL}

c . c . LBORRES where
Negative Positive |LBTESTCD = ETHANOL

® [ALORRES] SAS:[Name=ALORRES, Type=Char(8)] @
{NEG POS}

Result

ALCOHOL

it BREATH
0isi1c . URINE

NEG_POS
Woiihcs NEGATIVE
‘i POSITIVE
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|FA=Findings About Events or Interventions |

[FAOBJ = SERUM FSH COLLECTION |
Serum FSH [] SAS:[Name=FSH]

c c FAORRES where

No ' Yes |FATESTCD = FSHYN

Was FSH collected? © [FSHYN] SAS:[Name=FSHYN, Type=Char(l)] o
{NY}

||[Not Submitted] |
If No, reason not performed © [FSHREASND] SAS:[Name=FSHREASN, Type=Char — ©

(50)]
FAORRES where
. : C No © Yes |FATESTCD = MENO

If Yes, is subject post- o

menopausal? [FSHMENO] SAS:[Name=FSHMENO, Type=Char(l1)] ©
{NY}
"FADTC | EE

Date of Collection ¢ DD/MON/YYYY(EN) i+

[FSHDAT] SAS:[Name=FSHDAT, Type=Char(12)]

NY

No R
=y Y
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|LB=Laboratory Test Results |[CO=Comments |

5:[Name=CHEM|

Lab Import - Chemistry [] S

Catgeory

Accession Number

LBCAT=CHEMISTRY

[LBREFID |
I ame=LBREFID, Type=Char(30)]

o

o
Date of Collection o LBDTC N o
[LBDAT] SAS:[Name=LBDAT, Type=Char(25)]
Time of Collection © HH:MM ]
[LBTIM] SAS:[Name=LBTIM, Type=Char(25)]
T No © Yes
Did the Subject fast 8 hours prior to collection? O [LBFAST] SAS:[Name=LBFAST, Type=Char(1)] °
NY}
Test Code Test Name. Test Result Units Reference Range Lower Limit Reference Range Upper Limit Reference Range Flag Clinical Significance Lab Comment 1 Lab Comment 2 Lab Comment 3 ‘Lab Comment 4
c c (o}
LBTESTCD ,—!LBTEST l— [LBORRES] | [LBORRESU|" | [LBORNRLOJ | [[LBORNRHI] | [[LBNRIND | | ‘o=‘ w | [COVAL | \ \
- —10| ¢ /13 Name=LBTEST. O | O [Liowm — ° RESOT o ° TvREO S ° LEGm g — 0| O /Lo - © [Name-LBCLSIG, O | OTIEcoNT) s O jpcomzysas: @ | @ jscomsysas: @ | @ jscomsy sas. ©
{;\:;z’}nefLBTEST(‘D, Type=Char ar(100)] {z]ﬂ)r]nefLBDRRES‘ Type=Char %zﬁ&:ﬁ%ﬁmu g:::e{;ﬁ[(?j);];‘;m-a @lﬂa};lpLBORNRHL Type=Char {?’Zp]ne—LﬂNRIND, Type=Char Type=Char(1)] [Numf:LECUML [Nmnf:LBCUMI, [Namf:LBCUMJ, [Namf:LBCDMd,
{LBCLSIG} Type=Char(200)] Type=Char(200)] Type=Char(200)] Type=Char(200)]

Add More
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|LB=Laboratory Test Results

||CO=Comments |

Lab Import - Hematoloj

Catgeory

Accession Number

Date of Collection

Time of Collection

Test Code

Did the Subject fast 8 hours prior to collection?

¢|LBCAT=HEMATOLOGY

L BREFID Yame=LBREFID, Type=Char(30)]
¢*|LBDTC

| e=LBDAT, Type=Char(25)]

© HH:MM
[LBTIM] SAS:[Name=LBTIM, Type=Char(25)]
T No © Yes

O [LBFAST] SAS:[Name=LBFAST, Type=Char(1)]
NY!

Test Name Test Result
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ILBTESTCD | LBTEST ILBORRES ' LBORRESU LBORNRLO LBORNRHI LBNRIND C Yes ©No € Recheck ‘ ‘
- - - - [LBCLSIG] $4:
5 o . 1LBORRESTST LEORRESU] S5 LEORNRLO] S5 /L BORNRITI] S5 LENRIND] 575, 2 2 -
[Name:LLBL;E;‘;CD, Type=Char °|e /T"“ff;‘] S’jgom""‘":w TEST, °l e [[Name:LBDRRE& Type=Char °le ;Nume:LBO{IRES!L °|e /[Name:LBD{zNRLU_ °|e fNamz:LBO]RNRHI‘ Type=Char ° ﬁNume:LHJNRIND, Type=Char ol op Name~LBCLSIG, °le BCOM] SAS: ® [LBCOM?] SAS: °|e {LBCOM3] SAS: ©| ® pac OMd] SAS: °
" Fype=Char(100)] 3 i iy o o Type=Char(1)] [Name=LBCOMI, [Name=LBCOM?, [Name=LBCOM3, [Name=LBCOMq,
[LBCLSIG) Type=Char(200)] Type=Char(200)] Type=Char(200)] Type=Char(200)]
Add More
SUPPLB.QVAL [Not [Not [Not
where Submitted] | | Submitted] ||Submitted]
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|LB=Laboratory Test Results |[CO=Comments |

Lab Import - Urinaly

Name=URIN]

Catgeory

Accession Number

Date of Collection

Time of Collection

Did the Subject fast 8 hours prior to collection?

Test Code

Test Name

[LBTESTCD ]

—|LBTEST |— | [|LBORRES|

LBCAT=URINALYSIS v

o LBREFID*"e2REFD. Tope=Char(30)]
o N)
LBDTC  |.e=18D4T, Type=Char25)]

© HH:MM
[LBTIM] SAS:[Name=LBTIM, Type=Char(25)]

CNo T Yes
O [LBFAST] SAS:[Name=LBFAST, Type=Char(1)]
NY!

o (ITESTODTS TS 'Y
[Name=LBTESTCD, Type=Char
Zi

© [LBTEST] SAS:[Name=LBTEST,
Type=Char(100)]

Test Result Units Reference Range Lower Limit Reference Range Upper Limit Reference Range Flag
[ILBORRESUl‘ LBORNRLO y—ILBORNRHI | |—|LBNRIND |
o| ¢ [LBORRESTSTST @ [LBORRESU] SA5: © | ¢ [LBORNRLO] 345 o | ¢ [LBORNRISTS: O [LENRINDT S5

g °
[Name=LBORNRLO, [Name=LBORNRII, Type=Char [Name=LBNRIND, Type=Char
Type=Char(30)] 50)] 50)]

[Name=LBORRESU,

[Name=LBORRES, Type=Char
0 Type=Char(50)]

Clinical Significance

pocsse (e | |COVAL ] | | |
O [Name=LBCLSIG, el e °

Type=Char(1)]
(LBCLSIG)

Lab Comment 1

Lab Comment 2 Lab Comment 3 Lab Comment 4

[LBCOMI] SAS:

[Name=LBCOMI,

Type=Char(200)]

@ juscomysas: | @ scomsysas: @ | @ pscoms sas:
[Name=LBCOM?, [Name=LBCOMS3, [Name=LBCOMA,
Type=Char(200)] Type=Char(200)] Type=Char(200)]

Add More
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|LB=Laboratory Test Results ||CO=Comments |

Lab Import - Virology [

Catgeory
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QNAM=LBCLSIG

T
o] °
|LBCAT=VIROLOGY |-/
Accession Number ol ot I °
fame= , Type=Char
LBREFID ”
Dae of Collection ° N) 3
LBDTC  |we=L8DAT, Type=Char(25)]
Time of Collection © HH:MM ®
[LBTIM] SAS: [Name=LBTIM, Type=Char(25)]
“No T Yes
Did the Subject fast 8 hours prior to collection? O [LBFAST] SAS:[Name=LBFAST, Type=Char(1)] °
Yy
Test Code Test Name Test Result Units Reference Range Lower Limit Reference Range Upper Limit Reference Range Flag Clinieal Significance Lab Comment 1 Lab Comment 2 Lab Comment 3 Lab Comment 4
[[LBTESTCD || —|LBTEST LBORRES LBORRESU LBORNRLO} | [LBORNRHI]| [[LBNRIND || € o rea [covaL I \ \
- - . [LBCLSIG] $4:
P . L5 L : L ENRINDTST . . .
° [Name=LBTESTCD, Type=Char A %,’fﬁff?,,’, 'S"l‘gogy"”‘":"”“z' °l e [[Name:LBDRRE& Type=Char @ [Name=LBORRESU, °| o /[Name:LBDRNRLU_ °le fNamz:LmRNARAHL Type=Char ° fNume:LﬂNRlNa Type=Char °le [T’;’:"l":;:‘ﬁ(cﬁf’c; o e ﬁgﬁfﬁ% s, @ ;@ﬁ;‘:ﬁfé s, °le %,‘Z;‘::”% BN °le %,‘:fngg_g S °
501 o1 Type=Char(50)] Type=Char(30)] 0] 01 {LBCLSIG) Type=Char(200)] Type=Char(200)] Type=Char(200)] Type=Char(200)]
Add More
SUPPLB.QVAL [Not [Not [Not
where Submitted] | |Submitted] ||Submitted]
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|LB=Laboratory Test Results ||CO=Comments

Lab Import

Catgeory

Accession Number

Date of Collection

Time of Collection

Did the Subject fast 8 hours prior to collection?

LBCAT=URINE DRUG SCREEN

$

L BREFID Yame=LBREFID, Type=Char(30)]

N)
e=LBDAT, Type=Char(25)]

© HH:MM
[LBTIM] SAS:[Name=LBTIM, Type=Char(25)]
CNo T Yes

O [LBFAST] SAS:[Name=LBFAST, Type=Char(1)]

Page 49 of 100

Yy
Test Code Test Name Test Result Units Reference Range Lower Limit Reference Range Upper Limit Reference Range Flag Clinical Significance Lab Comment 1 Lab Comment 2 Lab Comment 3 Lab Comment 4
|LBTESTCD | | —[LBTEST |— LBORRES [CBoRRESU]- | |LBORNRLO| | [LBORNRHI] LBNRIND (st Crac | [COVAL l | ‘

" ST . L 3 TFORRESC] S5, LFORNRLO] ST5. /L BOTNTIITSTS: L ENRINDT S, 2 2 -
[‘};’Zme:Lﬁ'{L;E;‘;CD, Type=Char A [LBTEST] SAS: (Name=LBTEST. °l e [[Name:LBDRRE& Type=Char ° ;Nume:LBO{IRES!L °|e /[Name:LBD{zNRLU_ °|e fNamz:LmRNRHL Type=Char ° fNume:LﬂNRlNa Type=Char [Name~LBCLSIG, ol e [LBCOM1] SAS: ® [LBCOM?] SAS: °|e {LBCOM3] SAS: ©| ® pac OMd] SAS: °
i Type=Char(100)] i i iy o o7 Type=Char(1)] [Name=LBCOMI, [Name=LBCOM?, [Name=LBCOM3, [Name=LBCOMq,

(LBCLSIG) Type=Char(200)] Type=Char(200)] Type=Char(200)] Type=Char(200)]
Add More
SUPPLB.QVAL
where
QNAM=LBCLSIG
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COVAL
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[Not Submitted]
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[Not Submitted]
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Text Box
[Not Submitted]

erskij02
Text Box
LBCAT=URINE DRUG SCREEN

erskij02
Text Box
LBREFID

erskij02
Text Box
LBDTC


|[DS=Disposition |

Randomization [] SAS:[Name=RA]

Randomization N
Date

Assigned Product @

DSTERM=RANDOMIZED
{DSDECOD=RANDOMIZED

DSSTDTC
DSCAT=PROTOCOL MILESTONE
DD/MON/Y Y YIZSCAT |

Randomization Date] SAS:[Name=PTRNDT, Type=Char(10)]

SUPPDS.QVAL where
QNAM = ASGNPROD

[ARM] SAS:[Name=ARM, Type=Char(15)]
{ARM}

Wb 200 NON-MENTHOL VLN

W B NON-MENTHOL UB

Menthol VLN MENTHOL VLN

Menthol UB MENTHOL UB
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|PC=Pharmacokinetic Concentra tions| |C0=Comments T T L

24-Hour Urine Collection [| SAS:[Name=UC]

" . " % ‘Was any void in this
Planned Timepoint Lasihcissmple 1f No, reason not collected Collection Start Date CellcstiogStariTinsGY Collection Stop Date CollectisilEnd TingCa Total Weight () 24 hour period lostor | Comment for lost or
collected? Hour Clock) Hour Clock) i discarded sample
CNo © ves BB [ [ B2E [ CNo © ves
[UCPERF] S4S: T —— — DDMON/YYYY(EN) HH:MM DDMON/YYYY(EN) HH:MM ) [UCLST] $45:
® juctp) sa8:Name=vCTPT, @ | ¥ [Name=vcpERF, © | @ [UCREASND] S4S:[Name=UCREASND. Type=Char @ | @ [csTDAT] 54: O | @ jucstrivg sas: @ | € jUCENDAT] s4s: O | O jucentivy sas: @ | @ %{fgfj{fg} szkSés © | ® [yame-vicLst, @ | © o
Type=Char(50)] Type=Char(1)] {UCREASND) [Name=UCSTDAT, [Name=UCSTTIM, [Name=UCENDAT, [Name=UCENTIM, TipeNum(®)] Type=Char(1)] [UCLSTCOMM] SAS:
INY) Type=Char(50)] Type=Char(50)] Type=Char(50)] Type=Char(50)] P INY) [TNme;;f]szSog)C]OM
ype=Char
dd More
@ [PCTPT | [SUPPPC where [[Not Submitted] | PCSTDTC PCENDTC SUPPPC where | [SUPPPC where [covaL ]
N N =
. I QNAM=UCPERF QNAM=VOLUME | |QNAM=VOIDLOST
es R4
SUPPPC where
QNAM=VOLUNIT
L S | NO URINE COLLECTED - SUBJECT UNABLE TO VOID

Collection Error COLLECTION ERROR
Lab Error LAB ERROR

Subject Early Termination SUBJECT EARLY TERMINATION
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erskij02
Text Box
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|FA=Findings About Events or Interventions |
[FAOBJ = PUFFING TOPOGRAPHY |

Puffing Topgraphy [|] SAS:[Name=PF]

[[Not Submitted] |

Not Done

[PFND] SAS:[Name=PFND, Type=Char(50)]

[FapTc ] B

Date of Collection ¢ DD/MON/YYYY(EN) o
[PEDAT] SAS:[Name=PFDAT, Type=Char(50)]

C No © Yes [FAORRES where FATESTCD = TOPGRPHY
Was topography data
collectod? ©® [PFYN] SAS:[Name=PFYN, Type=Char(1)] ~ ©

{NY}

NY

No B
Yes B
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|IDA=Drug Accountability |

Product Return [] SAS:[Name=DAR]

[DA2] SAS:[Name=DA2] L+
[pACAT ]
Product Name O /DACAT] SAS:[Name=DACAT, Type=Char(15)] o
{ARM}

|SUPPFA.QVAL where QNAM = UBSPEC |
[DASPEC] SAS:[Name=DASPEC, Type=Char(200)]

If Usual Brand, Specify

“FADTC | E
Date Returned ¥ DD/MON/YYYY(EN) o

[DADAT2] SAS:[Name=DADAT2, Type=Char(50)]
|DAORRES where FATESTCD = RETAMT |

[DAAMTR] SAS:[Name=DAAMTR, Type=Char(50)]
[SUPPFA.QVAL where QNAM = BUTTRET _ |

Number of cigarettes returned

Cigarette butts returned +]
[DABRET] SAS:[Name=DABRET, Type=Char(50)]
Number of Non-VLN butts |SUPPFA.QVAL where QNAM = NONVLNBR |
' 4]
returned [DABRET2] SAS:[Name=DABRET2, Type=Char(50)]

Did the subject consume any

C No © Yes
tobacco products other than the o
cigarettes reported in the e- [DACOTH] SAS:[Name=DACOTH, Type=Char(1)] L+

Diary? (NY}
|SUPPFA.QVAL where QNAM = CONSUMFQ|

If yes, please indicate when @ /DACOTH2] SAS:[Name=DACOTH?2, Type=Char(11)] ©
{DAOTH?)

|SUPPFA.QVAL where QNAM = CONSMAMT|
[DACOTH3] SAS:[Name=DACOTH3, Type=Num(8)]

|SUPPFA.QVAL where QNAM = CONSUME |

If yes, estimate amount L1

Is there any additional
information to provide about the
difference between reported © /DARSPYN] SAS:[Name=DARSPYN, Type=Char(l)] @
cigarette use and number of {NY}

cigarettes and butts returned?

C No C Yes [SUPPFA.QVAL where GNAM = ADINFO__|

[SUPPFA.QVAL where QNAM = ADINFOSP |

Specify additional information € (+)
[DARSPEC] SAS:[Name=DARSPEC, Type=Char(160)]

NON-MENTHOL VLN
NON-MENTHOL UB
MENTHOL VLN
MENTHOL UB

N
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DAOTH2

Once

S aa i ies A FEW TIMES

0.t EVERYDAY
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|IDA=Drug Accountability |
Product Dispensed [] SAS:[Name=DAD)]

||DACAT |
Product Name O [DACAT] SAS:[Name=DACAT, Type=Char(15)]
{ARM;
|SUPPFA.QVAL where QNAM = UBSPEC |
.[DASPEC] SAS:[Name=DASPEC, Type=Char(200)]

o]
Date Dispensed ¥ DD/MON/YYYY(EN)

[DADATI] SAS:[Name=DADATI, Type=Char(50)]

If Usual Brand, Specify

IDAORRES where FATESTCD = DISPAMT |
[DAAMTD] SAS:[Name=DAAMTD, Type=Char(50)]

Number of cigarettes dispensed ¢

Wic e 8 By NON-MENTHOL VLN
Wi i NON-MENTHOL UB
Menthol VLN MENTHOL VLN
Menthol UB MENTHOL UB
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|PC=Pharmacokinetic Concentrations| |CO=Comments |

Used for reconciliation with PC

Plasma/Blood Sampling [] SAS:[Name=BD]

-
[BDND] SAS:[Name=BDND, Type=Char(50)]

Not Done

Not Done If Not Done, specify Assay Collection Date Collection Time

[Not Submitted] | _ |
I =]

. [BDTEST] SAS: DD/MON/YYYY(EN) HH:MM
¢ [BDSTAT] SAS: @ | 4 [BDREASND] SAS. ® [Name=BDTEST, @ | ¥ [BDDAT] 545: © | 9 /BpriMy S45: @

a4 “;"jgfg%‘;ﬂ o “;”j;fﬁg%;j}ND’ Type=Char(8)] [Name=BDDAT, [Name=BDTIM,
p P {BDTEST} Type=Char(50)] Type=Char(50)]

Add More

BDTEST
St COTININE

\vaitie NICOTINE
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|PE=Physical Examination ||CO=Comments |

Physical Examination - Symptom-driven [| SAS:[Name=PES]

[PE] SAS:[Name=PE] o
C No © Yes [[Not Submitted] |
Did subject report any symptoms? ® [PESYM] SAS:[Name=PESYM, Type=Char(1)] o
{NY}
SUPPPE.QVAL where
If Yes, specify © |[QNAM=PESYM o

[PESYMSP] SAS:[Name=PESYMSP, Type=Char(200)]
" No € Yes

Was the Physical Examination performed? o [PEPERF] SAS:[Name=PEPERF, Type=Char(1)] [+]
{NY}
COVAL
If No, reason not performed L1 ‘ +]
[PEREASND] SAS:[Name=PEREASND, Type=Char(50)]
IPEDTC | m%l ﬂ
Date of Examination ¥ DD/MON/YYYY(EN) i

[PEDAT] SAS:[Name=PEDAT, Type=Char(10)]
C No © Yes

Were there any abnormal findings? ® [PEORRES] SAS:[Name=PEORRES, Type=Char(1)] ©
{NY}
[PE2] SAS:[Name=PE2| +)
. . A Specify Clinical Significance if
Body System If Other, specify Specify Abnormal Findings Abnormal
[PETESTCD | [PETEST V| , [COVAL ] C Nes O cs
[PETEST] SAS: |PETESTCD | |PETEST | ' [PECLINSIG] SAS:
[Name=PETEST, Type=Char @ | @ [PESPEC] 54S:[Name=PESPEC, @ | ® ppoRRES3] 545: Q| © /Name=PECLINSI, °
(23)] Type=Char(50)] [Name=PEORRES3, Type=Char(3)]
{PETEST} Type=Char(200)] {NCSCS}
Add More SUPPPE.QVAL where
QNAM=PECLSIG E—

N
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PETEST
Gl biigeieiiive GENERAL APPEARANCE

HEENT HEENT

nanttimichiedtiior THYROID (ENDOCRINE)

Heart

Chest

Lungs
Abdomen
Skin
Neurological
Extremities
Back/Neck
Lymph Nodes
Musculoskeletal
Oral Cavity
Oropharynx

Other

NCSCS
NCS

CS

HEART

CHEST

LUNGS
ABDOMEN

SKIN
NEUROLOGICAL
EXTREMITIES
BACK/NECK
LYMPH NODES
MUSCULOSKELETAL
ORAL CAVITY
OROPHARYNX
OTHER
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[DS=Disposition |[CO=Comments |
Subject Disposition [] SAS:[Name=DS]

DSTERM=COMPLETED if Yes _ |pscAT=
C No © Yes[DSDECOD=COMPLETED if Yes ||PROTOCOL MILESTONE
Did the subject complete the study? @ /DSYN] SAS:/Name=DSYN, Type=Char(l)] L+
{NY}
||DSDECOD |
S [DSDECOD] SAS:[Name=DSDECOD, Type=Char o

(36)]
{NCOMPLT}

_COVAL

If Other, specify © _ [+
[DSOTH] SAS:[Name=DSOTH, Type=Char(200)]

Primary Adverse Event Term © /DSAENO] SAS:[Name=DSAENO, Type=Char i+
(50)]

[covaL |

[DSCOMP] SAS:[Name=DSCOMP, Type=Char
(200)]

If Ph . . D . . , . 0 °
ysician Decision, specify [DSPHYS] SAS:[Name=DSPHYS, Type=Char

(200)]

If No, reason for discontinuation

If Non-compliance with Study
Procedures, specify

o

If Withdrawal by Subject, specify 1] -E [+
[DSWC] SAS:[Name=DSWC, Type=Char(200)]
p=mre] @

Date of Completion or o DD/MON/YYYY(EN)
Discontinuation [DSSTDAT] SAS:[Name=DSSTDAT, Type=Char

(10)]

NY

No B
Yes B4

NCOMPLT
Adverse Event ADVERSE EVENT

Lost to Follow-up LOST TO FOLLOW-UP

WO G en i g v e NON-COMPLIANCE WITH STUDY PROCEDURES
Physician Decision PHYSICIAN DECISION

Protocol Deviation PROTOCOL DEVIATION

Study Terminated by Sponsor STUDY TERMINATED BY SPONSOR
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Withdrawal by Subject

Pregnancy
Screen Failure
Completed
Death

Other

WITHDRAWAL BY SUBJECT
PREGNANCY

SCREEN FAILURE
COMPLETED

DEATH

OTHER
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|FA=Findings About Events or Interventions |

|FAOBJ = FOLLOW-UP PHONE CALL |
Phone Call [] SAS:[Name=PC]

FADTC

&

DD/MON/YYYY (EN)

Date of Call

ate of Ca ¢ [PCDAT] SAS:[Name=PCDAT,
Type=Char(50)]

T No © Yes

Was tobacco cessation information provided? © [PCCESS] SAS:[Name=PCCESS,

Type=Char(1)]
{NY}

T No © Yes

FAORRES where
FATESTCD = CESSINFO

FAORRES where
FATESTCD = RETURNPE

Did Subject need to return to the clinic for a o [PCRETPE] SAS"[Name=PCRETPE,

symptom driven physical exam? Type=Char(1)]
{NY}

[+]

NY

No B\
) Y
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[[NOT SUBMITTED] |

Visit [] SAS:[Name=VISHID]

Visit [Visit] SAS:[Name=Visit] +)
Visit Not Done -
[VISITND] SAS:[Name=VISITND, Type=Num(8)]
Reason Not Done O ‘ (+]
[VINDREA] SAS:[Name=VINDREA, Type=Char(200)]
Visit Name 12 ’ (+)
[VISIT] SAS:[Name=VISIT, Type=Char(50)]
| BEE
Visit Date ¥ DD/MON/YYYY(EN) o
[VISDAT] SAS:[Name=VISDAT, Type=Char(10)]
Visit Number (+)
[VISITNUM] SAS:[Name=VISITNUM, Type=Char(2)]
. " No ¢ Yes
Was tobacco cessation o
information provided? [SMKCESS] SAS:[Name=SMKCESS, Type=Char(1)] L+
{NY}
Please specify if not done ¢ ’ (+)

[SMKSPEC] SAS:[Name=SMKSPEC, Type=Char(200)]
" End of Study ¢ Early Termination

Visit Type © [VISTYPE] SAS:[Name=VISTYPE, Type=Char(17)] 4]
{VISTYPE}
| BEE

Expected Visit Date DD/MON/Y Y,YY(EN) [+]
[Expected Visit Date] SAS:[Name=EXPVDT, Type=Char
(10)]
| BEE

Earliest Expected Visit Date DDMON/ YYYY(EN) ) (+]
[Earliest Expected Visit Date] SAS:[Name=EEXPVDT,
Type=Char(10)]

. DD/MON/YYYY(EN)
Latest E ted Visit Dat 4]
atest bxpecied VISt Late [Latest Expected Visit Date] SAS:[Name=LEXPVDT,

Type=Char(10)]

Planned Study Day of Visit ¢ ‘ (+]
[VISITDY] SAS:[Name=VISITDY, Type=Char(10)]

Upcoming Visit Offset O [Upcoming Visit Offset] SAS:[Name=OFFDYS, Type=Num ©
8]

Visit Caption o ‘ o ; (+)
[Visit Caption] SAS:[Name=VISIT3, Type=Char(50)]

Did the subject report any C No © Yes
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changes in medical history @ [VIMHYN] SAS:[Name=VIMHYN, Type=Char(l)] o
(ies) since the last visit? {NY}

Did the subject report any C No © Yes

new AEs or any changes to 9 [VJ4EYN] SAS:[Name=VIAEYN, T ype=Char(1)] L+
AEs since the last visit? {NY}

Did the subject report any

new concomitant medication T No © Yes

or any changes to \g [VICMYN] SAS:[Name=VICMYN, Type=Char(l)] ]

concomitant medication since /Ny
the last visit?

VISTYPE
End of Study End of Study

Ohiebaiegniticnln ) Early Termination
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[[NOT SUBMITTED] |

Adverse Events [] SAS:[Name=AEYN]

C No © Yes

Were any Adverse Events

experienced? O [AEYN] SAS:[Name=AEYN, Type=Char(1)] ©

{NY}
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|AE=Adverse Events ||DM=Demographics |

Adverse Event [| SAS:[Name=AE]

[AE1] SAS:[Name=AE1] +)

AESPID

AE Number O [+
[AESPID] SAS:[Name=AESPID, Type=Num(8)]

Adverse Event o (+]
[AETERM] SAS:[Name=AETERM, Type=Char(200)]
[AEsTpTc] BE

Onset Date ¢ DD/MON/YYYY(EN) o
[AESTDAT] SAS:[Name=AESTDAT, Type=Char(12)]

Onset Time (24 Hour Clock) ¢ HH:MM (+]
[AESTTIM] SAS:[Name=AESTTIM, Type=Char(50)]

- - AEENRTPT where SUPPAE.QVAL
‘ No " Yes |AEENTPT = DM.RFPENDTC| |where QNAM=AEONGO

Ongoing ® [AEONGO] SAS:[Name=AEONGO, Type=Char(1)] °
{NY}
il ]

Resolved Date ¢ DD/MON/YYYY(EN) i+
[AEENDAT] SAS:[Name=AEENDAT, Type=Char(12)]

Resolved Time (24 Hour Clock) € HH:MM (+]

[AEENTIM] SAS:[Name=AEENTIM, Type=Char(50)]

[pEPATT]

Frequency © [AEFREQ] SAS:[Name=AEFREQ, Type=Char(14)] ©
{AEFREQ}

Severity O [AESEV] SAS:[Name=AESEV, Type=Char(8)] o
{AESEV}
" No © Yes

Serious Event? © [AESER] SAS:[Name=AESER, Type=Char(1)] o
{NY}

Serious Criteria [AE2] SAS:[Name=AE2] +)

" No € Yes

[AESCONG] SAS:[Name=AESCONG, o
Type=Char(1)]

{NY}

(" No ¢ Yes [AESDIsAB

A persistent or significant disability/incapacity =~ @ [AESDISAB] SAS:[Name=AESDISAB, ¢
Type=Char(1)]
{NY}

T No O Yes

A congenital anomaly/birth defect
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In-patient hospitalization or prolongation of
existing hospitalization

Admission Date

Discharge Date

A life-threatening adverse study experience

Important medical event

Death

Date of Death

Was an autopsy performed?

[AESHOSP] SAS: [Name=AESHOSP,

Dype=Char(1)]
NY,

[+]

’ (3] [SUPPAE.QVAL where

DD/MON/YYYY(EN)2XAY = ADVDTC
[ADMDAT] SAS:[Name=ADMDAT,
Type=Char(50)]

[+]

| (=) [ [SUPPAE.QVAL where

NAM = DISDTC

DD/MON/YYYY(EN Q
[DISDAT] SAS:[Name=DISDAT,
Type=Char(50)]

o No o Yes

o [AESLIFE] SAS:[Name=AESLIFE,

Type=Char(1)]
{NY}

C"No © Yes
¢ [AESMIE] SAS:[Name=AESMIE,

Type=Char(1)]

{NY}

" No © Yes [AESDTH | [DTHFL

¢ [AESDTH] SAS:[Name=AESDTH,
Type=Char(1)]
{NY}

| E
DD/MON/YYYY(EN)

[DTHDAT] SAS:[Name=DTHDAT,
Type=Char(50)]
C No C Yes [[NotSubmitted] ]

[DDTEST] SAS:[Name=DDTEST,
Type=Char(1)]
{NY}
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[AE3] SAS:[Name=AE3]

Outcome

Action taken with study product

Relationship to study product

What other action was taken in response

to this adverse event?

+)

[AEouT ]
® [AEOUT] SAS:[Name=AEOUT, Type=Char(26)] ©
JOUT}

©® [AEACN] SAS:[Name=AEACN, Type=Char(31)] @
JACN}

[AEREL ]
® [AEREL] SAS:[Name=AEREL, Type=Char(11)] ©
{AEREL)}

O [AEACNOTH] SAS:[Name=AEACNOTH, L+
Type=Char(50)]

[MedDRA] SAS:[Name=MedDRA]

Verbatim Term

(+)
[[NOT SUBMITTED] | °
[AEVERB] SAS:[Name=AEVERB, Type=Char(200)]
uAELL T | ;"'\
+]

MedDRA LLT Name

[AELLT] SAS:[Name=AELLT, Type=Char(200)]

AELLTCD
MedDRA LLT Code 4 LoottTCD | °
[AELLTCD] SAS:[Name=AELLTCD, Type=Char(200)]

ﬂAEDECOD |
MedDRA PT Name 13 (+]

[AEDECOD] SAS:[Name=AEDECOD, Type=Char(200)]

AEPTCD
MedDRA PT Code o IAEPTCD | o
[AEPTCD] SAS:[Name=AEPTCD, Type=Char(200)]

MedDRA HLT Name ¢ [AEALT ] L+
[AEHLT] SAS:[Name=AEHLT, Type=Char(200)]

AEHLTCD
MedDRA HLT Code L 2 AEHLTCD | L+
[AEHLTCD] SAS:[Name=AEHLTCD, Type=Char(200)]

AEHLGT
MedDRA HLGT Name € [AERLGT__]

[AEHLGT] SAS:[Name=AEHLGT, Type=Char(200)]

AEHLGTCD
MedDRA HLGT Code ¢ neCTeD | e
[AEHLGTCD] SAS:[Name=AEHLGTCD, Type=Char(200)]

MedDRA SOC Name

[AEsoC | [AEBODSYS | o
[AESOC] SAS:[Name=AESOC, Type=Char(200)]
[AEsoccD | [AEBDSYSCD | o

MedDRA SOC Code o'

[AESOCCD] SAS:[Name=AESOCCD, Type=Char(200)]
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Not a true data. Flag is used for New SAE
Notification.

Not a true data. Concatenated field used for
Updated SAE Notification.

Not a true data. Flag is used for SAE
comparison.

AEFREQ

“iite e notiils SINGLE EPISODE
Intermittent INTERMITTENT

Continuous CONTINUOUS

W iloeiis MODERATE

Severe

ouT

|[NOT SUBMITTED] |

O [AEFLAG] SAS:[Name=AEFLAG,
Type=Char(50)]
[[NOT SUBMITTED] |

Q [AEFLAG2] SAS:[Name=AEFLAG?2,
Type=Char(200)]
[[NOT SUBMITTED] |

® [AEFLAG3] SAS:[Name=AEFLAGS3,
Type=Char(200)]

Fatal
Unchanged
Resolved
Worse

Improved

Unknown (lost to follow-up)

FATAL

UNCHANGED

RESOLVED

WORSE

IMPROVED

UNKNOWN (LOST TO FOLLOW-UP)

W e vs A edobcs il NOT RECOVERED/NOT RESOLVED

Recovered/Resolved
Recovering/Resolving

Unknown

ACN
Not Changed

RECOVERED/RESOLVED
RECOVERING/RESOLVING
UNKNOWN

NOT CHANGED

st st bigednisd DRUG INTERRUPTED

e iy iniens | DRUG WITHDRAWN
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Not Applicable

Unknown

AEREL
Not related

Unlikely
Possible
Possibly Related
Related

Likely

Definitely

NOT APPLICABLE
UNKNOWN

NOT RELATED
UNLIKELY
POSSIBLE
POSSIBLY RELATED
RELATED

LIKELY
DEFINITELY
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[[NOT SUBMITTED] |

Concomitant Medications [] SAS:[Name=CMYN]

C No © Yes

Were any medications
taken? ® [CMYN] SAS:[Name=CMYN, Type=Char(1)] @

{NY}
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|CM=Concomitant Medications  ||AE=Adverse Events |

Prior and Concomitant Medications [] SAS:[Name=CM]

Record all prior and concomitant medications taken from within 30 days prior to screening up to

end of study. [CM] SAS:[Name=CM]| &
Concomitant =
SUPPAE.QVAL where QNAM = LINKN001
Medication 12 |IM| | | L+
Number [CMSPID] SAS:[Name=CMSPID, Type=Num(S)]
Medication / [CMTRT | [SUPPAE.QVAL where QNAM = AECM001-x | o
Therapy Name [CMTRT] SAS:[Name=CMTRT, Type=Char(100)]
Indication © [CMINDC] SAS:[Name=CMINDC, Type=Char(18)] o
{CMINDC} [[NOT SUBMITTED] ]
If Other Indication, ° ‘ o
specify [OTHSPECI] SAS:[Name=OTHSPEC]I, Type=Char(50)]
Primary Medical |SUPPCM.QVAL where QNAM = MHID | o
History Term [CMMHNO] SAS:[Name=CMMHNO, Type=Char(50)]
Primary Adverse l| [SUPPCM.QVAL where QNAM = MHID | o
Event Term [CMAENO] SAS:[Name=CMAENO, Type=Char(50)]
5 o [E700SE_] .
0S€
[CMDSTXT] SAS:[Name=CMDSTXT, Type=Num(8)]
[cmposu_]
Unit © [CMDOSU] SAS:[Name=CMDOSU, Type=Char(50)] (4]
{CMUNIT}
If Other Unit, [Per cMDOSU__ | =
L O [OTHSPEC2] SAS:[Name=OTHSPEC2, Type=Char(50)] 4]
specity {UNIT)
|[INOT SUBMITTED] | o
Dose Form O [CMDOSFRM] SAS:[Name=CMDOSFRM, Type=Char(65)] o
{FRM
[cMDOSFRQ ]
Frequency O [CMDOSFRQ] SAS:[Name=CMDOSFRQ, Type=Char(50)] o
{CMFREQ)
Per CMUDOSFR
If Other ° (Per a | a o 3 o
Frequency, specify & [OTHSPECS3] SAS:[Name=OTHSPECS3, Type=Char(50)]
|
Route O [CMROUTE] SAS:[Name=CMROUTE, Type=Char(24)] L+
{CMROUTE}
If Other Route, |RSECMROUTE | )
specify O [OTHSPEC4] SAS:[Name=OTHSPEC4, Type=Char(50)] i+
{ROUTE}
Was the C No C Yes [CMSTRTPT where CUSTTPT = DM.RFSTDTC |
medication/therapy o N es ©
taken prior to the [CMPRIOR] SAS:[Name=CMPRIOR, Type=Char(8)]
study? {NY}
lcMsTDTC |  [SUPPAE.QVAL where QNAM = AECMD001-x |
Start Date ¥ DD/MON/YYYY(EN) [+
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Start Time

Ongoing

End Date

End Time

Not true data. Flag

used for CM
Coding

[CMSTDAT] SAS:[Name=CMSTDAT, Type=Char(12)]

—

¢ HH:MM

[CMSTTIM] SAS: [Name=CMSTTIM, Type=Char(50)]
C No C Yes |CMENRTPT where CMENTPT = DM.RFPENDTC |

® [CMONGO] SAS:[Name=CMONGO, Type=Char(1)]

{NY}

|CMENDTC | E=E

O DD/MON/YYYY(EN)

[CMENDAT] SAS:[Name=CMENDAT, Type=Char(12)]

—

¢ HH:MM

[CMENTIM] SAS:[Name=CMENTIM, Type=Char(50)]

[[NOT SUBMITTED] |
[CMHIDE] SAS:[Name=CMHIDE, Type=Char(50)]

[WHODRG] SAS:[Name=WHODRG]

Verbatim Term

Trade Name

Generic Name

Level 1 Code

Level 1 Term

Level 2 Code

Level 2 Term

Level 3 Code

Level 3 Term

Level 4 Code

Level 4 Term

Drug Record Number

[[NOT SUBMITTED] |
[CMDRVERB] SAS:[Name=CMDRVERB, Type=Char(200)]
[SUPPCM.QVAL where QNAM = TRADNAME |
[CMDRTRNM] SAS: [Name=CMDRTRNM, Type=Char(200)]
[DSDEcOD |
[CMDECOD] SAS:[Name=CMDECOD, Type=Char(200)]
[SUPPCM.QVAL where QNAM = ATCCODE1 |
[CMCLACDI] SAS:[Name=CMCLACDI, Type=Char(200)]
|SUPPCM.QVAL where QNAM = ATCTEXT1 |
[CMCLAS1] SAS:[Name=CMCLASI, Type=Char(200)]
|SUPPCM.QVAL where QNAM = ATCCODE?2 |
[CMCLACD?2] SAS:[Name=CMCLACD2, Type=Char(200)]
|SUPPCM.QVAL where QNAM = ATCTEXT2 |
[CMCLAS2] SAS:[Name=CMCLAS2, Type=Char(200)]
[SUPPCM.QVAL where QNAM = ATCCODES3 |
[CMCLACD3] SAS:[Name=CMCLACD3, Type=Char(200)]
[SUPPCM.QVAL where QNAM = ATCTEXT3 |
[CMCLAS3] SAS:[Name=CMCLAS3, Type=Char(200)]

o [SUPPCM.QVAL where QNAM = ATCCODE4 |
[CMCLASCD] SAS:[Name=CMCLASCD, Type=Char(200)]
[SUPPCM.QVAL where QNAM = ATCTEXT4 |
[CMCLAS] SAS:[Name=CMCLAS, Type=Char(200)]
[SUPPCM.QVAL where QNAM = DRRCNO |
[CMDRRCNO] SAS:[Name=CMDRRCNO, Type=Char(200)]

o
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WHODrug SEQ1

WHODrug SEQ?2

Route for Coding

Indication for Coding

Country for Coding

CMINDC

[SUPPCM.QVAL where QNAM = DRSEQ1 |

¢ [CMDRSEQ1] SAS:[Name=CMDRSEQ1, Type=Char(200)]
o [SUPPCM.QVAL where QNAM = DRSEQ2__|
[CMDRSEQ2] SAS:[Name=CMDRSEQ?2, Type=Char(200)]
|[NOT SUBMITTED] |
[CMDRRTE] SAS:[Name=CMDRRTE, Type=Char(200)]
o I[CMINDC ]
[CMDRINDC] SAS:[Name=CMDRINDC, Type=Char(200)]
o [[NOT SUBMITTED] |

[CMDRCTRY] SAS:[Name=CMDRCTRY, Type=Char(200)]

Medical History MEDICAL HISTORY

Adverse Event ADVERSE EVENT

Prophylaxis PROPHYLAXIS

taeiaecigoonicns DIETARY SUPPLEMENT

CMUNIT

Milligram mg
Microgram ug
Milliliter; cm3 mL
Tablespoon Dosing Unit ¥
Teaspoon Dosing Unit R

Ounce oz

Capsule Dosing Unit CAPSULE

Tablet Dosing Unit TABLET

oguitetye bt By APPLICATION

Gram
Drop
Liter
Puff

Other

UNIT

Percentage

Percent Inhibition

Percent Volume per Volume; vol%
Percent Weight per Volume
Percent Weight per Weight
Percent per Minute

per 100 High Powered Fields

Y%

% INHIBITION
%o (VIV)

Yo(W/v)

Yo(W/w)

%/min

/100 HPFs
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Per 100 White Blood Cells

/1073 cells

Daily; Per Day

Per Deciliter

Per Hour

per High Powered Field

Per Kilogram

Per Liter

per Low Powered Field

Per Milliliter

Every Month; Per Month

Per Nanoliter

Per Picoliter

/mm3; Per Microliter

per Visual Field

Every week; Per Week; QS

100 International units/Milliliter

10~4/mm3; 10~4/ul; 10~7/mL

10~5/mm3; 10~5/ul.; 10°8/mL

TIU/L; Tera International Unit per Liter

1076/mm3; 10~6/ul; T/L; TI/L; Tera/L

Thousand CFU; Thousand Colony Forming Units

Thousand CFU/g; Thousand Colony Forming Units per Gram
Thousand CFU/mL; Thousand Colony Forming Units per Milliliter
10”3 copies/mL

10”3 DNA copies/mL

Thousand Organisms

Thousand Organisms per Gram; Thousand Organisms/g
Thousand Organisms per Milliliter; Thousand Organisms/mL
10”3 RNA copies/mL

10/ 3/hpf

1073/L

10~ 4/hpf

1074/L

10~5/hpf

10”2/mL

Million CFU; Million Colony Forming Units

Million CFU/g; Million Colony Forming Units per Gram
Million CFU/mL; Million Colony Forming Units per Milliliter

1076 copies/mL
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/100 WBC
/10”3 cells
/day

/dL

/h

/VF

/wk

100 IU/mL

10~10/L

10~ 11/L

10712 IU/L

107 12/L

1073 CFU

1073 CFU/g

1023 CFU/mL

10”3 copies/mL
103 DNA copies/mL
10”3 organisms
10”3 organisms/g
10”3 organisms/mL
10”3 RNA copies/mL
10~3/hpf

1073/L

107 4/hpf

10"4/L

10~5/hpf

1075/L

1076 CFU

1076 CFU/g

1076 CFU/mL

1076 copies/mL




10”6 DNA copies/mL

Million IU; Million International Units

1076 IU/mL

Million Organisms

Million Organisms per Gram; Million Organisms/g
Million Organisms per Milligram; Million Organisms/mg
Million Organisms per Milliliter; Million Organisms/mL
1076 RNA copies/mL

1076/g

10~6/hpf

10~3/mL; M/L; Mega/L

1076/dL

1022/mm3; 10~2/ul; 10~5/mL

Billion CFU; Billion Colony Forming Units

Billion CFU/g; Billion Colony Forming Units per Gram

Billion CFU/mL; Billion Colony Forming Units per Milliliter

Billion Organisms

Billion Organisms per Gram; Billion Organisms/g
Billion Organisms per Milligram; Billion Organisms/mg
Billion Organisms per Milliliter; Billion Organisms/mL
10~3/mm3; 10~3/ul; 10*6/mL; G/L; GI/L; Giga per Liter
Arbitrary Fluorescence Unit

Attogram

Antigen Unit per Milliliter

Attomole

Ampere

Ampule Dosing Unit

Atomic Mass Unit

Anti-Xa Activity International Unit

Anti-Xa Activity International Unit per Milliliter
Antibody Unit

Immunoglobin A Phospholipid Units per Milliliter
Application Dosing Unit

Atmosphere

Absorbance Unit

Absorbance Unit per Minute

Allergy Unit per Milliliter

Bag Dosing Unit

Bar Dosing Unit

Bioequivalent Allergy Unit
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1076 IU

10”6 IU/mL

1076 organisms
10”6 organisms/g
1076 organisms/mg
10”6 organisms/mL
1076 RNA copies/mL
10”6/g

10~6/hpf

10"6/L

10~7/L

10"8/L

1079 CFU

1079 CFU/g

10~9 CFU/mL
10”9 organisms
1079 organisms/g
10”9 organisms/mg
1079 organisms/mL
10~9/L

AFU

ag

AgU/mL

amol

amp

AMPULE

amu

anti-Xa IU

anti-Xa IU/mL
Antibody Unit

APL U/mL
APPLICATION
atm

AU




Bioequivalent Allergy Unit per Milliliter BAU/mL
Biological Unit per Milliliter BE/mL
Beats per Minute BEATS/MIN
Bel bel
Biscuit BISCUIT
Blocks BLOCKS
Bolus Dosing Unit BOLUS
Bottle Dosing Unit BOTTLE
Box Dosing Unit BOX
Becquerel Bq
Becquerel per Gram Bq/g
Becquerel per Kilogram Bq/kg
Becquerel per Liter Bq/L
Becquerel per Milligram; Kilobecquerel per Gram; kBq/g Bq/mg

Becquerel per Milliliter; Kilobecquerel per Liter; kBq/L Bq/mL

Becquerel per Microgram; Bq/mcg; Kilobecquerel per Milligram; MBq/g; Megabecquerel per
Gram; kBq/mg

Bq/ug

Becquerel per Microliter; Kilobecquerel per Milliliter; MBq/L; Megabecquerel per Liter; kBq/mL [ITH

Breaths per Minute BREATHS/MIN
Bethesda Unit BU

Bethesda Unit per Milliliter

Degree Celsius

Calorie

Can Dosing Unit CAN
Capful Dosing Unit CAPFUL

Caplet Dosing Unit

Capsule Dosing Unit; cap

Cartridge Dosing Unit

50 Percent Cell Culture Infective Dose per Dose

50 Percent Cell Culture Infective Dose per Milliliter
Candela

Colony Forming Unit per Gram

Colony Forming Unit per Milliliter

Centigram

Centigray

Curie

CAPLET
CAPSULE
CARTRIDGE
CCID 50/dose
CCID 50/mL
cd

CFU/g
CFU/mL

Curie per Gram; Microcurie per Microgram; Millicurie per Milligram; mCi/mg; uCi/ug
Curie per Kilogram; Microcurie per Milligram; Millicurie per Gram; mCi/g; uCi/mg
Curie per Liter; Microcurie per Microliter; uCi/uL

Curie per Milligram; Millicurie per Microgram; mCi/ug
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Curie per Milliliter

Ci/mcg; Curie per Microgram
Ci/mcL; Curie per Microliter

Cigar Dosing Unit

Cigarette Dosing Unit

Centiliter

Centimeter

cm H20

Centimeters per Minute

cm/sec

Square Centimeter

Centimole

Millimoles per Deciliter; mmol/dL
Coat Dosing Unit

Container Dosing Unit

copies/mL

copies/uLL

Coulomb

Counts per Minute

107-2 sec; Centisecond; csec

Cup Dosing Unit

Grating Cycles per Centimeter; cpcm
Cycle per Minute

Cycle per Second

Cylinder Dosing Unit

D Antigen Unit

D Antigen Unit per Milliliter
Decamole per Liter; Moles per Deciliter; mol/dL
Day

Decibel

Degree Unit of Plane Angle

Diopter

Disk Dosing Unit

Deciliter

Decimole

DNA Copies per Milliliter
Disintegrations per Minute
Disintegrations per Minute per 0.5 Milliliter
Disintegrations per Minute per 100 milligrams; dpm/cg

Disintegrations per Minute per Milligram
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Ci/mL

Ci/ug

Ci/uL
CIGAR
CIGARETTE
cL

cm

cm H20
cm/min

cm/s

cm2

cmol

cmol/L
COAT
CONTAINER
copies/mL
copies/uLL
Coulomb
cpm

cs

Ccup

cy/cm
cycle/min
cycle/sec
CYLINDER
DAgU
DAgU/mL
damol/L
DAYS

dB

deg
DIOPTER
DISK

dL

dmol

DNA copies/mL
DPM
dpm/0.5 mL
dpm/100mg
dpm/mg




Disintegrations per Minute per Milliliter

Dram

Drum Dosing Unit

Dyne

50 Percent Embryo Infective Dose per Dose

50 Percent Embryo Infective Dose per Milliliter

Enzyme-Linked Immunosorbent Assay Unit

Enzyme-Linked Immunosorbent Assay Unit per Dose

Enzyme-Linked Immunosorbent Assay Unit per Milliliter

Enzyme Unit

Equivalent Weight

EU/dL; Ehrlich Units
Degree Fahrenheit

Farad

Fibrinogen Equivalent Units
Femtogram

Fingertip Unit

Cubic Micrometer; Cubic Micron; Femtoliter; um3
Femtomole

Femtomole per Gram
Femtomole per Liter

Fluid Ounce Imperial

Fluid Ounce US

Fraction of 1

F/s; FPS; Frames per Second; Frames/sec
Foot

Square Foot

Standard Cubic Foot

Gram

Gram per Animal

Gram per Animal per Day
Gram per Animal per Week
Gram per Cage

Gram per Cage per Day
Gram per Cage per Week

Gram per Square Centimeter

Gram per Day; g/24h; g/d; gram/24 Hours; gram/day

Gram per Deciliter; g%
Gram per Gram

Gram per Gram per Day

Page 78 of 100

dpm/mL

dram

DRUM

dyn

EID 50/dose
EID 50/mL
ELISA unit
ELISA unit/dose
ELISA unit/mL
Enzyme U

eq

EU

F

fg

FINGERTIP UNIT

fL

fmol

fmol/g
fmol/L
foz_br
foz_us
fraction of 1
Frames/s

ft

ft3

2

g/animal
g/animal/day
g/animal/wk
g/cage
g/cage/day
g/cage/wk
g/cm2

g/day

g/dL

g/g

g/g/day




Gram per Kilogram; Milligram per Gram; mg/g
Gram per Kilogram per Day; Milligram per Gram per Day; mg/g/day

Gram per Liter; Kilogram per Cubic Meter; Microgram per Microliter; Milligram per Milliliter;
g/L; kg/m3; mg/mL; ug/ulL

Gram per Square Meter

Gram per Square Meter per Day

Gram per Mole

Gauss

Gigabecquerel

Gigabecquerel per Gram; Kilobecquerel per Microgram; kBq/ug

Gigabecquerel per Milligram; MBq/mcg; MBq/ug; Megabecquerel per Microgram
GBq/mcg; Gigabecquerel per Microgram; MBq/ng; Megabecquerel per nanogram
Immunoglobin G Phospholipid Units per Milliliter

Grain

Drop

Gray

Henry

Histamine Equivalent Prick Unit
Homeopathic Dilution Unit

HU

Hour; hr

Hectopascal

High Power Field

Hertz

Implant Dosing Unit

Inch

Square Inch

Inhalation Dosing Unit

IE; International Unit

1U/dL

International Unit per Gram

International Unit per Kilogram

International units per Kilogram per Hour

IE/L; IU/L; International Unit per Liter; mIU/mL
International Unit per Milligram

IE/mL; International Unit per Milliliter; Kilo International Unit per Liter; kIU/L
Jar Dosing Unit

Joule

Kallikrein Inhibitor Unit
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g/L

g/m2
g/m2/day
g/mol
Gauss
GBq
GBq/g
GBq/mg
GBq/ug
GPL U/mL
grain

gtt

Gy
Henry
HEP

HOMEOPATHIC
DILUTION

Hounsfield Unit
HOURS

hPa

HPF

Hz

IMPLANT

in

in2
INHALATION
1U

1U/dL

1U/g

1U/kg

1U/kg/h

IU/L

IU/mg

IU/mL

JAR

Joule

KALLIKREIN INHIBITOR

UNIT




Katal

Kilobecquerel

GBq/L; Gigabecquerel per Liter; Kilobecquerel per Microliter; MBq/mL; Megabecquerel per
Milliliter

Kilogram-Calorie

Kilodalton; Kilounified Atomic Mass Unit; ku

Kilogram

Kilogram per Centimeter

Kilogram per Square Centimeter

Gram per Milliliter; Kilogram per Liter; g/mL; gram/mL; kg/L; mg/uL

Kilogram per Square Meter

kilohertz kHz

Kit Dosing Unit KIT

Kilo International Unit kIU

Kilometer km

Kilometer Per Hour km/h

Kilonewton per Centimeter Squared; kdyn/cm2 kN/cm2
Kilopascal kPa

Pa/mL/sec kPa/L/sec

1073 sec; Kilosecond; ksec ks

Kilo United States Pharmacopoeia Unit

Liter L

L/h L/h

Liters per Hour per Square Meter L/h/m2

Liter per Kilogram L/kg

Liter per Liter; dL/dL; mL/mL; uL/ulL L/L

Liters per Minute L/min

Liters per Minute per Square Meter L/min/m2

L/sec L/s

Pound LB

Lumen Im

Log10 50 Percent Embryo Infective Dose per Dose log EID 50/dose
Log10 50 Percent Cell Culture Infective Dose per Dose log10 CCID 50/dose
logl0 CFU/g log10 CFU/g
log10 CFU/mL log10 CFU/mL
log10 copies/mL log10 copies/mL
Log10 Enzyme-Linked Immunosorbent Assay Unit Log10 ELISA unit
Log10 Enzyme-Linked Immunosorbent Assay Unit per Dose Log10 ELISA unit/dose
log10 IU/mL log10 IU/mL
Log10 50 Percent Tissue Culture Infective Dose per Dose log10 TCID 50/dose
Lozenge Dosing Unit LOZENGE
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Low Power Field

Lux

Meter

Meter Per Second

m/sec2

Square Meter

Cubic Meter

Megabecquerel MBq
GBqg/mL; Gigabecquerel per Milliliter; Megabecquerel per Microliter MBgq/uL
Millicurie mCi
Microcurie per Gram; Millicurie per Kilogram; uCi/g mCi’kg
Microcurie per Milliliter; Millicurie per Liter; uCi/mL mCi/L
Milliequivalent mEq
Milliequivalents per Day mEq/day
Milliequivalent per Deciliter mEq/dL
Weber Weber
Milliequivalent Per Gram mEq/g
Milliequivalent Per Kilogram mEq/kg
Milliequivalent Per Liter; Millivalent per Liter; mval/L mEq/L
Milliequivalent per Milliliter mEq/mL
Milliequivalent per Millimole mEq/mmol
Milliequivalent Per Microgram; mEq/mcg mEq/ug
Milliequivalent Per Microliter mEq/uL
Molecules of Equivalent Soluble Fluorochromes MESF
Median Fluorescence Intensity MFI
Milligram mg
Milligram per Animal mg/animal
Milligram per Day mg/day
Milligram per Deciliter; mg% mg/dL
Milligram per Gram per Hour mg/g/h
Milligram per Gram per Minute mg/g/min
Milligram per Hour mg/h
Milligram per Kilogram; ug/g mg/kg
Milligram per Kilogram per Day mg/kg/day
Milligram per Kilogram per Hour mg/kg/h
Milligram per Kilogram per Minute mg/kg/min

Gram per Cubic Meter; Microgram per Milliliter; Milligram per Liter; g/m3; mcg/mL; mg/L; ng/uL;
mg/L

ug/mL

Milligram per Square Meter mg/m2

Milligram per Square Meter per Day mg/m2/day
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Milligram per Square Meter per Hour mg/m2/h
Milligram per Square Meter per Minute mg/m2/min
Milligram per Minute mg/min
Milligram per Milliliter per Minute mg/mL/min
ug/mmol mg/mol
Megahertz MHz
International Mile Mile

Minute Unit of Time min
Micro-International Unit per milliliter; mIE/L; mIU/L; mcIU/mL; ulU/mL mlIU/L
mJoule/cm2 mJoule/cm2
Millikatal mkat
Milliliter; cm3 mL

Milliliter per Animal mL/animal
Milliliter per Animal per Day mL/animal/day
Milliliter per Animal per Week mL/animal/wk
Milliliter per Breath mL/breath
Milliliter per Cage mL/cage
Milliliter per Cage per Day mL/cage/day
Milliliter per Cage per Week mL/cage/wk
Milliliter per Centimeter; dL/m mL/cm

mL/cm H20 mL/cm H20
Milliliter per Day mL/day
Milliliters per Deciliter mL/dL
Milliliter per Gram mL/g
L/day/kg; L/kg/d; Milliliter per Gram per Day; mL/day/g; mL/g/day; uL/day/mg; uL/mg/day mL/g/day
Milliliter per Gram per Hour mL/g/h
Milliliter per Gram per Minute mL/g/min
Milliliters per Hour mL/h

Milliliter per Kilogram mL/kg
Milliliter per Kilogram per Day mL/kg/day
Milliliter per Kilogram per Hour mL/kg/h
Milliliter per Kilogram per Minute; mL/kg/min; mL/min/kg; uL/g/min; uL/min/g mL/kg/min
Milliliter per Square Meter mL/m2
Milliliter per Square Meter per Day mL/m2/day
Milliliter per Square Meter per Hour mL/m2/h
Milliliter per Square Meter per Minute mL/m2/min
Milliliters per Minute mL/min
mL/min/1.73m2 mL/min/1.73m2
Milliliter per Minute per Torr mL/min/mmHg

Milliliters per Millimeter of Mercury mL/mmHg
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mL/mmHg/min/L

mL/sec

mL/sec/1.73m2

Millimeter

Millimeters per Two Hours
Millimeter per Hour
Millimeters per Minute
Millimeters per Second
Square Millimeter

Millimeter of Mercury

Millimeter of Mercury per Second
Millimole

Millimole per 24 Hours

Millimole per Gram

Millimole per Kilogram

Micromole per Milliliter; Millimole per Liter; Mole per Cubic Meter; mecmol/mL; mmol/L; mol/m3;

nmol/uL; umol/mL

mmol/min/kPa

mmol/min/kPa/L

mmol/mol

Mole

Mole per Gram

Mole per Liter; mmol/mL; mol/L
Mole per Milligram

Mole per Milliliter

Mole per Mole; mmol/mmol
Month

Milliosmole

Milliosmole per Kilogram
Millipascal

Miles per Hour

Immunoglobin M Phospholipid Units per Milliliter
Millisecond

mU/L

Millivolt

Millivolt * Minutes

Millivolt Squared per Hertz; Millivolt"2/Hertz
Nanocurie

Nebule
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mL/mmHg/min/L
mL/s
mL/sec/1.73m2
mm

mm/2h

mm/’h

mm/min
mm/sec

mm?2

mmHg
mmHg/L/min
mmHg/sec
mmol
mmol/day
mmol/g

mmol/kg
mmol/L

mmol/min/kPa
mmol/min/kPa/L
mmol/mol
mol

mol/g
mol/L
mol/mg
mol/mL
mol/mol
MONTHS
mOsm
mOsm/kg
mPa

mph

MPL U/mL
msec

mU/L

mV
mV*min
mV2/Hz
nCi
NEBULE




Needle Gauge

Newton

Nanogram

Nanogram per Deciliter

Microgram per Cubic Meter; ng/L; pg/mL; ug/m3

Normalized Fluorescence Intensity Unit; Normalized Intensity Unit; Relative Fluorescence Intensity

Unit; Relative Intensity Unit
Nanokatal

Nanokatal per Liter

g/L; Gram per Liter; kg/m3; Kilogram per Cubic Metre; Microgram per Microliter; Milligram per

Milliliter; ug/uL; mg/mL

Nanoliter

Nanometer

Nanomole

Nanomoles Bone Collagen Equivalents per Liter
Nanomoles Bone Collagen Equivalents per Millimole
Nanomole per Liter

Nanomole per Milliliter per Minute
Nanosecond

Nanounit per Centiliter

(0):1111

Osmole

Ounce

/Year; Every Year; Per Annum; Per Year
Pascal

Pack

Pack Year

Pack Dosing Unit; Package Dosing Unit
Packet Dosing Unit

Patch Dosing Unit

Pellet Dosing Unit

pH

Per Minute

Per Second

Plaque Forming Unit

Plaque Forming Unit per Dose

Plaque Forming Unit per Milliliter
Picogram

Picogram per Deciliter

fg/mL; pg/L

Pipe Dosing Unit
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NEEDLE GAUGE
Newton

ng

ng/dL

ng/L

NIU

nkat

nkat/L

g/L

nL

nm

nmol

nmol BCE/L
nmol BCE/mmol
nmol/L
nmol/mL/min
nsec

nU/cL

ohm

osm

oz

PA

Pa

PACK

Pack Year
PACKAGE
PACKET
PATCH
PELLET
pH

per min

per sec

PFU
PFU/dose
PFU/mL

pg
pg/dL

pg/L
PIPE




Pixel

PPCM; Pixels per Centimeter

PPI; Pixels per Inch

Picokatal

Picoliter

Picometer

Picomole

Femtomole per Milliliter; Picomole per Liter; fmol/mL
Protein Nitrogen Unit per Milliliter
Point

Pouch Dosing Unit

Part per Billion

Part per Million

Part per Thousand

Parts per Trillion

Pressor Unit

Picosecond

Pounds per Square Inch

British Pint; Imperial Pint

US Pint

Puff

Quantity Sufficient

Rad

Ratio

Ring Dosing Unit

RNA Copies per Milliliter

Roentgen

Revolution per Minute

Sachet dosing unit

Standardized Biological Unit per Milliliter
Standard Cubic Meter

Scoopful Dosing Unit

Second

SFU/10~6 PBMC; Spots/10*6 PBMC
Shock Wave

Siemens

Spray Dosing Unit

Standardized Quality Unit per Milliliter
Steps

Strip Dosing Unit
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PIXEL
PIXELS/cm
PIXELS/in
pkat

pL

pm

pmol
pmol/L
PNU/mL
POINT
POUCH
ppb

ppm

ppth

pptr
PRESSOR UNITS

psec
psi
pt_br
pt_us
PUFF

QUANTITY SUFFICIENT

Rad

RATIO

RING

RNA copies/mL
Roentgen

rpm

SACHET
SBE/mL

scm
SCOOPFUL
sec

SFC/10~6 PBMC
Shock Wave
Siemens
SPRAY
SQU/mL
STEPS

STRIP




Suppository Dosing Unit
Sievert

Syringe Dosing Unit
Tablet Dosing Unit; tab
Tampon Dosing Unit

Tablespoon Dosing Unit

50 Percent Tissue Culture Infective Dose per Dose

Tesla

Titer

Torr

Trace Dosing Unit

Troche Dosing Unit

Teaspoon Dosing Unit

Tube Dosing Unit

Tuberculin Unit

Tuberculin Unit per Milliliter
Unit

CARR U; Carratelli Unit

Unit per Animal

Unit per Centiliter

Unit per Deciliter

Unit per Gram

Unit per Gram per Day

Unit per Gram per Hour

Unit per Gram per Minute

Unit per Kilogram

Unit per kilogram per Day
Unit per Kilogram per Hour
Unit per Kilogram per Minute
Unit per Liter; mU/mL

Unit per Square Meter

Unit per Square Meter per Day
Unit per Square Meter per Hour
Unit per Square Meter per Minute
Unit per Milligram

Unit per Milliliter

Unit per Millimole

Microcurie; mcCi

Microcurie per Kilogram; mecCi/kg

Microcurie per Liter; mcCi/L
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SUPPOSITORY
Sv

SYRINGE
TABLET
TAMPON
Tbsp

TCID 50/dose
Tesla

titer

Torr

TRACE
TROCHE

tsp

TUBE
tuberculin unit
tuberculin unit/mL
U

U.CARR
U/animal
Ul/eL

U/dL

Ulg

U/g/day

U/g/h

U/g/min

U/kg
U/kg/day
U/kg/h
U/kg/min

U/L

U/m2
U/m2/day
U/m2/h
U/m2/min
U/mg

U/mL

U/mmol

uCi

uCi/kg

uCi/L




Microequivalent uEq
Microequivalent per Liter; Nanoequivalent per Milliliter; nEq/mL uEq/L
Microgram; mcg ug
Microgram per Animal ug/animal
Microgram per Day; mcg/day ug/day
Microgram per Deciliter ug/dL
Microgram per Gram per Day ug/g/day
Microgram per Gram per Hour ug/g/h
Microgram per Gram per Minute ug/g/min
Micrograms per Hour; mcg/h ug/h
Microgram per Kilogram; mcg/kg; ng/g; ug/kg ug/kg
Microgram per Kilogram per Day ug/kg/day
Microgram per Kilogram per Hour ug/kg/h

Gamma per Kilogram per Minute; Microgram per Kilogram per Minute; gamma/kg/min;

mcg/kg/min ug/kg/min

Microgram per Liter; Milligram per Cubic Meter; Nanogram per Milliliter; meg/L; mg/m3; ng/mL;
ug/L

ug/L
Microgram per Square Meter ug/m2
Microgram per Square Meter per Day ug/m2/day
Microgram per Square Meter per Hour ug/m2/h
Microgram per Square Meter per Minute ug/m2/min
Micrograms per Minute; mcg/min ug/min
Microgram per Milliliter per Hour ug/mL/h
Microgram Equivalent ugEq
Microkatal; mckat ukat
Microkatal per Liter; mckat/L ukat/L
Microliter; mcL; mm3 uL
Microliter per Milliliter; mcL/mL

Micron; mecm um
MicroSquare Meter um2
Micromole; mcmol umol
Micromoles per Day; mcmol/day umol/day
Micromole per Liter umol/L
Micromole per Liter per Minute umol/L/min
Micromoles per Liter per Second umol/L/sec
Micromole per Milligram per Minute umol/mg/min
mcmol/min; umol/min umol/min
Microosmole uOsM
Microsecond usec
Microvolt; mcV uVv

Microvolt * Seconds
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Volt v

V/s; Volt per Second Visec
volume fraction viv

Vial Dosing Unit VIAL
Virtual Pixel VIRTUAL PIXEL
Wafer Dosing Unit WAFER
Watt Watt
V*sec; Volt Second; Volt-second; Weber Weber
Week WEEKS
Yard yd

Year YEARS
Unknown Unknown
Package Dosing Unit PACKAGE
Mole per Liter mol/L
Percent Volume per Volume % (VIV)

International Unit U

Millimole per Liter; umol/mL; Micromole per Milliliter; mol/m3; Mole per Cubic Meter; mcmol/mL;
mmol/L; nmol/uL.

Kilogram per Liter; g/mL; Gram per Milliliter; gram/mL; kg/L; mg/uL

g/m3; Gram per Cubic Meter; mg/L; Microgram per Milliliter; Milligram per Liter; mcg/mL; ng/uL;

ug/mL mg/L

Gram per Deciliter g/dL

mg/m3; Microgram per Liter; Milligram per Cubic Meter; Nanogram per Milliliter; ug/L; ng/mL;
mcg/L

ug/L

ug/m3; Microgram per Cubic Meter; ng/L; pg/mL ng/L

Million International Units; Million IU 1076 IU
International Unit per Liter; IU/L; mIU/mL IU/L
International Unit per Milliliter; KIU/L; Kilo International Unit per Liter 1U/mL
Microgram per Kilogram; mcg/kg ug/kg
Milligram per Kilogram mg/kg
Picomole per Liter; fmol/mL; Femtomole per Milliliter pmol/L
Milliequivalent Per Liter; mval/L; Millivalent per Liter mEq/L
Thousand Colony Forming Units 1073 CFU
Million Colony Forming Units 1076 CFU
Billion Colony Forming Units 1079 CFU
Thousand Colony Forming Units per Gram; Thousand CFU/g 10~3 CFU/g
Million Colony Forming Units per Gram; Million CFU/g 1076 CFU/g
Billion Colony Forming Units per Gram; Billion CFU/g 1079 CFU/g
Thousand Colony Forming Units per Milliliter; Thousand CFU/mL 1073 CFU/mL
Million Colony Forming Units per Milliliter; Million CFU/mL 1076 CFU/mL
Billion Colony Forming Units per Milliliter; Billion CFU/mL 1079 CFU/mL

Gram per Kilogram; mg/g; Milligram per Gram g/kg
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Mole per Mole
Log10 50 Percent Embryo Infective Dose
Log10 50 Percent Cell Culture Infective Dose

Log10 50 Percent Tissue Culture Infective Dose

Becquerel per Microgram; kBq/mg; Kilobecquerel per Milligram; MBq/g; Megabecquerel per

Gram; Bg/mcg

Becquerel per Milligram; kBq/g; Kilobecquerel per Gram

Gigabecquerel per Gram; kBq/ug; Kilobecquerel per Microgram

Gigabecquerel per microgram; MBq/ng, Megabecquerel per nanogram; GBq/mcg
Gigabecquerel per Milligram; Megabecquerel per Microgram; MBq/meg; MBq/ug
Curie per Gram; uCi/ug; Microcurie per Microgram; mCi/mg; Millicurie per Milligram
Curie per Kilogram; uCi/mg; Microcurie per Milligram; mCi/g; Millicurie per Gram
Curie per Microgram; Ci/mcg

Curie per Milligram; mCi/ug; Millicurie per Microgram

50 Percent Embryo Infective Dose

50 Percent Cell Culture Infective Dose

Millicurie per Kilogram; uCi/g; Microcurie per Gram

Becquerel per Microliter; kBq/mL; Kilobecquerel per Milliliter; MBq/L; Megabecquerel per Liter

Becquerel per Milliliter; kBq/L; Kilobecquerel per Liter

Kilobecquerel per Microliter; GBq/L; Gigabecquerel per Liter; MBq/mL; Megabecquerel per

Milliliter

Megabecquerel per Microliter; GBq/mL; Gigabecquerel per Milliliter
Curie per Liter; uCi/uL; Microcurie per Microliter

Curie per Microliter; Ci/mcL

Millicurie per Liter; uCi/mL; Microcurie per Milliliter

Microgram per Kilogram per Minute; Gamma per Kilogram per Minute; gamma/kg/min;
mcg/kg/min

mU/mL; Unit per Liter

Per Day

Per Microliter

Every week; Per Week
Ehrlich Units

Femtoliter

Gram per Day

Gram per Kilogram per Day
m3; Standard Cubic Meter

Milligram per Gram per Day

Milliliter per Gram per Day; mL/g/day; uL/mg/day; L/day/kg; mL/day/g; uL/day/mg; L/kg/d

Milliliter per Kilogram per Minute; uL/g/min; mL/min/kg; uL/min/g; mL/kg/min
Micro-International Unit per milliliter; mIU/L; mcIU/mL; ulU/mL

mcL; Microliter; mm3
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mol/mol

log10 EID 50
log10 CCID 50
log10 TCID 50
Bq/ug

Bq/mg

GBq/g
GBq/ug
GBq/mg

Ci/g

Ci/kg

Ci/ug

Ci/mg

EID 50

CCID 50
mCi/kg

Bq/uL

Bg/mL
kBq/uL

MBgq/uLL
Ci/L

EU

fL

g/day
g/kg/day
sem
mg/g/day
mL/g/day
mL/kg/min
ulU/mL
uL




Cubic Micrometer
1076/uLL
10~3/mL

1073/ulL;1073/mm3

FRM

Aerosol; aer
Aerosol, Foam
Aerosol, Metered
Aerosol, Powder
Aerosol, Spray
Bar, Chewable

Bead

Bead, Implant, Extended Release

Block

Caplet

Capsule; cap
Capsule, Coated

Capsule, Coated Pellets

um3
10~12/L
10"6/L
10~9/L

AEROSOL

AEROSOL, FOAM

AEROSOL, METERED
AEROSOL, POWDER
AEROSOL, SPRAY

BAR, CHEWABLE

BEAD

BEAD, IMPLANT, EXTENDED RELEASE
BLOCK

CAPLET

CAPSULE

CAPSULE, COATED
CAPSULE, COATED PELLETS

Capsule, Coated, Extended Release CAPSULE, COATED, EXTENDED RELEASE
Capsule, Delayed Release CAPSULE, DELAYED RELEASE

Capsule, Delayed Release Pellets CAPSULE, DELAYED RELEASE PELLETS

Capsule, Extended Release CAPSULE, EXTENDED RELEASE

Capsule, Film Coated, Extended Release CAPSULE, FILM COATED, EXTENDED RELEASE

Capsule, Gelatin Coated
Capsule, Liquid Filled
Cement

Cigarette

Cloth

Concentrate

Cone

Core, Extended Release
Cream

Cream, Augmented
Crystal

Culture

Diaphragm

Disc

Douche

Dressing

Drug Delivery System

CAPSULE, GELATIN COATED
CAPSULE, LIQUID FILLED
CEMENT

CIGARETTE

CLOTH

CONCENTRATE

CONE

CORE, EXTENDED RELEASE
CREAM

CREAM, AUGMENTED
CRYSTAL

CULTURE

DIAPHRAGM

DISC

DOUCHE

DRESSING

DRUG DELIVERY SYSTEM
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Elixir

Emulsion

Enema

Extract

Fiber, Extended Release
Film

Film, Extended Release
Film, Soluble

For Solution

For Suspension

For Suspension, Extended Release
Gas

Gel

Gel, Dentifrice

Gel, Metered

Generator

Globule

Graft

Granule

Granule, Delayed Release
Granule, Effervescent
Granule, For Solution
Granule, For Suspension
Granule, For Suspension, Extended Release
Gum

Gum, Chewing

Gum, Resin

Implant

Inhalant

Injectable, Liposomal

Injection

Injection, Emulsion
Injection, Lipid Complex
Injection, Powder, For Solution

Injection, Powder, For Suspension

Injection, Powder, For Suspension, Extended Release

Injection, Powder, Lyophilized, For Liposomal

Suspension

Injection, Powder, Lyophilized, For Solution

Injection, Powder, Lyophilized, For Suspension

ELIXIR

EMULSION

ENEMA

EXTRACT

FIBER, EXTENDED RELEASE

FILM

FILM, EXTENDED RELEASE

FILM, SOLUBLE

FOR SOLUTION

FOR SUSPENSION

FOR SUSPENSION, EXTENDED RELEASE
GAS

GEL

GEL, DENTIFRICE

GEL, METERED

GENERATOR

GLOBULE

GRAFT

GRANULE

GRANULE, DELAYED RELEASE
GRANULE, EFFERVESCENT

GRANULE, FOR SOLUTION

GRANULE, FOR SUSPENSION

GRANULE, FOR SUSPENSION, EXTENDED RELEASE
GUM

GUM, CHEWING

GUM, RESIN

IMPLANT

INHALANT

INJECTABLE, LIPOSOMAL

INJECTION

INJECTION, EMULSION

INJECTION, LIPID COMPLEX
INJECTION, POWDER, FOR SOLUTION
INJECTION, POWDER, FOR SUSPENSION
INJECTION, POWDER, FOR SUSPENSION, EXTENDED RELEASE

INJECTION, POWDER, LYOPHILIZED, FOR LIPOSOMAL
SUSPENSION

INJECTION, POWDER, LYOPHILIZED, FOR SOLUTION
INJECTION, POWDER, LYOPHILIZED, FOR SUSPENSION
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Injection, Powder, Lyophilized, For Suspension,
Extended Release

Injection, Solution

Injection, Solution, Concentrate
Injection, Suspension

Injection, Suspension, Extended Release
Injection, Suspension, Liposomal
Injection, Suspension, Sonicated
Insert

Insert, Extended Release
Intrauterine Device

Irrigant

Jelly

Kit

Liner, Dental

Liniment

Lipstick

Liquid

Liquid, Extended Release
Lotion

Lotion, Augmented
Lotion/Shampoo

Lozenge

Mouthwash

Not Applicable

(0)1]

Ointment; oint

Ointment, Augmented

Packing

Paste

Paste, Dentifrice

Pastille

Patch

Patch, Extended Release

Patch, Extended Release, Electrically Controlled
Pellet

Pellet, Implantable

Pellets, Coated, Extended Release

Pill

Plaster

INJECTION, POWDER, LYOPHILIZED, FOR SUSPENSION,
EXTENDED RELEASE

INJECTION, SOLUTION

INJECTION, SOLUTION, CONCENTRATE
INJECTION, SUSPENSION

INJECTION, SUSPENSION, EXTENDED RELEASE
INJECTION, SUSPENSION, LIPOSOMAL
INJECTION, SUSPENSION, SONICATED
INSERT

INSERT, EXTENDED RELEASE
INTRAUTERINE DEVICE

IRRIGANT

JELLY

KIT

LINER, DENTAL

LINIMENT

LIPSTICK

LIQUID

LIQUID, EXTENDED RELEASE

LOTION

LOTION, AUGMENTED
LOTION/SHAMPOO

LOZENGE

MOUTHWASH

NOT APPLICABLE

OIL

OINTMENT

OINTMENT, AUGMENTED

PACKING

PASTE

PASTE, DENTIFRICE

PASTILLE

PATCH

PATCH, EXTENDED RELEASE

PATCH, EXTENDED RELEASE, ELECTRICALLY CONTROLLED

PELLET

PELLET, IMPLANTABLE

PELLETS, COATED, EXTENDED RELEASE
PILL

PLASTER
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Poultice

Powder

Powder, Dentifrice
Powder, For Solution
Powder, For Suspension
Powder, Metered
Ring

Rinse

Salve

Shampoo

Shampoo, Suspension
Soap

Solution

Solution, Concentrate
Solution, For Slush

Solution, Gel Forming / Drops

Solution, Gel Forming, Extended Release

Solution/ Drops

Sponge

Spray

Spray, Metered

Spray, Suspension

Stick

Strip

Suppository; supp
Suppository, Extended Release
Suspension; susp

Suspension, Extended Release
Suspension/Drops

Suture

Swab

Syrup

Tablet; tab

Tablet, Chewable

Tablet, Coated

Tablet, Coated Particles

Tablet, Delayed Release

Tablet, Delayed Release Particles
Tablet, Effervescent

Tablet, Extended Release

POULTICE

POWDER

POWDER, DENTIFRICE

POWDER, FOR SOLUTION
POWDER, FOR SUSPENSION
POWDER, METERED

RING

RINSE

SALVE

SHAMPOO

SHAMPOO, SUSPENSION

SOAP

SOLUTION

SOLUTION, CONCENTRATE
SOLUTION, FOR SLUSH

SOLUTION, GEL FORMING / DROPS
SOLUTION, GEL FORMING, EXTENDED RELEASE
SOLUTION/ DROPS

SPONGE

SPRAY

SPRAY, METERED

SPRAY, SUSPENSION

STICK

STRIP

SUPPOSITORY

SUPPOSITORY, EXTENDED RELEASE
SUSPENSION

SUSPENSION, EXTENDED RELEASE
SUSPENSION/DROPS

SUTURE

SWAB

SYRUP

TABLET

TABLET, CHEWABLE

TABLET, COATED

TABLET, COATED PARTICLES
TABLET, DELAYED RELEASE
TABLET, DELAYED RELEASE PARTICLES
TABLET, EFFERVESCENT

TABLET, EXTENDED RELEASE
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Tablet, Film Coated TABLET, FILM COATED

Tablet, Film Coated, Extended Release TABLET, FILM COATED, EXTENDED RELEASE
Tablet, For Solution TABLET, FOR SOLUTION
Tablet, For Suspension TABLET, FOR SUSPENSION
Tablet, Multilayer TABLET, MULTILAYER
Tablet, Multilayer, Extended Release TABLET, MULTILAYER, EXTENDED RELEASE
Tablet, Orally Disintegrating TABLET, ORALLY DISINTEGRATING
Tablet, Orally Disintegrating, Delayed Release TABLET, ORALLY DISINTEGRATING, DELAYED RELEASE
Tablet, Soluble TABLET, SOLUBLE

Tablet, Sugar Coated TABLET, SUGAR COATED
Tampon TAMPON

Tape TAPE

Tincture TINCTURE

Troche TROCHE

Unassigned UNASSIGNED

Wafer WAFER
CMFREQ

D EVIVA(0)))) Qb

Twice per day (BID) 1)

3 Times per day (TID) ¥}

4 Times per day (QID) KeJI)]

As needed (PRN) PRN

Every week (QS) EVERY WEEK
Every month (QM) QM

Once ONCE
Intermittent INTERMITTENT

Other OTHER

FREQ

One Time Per Week 1 TIME PER WEEK

BIW; Twice per week 2 TIMES PER WEEK

2 Times Per Year

3 Times Per Month

TIS; Three times a week
3 Times Per Year

4 Times Per Month

4 times per week; QIS

4 Times Per Year

Other

5 Times Daily

2 TIMES PER YEAR

3 TIMES PER MONTH
3 TIMES PER WEEK
3 TIMES PER YEAR

4 TIMES PER MONTH
4 TIMES PER WEEK
4 TIMES PER YEAR
OTHER

5 TIMES PER DAY
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5 Times Per Month
5 Times Per Week
5 Times Per Year

6 Times Daily

6 Times Per Month
6 Times Per Week
6 Times Per Year

7 Times Per Week
Ad Libitum

U; Unknown

BD; Twice per day
Twice per month
Continuous

Every 2 weeks; Q2S
Every 3 weeks; Q3S
Every 4 weeks; Q4S
Every 5 weeks; Q5SS
Every 6 Weeks; Q6S
Every 7 weeks; Q7S

Every 8 weeks; Q8S

5 TIMES PER MONTH

5 TIMES PER WEEK

5 TIMES PER YEAR

6 TIMES PER DAY

6 TIMES PER MONTH

6 TIMES PER WEEK

6 TIMES PER YEAR

7 TIMES PER WEEK

AD LIBITUM
UNKNOWN
BID

BIM

CONTINUOUS

EVERY 2 WEEKS
EVERY 3 WEEKS
EVERY 4 WEEKS
EVERY 5 WEEKS
EVERY 6 WEEKS
EVERY 7 WEEKS
EVERY 8 WEEKS

EVERY WEEK

Every week; Per Week; QS

Intermittent INTERMITTENT
Occasional OCCASIONAL
Once ONCE

/Year; Every Year; Per Annum; Per Year ig:\

As needed PRN

Every 10 hours Q10H

Every 11 hours Q11H

Every 12 hours Q12H

Every 13 hours Q13H

Every 14 hours Q14H

Every 15 hours Q15H

Every 16 hours Q16H

Every 17 hours Q17H

Every 18 hours Q18H

Every 19 hours Q19H

Every 20 hours Q20H

Every 21 hours Q21H

Every 22 hours Q22H

Every 23 hours Q23H
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Twice per week; BIS 2 TIMES PER WEEK
Every 24 hours Q24H
Every 2 hours Q2H

Every two months Q2M

Every 3 days Q3D

Every 3 hours Q3H

Every 3 months Q3M

Every 4 days Q4D

Every 4 hours Q4H

Every 4 months Q4M

Every 5 days (01))]

Every 5 hours QSH

Every 6 hours Q6H

Every 6 Months QoM

Every 7 hours Q7H

Every 8 hours Q8H

Every 9 hours Q9H

Daily; Per Day QD

Every hour QH

4 times per day QID

Every Month; Per Month QM

Every other day QOD

3 times per day TID
Unknown UNKNOWN
Three times a week; TIS 3 TIMES PER WEEK

Per Annum; Per Year; Every Year PA

CMROUTE

Oral ORAL

Intravenous INTRAVENOUS
Intramuscular INTRAMUSCULAR
Subcutaneous SUBCUTANEOUS
Topical TOPICAL

Rectal RECTAL

Nasal NASAL
Transdermal TRANSDERMAL
gt bt RESPIRATORY (INHALATION)
Sublingual SUBLINGUAL
Intraluminal INTRALUMINAL

Nasogastric NASOGASTRIC

Ophthalmic OPHTHALMIC
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ROUTE
Auricular (Otic)

Buccal
Conjunctival
Cutaneous
Dental

Dietary
Electro-Osmosis
Endocervical
Endosinusial
Endotracheal
Enteral
Epidural
Extra-Amniotic
Extracorporeal
Hemodialysis
Infiltration
Interstitial
Intra-Abdominal
Intra-Amniotic
Intra-Arterial
Intra-Articular
Intrabiliary
Intrabronchial
Intrabursal
Intracameral
Intracardiac
Intracartilaginous
Intracaudal
Intracavernous
Intracavitary
Intracerebral
Intracisternal
Intracorneal
Intracoronal, Dental

Intracoronary

Intracorporus Cavernosum

Intradermal

AURICULAR (OTIC)
BUCCAL
CONJUNCTIVAL
CUTANEOUS
DENTAL

DIETARY
ELECTRO-OSMOSIS
ENDOCERVICAL
ENDOSINUSIAL
ENDOTRACHEAL
ENTERAL
EPIDURAL
EXTRA-AMNIOTIC
EXTRACORPOREAL
HEMODIALYSIS
INFILTRATION
INTERSTITIAL
INTRA-ABDOMINAL
INTRA-AMNIOTIC
INTRA-ARTERIAL
INTRA-ARTICULAR
INTRABILIARY
INTRABRONCHIAL
INTRABURSAL
INTRACAMERAL
INTRACARDIAC
INTRACARTILAGINOUS
INTRACAUDAL
INTRACAVERNOUS
INTRACAVITARY
INTRACEREBRAL
INTRACISTERNAL
INTRACORNEAL

INTRACORONAL, DENTAL

INTRACORONARY

INTRACORPORUS CAVERNOSUM

INTRADERMAL
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Intradiscal
Intraductal
Intraduodenal
Intradural
Intraepidermal
Intraesophageal
Intragastric
Intragingival
Intrahepatic
Intraileal
Intrajejunal
Intralesional
Intraluminal
Intralymphatic
Intramedullary
Intrameningeal
Intramuscular
Intraocular
Intraovarian
Intrapalatal

Intraparenchymal

Intrapericardial

Intraperitoneal
Intrapleural
Intraprostatic
Intrapulmonary
Intrasinal
Intraspinal
Intrastomal
Intrasynovial
Intratendinous
Intratesticular
Intrathecal
Intrathoracic
Intratubular
Intratumor
Intratympanic
Intrauterine
Intravascular

Intravenous

INTRADISCAL
INTRADUCTAL
INTRADUODENAL
INTRADURAL
INTRAEPIDERMAL
INTRAESOPHAGEAL
INTRAGASTRIC
INTRAGINGIVAL
INTRAHEPATIC
INTRAILEAL
INTRAJEJUNAL
INTRALESIONAL
INTRALUMINAL
INTRALYMPHATIC
INTRAMEDULLARY
INTRAMENINGEAL
INTRAMUSCULAR
INTRAOCULAR
INTRAOVARIAN
INTRAPALATAL

INTRAPARENCHYMAL

INTRAPERICARDIAL
INTRAPERITONEAL
INTRAPLEURAL
INTRAPROSTATIC
INTRAPULMONARY
INTRASINAL
INTRASPINAL
INTRASTOMAL
INTRASYNOVIAL
INTRATENDINOUS
INTRATESTICULAR
INTRATHECAL
INTRATHORACIC
INTRATUBULAR
INTRATUMOR
INTRATYMPANIC
INTRAUTERINE
INTRAVASCULAR
INTRAVENOUS
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Intravenous Bolus
Intravenous Drip
Intraventricular
Intravesical
Intravitreal
Iontophoresis
Irrigation
Laryngeal

Nasal
Nasogastric

Not Applicable

Occlusive Dressing Technique

Ophthalmic

(0) 11

Oral Gavage
Oromucosal
Oropharyngeal
Parenteral
Percutaneous
Periarticular
Peridural
Perineural
Periodontal
Perivenous
Rectal
Respiratory (Inhalation)
Retrobulbar
Soft Tissue
Subarachnoid
Subconjunctival
Subcutaneous
Sublingual
Submucosal

Subtenon

Topical

Transdermal
Transmammary
Transmucosal
Transplacental

Transtracheal

INTRAVENOUS BOLUS
INTRAVENOUS DRIP
INTRAVENTRICULAR
INTRAVESICAL
INTRAVITREAL
IONTOPHORESIS
IRRIGATION
LARYNGEAL

NASAL
NASOGASTRIC

NOT APPLICABLE
OCCLUSIVE DRESSING TECHNIQUE
OPHTHALMIC

ORAL

ORAL GAVAGE
OROMUCOSAL
OROPHARYNGEAL
PARENTERAL
PERCUTANEOUS
PERIARTICULAR
PERIDURAL
PERINEURAL
PERIODONTAL
PERIVENOUS
RECTAL
RESPIRATORY (INHALATION)
RETROBULBAR
SOFT TISSUE
SUBARACHNOID
SUBCONJUNCTIVAL
SUBCUTANEOUS
SUBLINGUAL
SUBMUCOSAL
SUBTENON

TOPICAL
TRANSDERMAL
TRANSMAMMARY
TRANSMUCOSAL
TRANSPLACENTAL
TRANSTRACHEAL
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Transtympanic

Unassigned
Unknown
Ureteral
Urethral
Vaginal

OTHER

TRANSTYMPANIC
UNASSIGNED
UNKNOWN
URETERAL
URETHRAL
VAGINAL

Other
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